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Many Americans Disregard 
Doctors' Course of Treatment 
THE WALL STREET JOURI'iAL ONLINE 
Ylarch 15. :l{){r 

A quarter of AInelicans say they have left a drug prescription unfjJled because they felt it was unneeded and a fifth 
have obtained a second opinion because they felt their doctors' r~colnmendations were too aggressive. 

I· 

In all, 440/0 of Alnericans say they or an ilnmediate fmnily member have ignored a doctor's course oftreahnent or 
sought a second opinion because they felt the doctor's orders were unnecessary or overly aggressive, according to a 
Wall Street Journal Online/Harris Interactive health-care polL • 

In addition to the 27% who have left a prescription unfilled and 20% who have sought a second opinion, 130/0 have avoided getting a diagnostic test, 
7% have opted against a surgical procedure and 7% have change;d doctors because they felt their doctor's recollllnended h-eatnlent was too 
aggressive. Respondents were presented with several scenarios ~nd were able to select nlore than one that applied to theln or a falnily Inelnber. 

Alnong survey respondents 'who said they have chosen not to follow a doctor's recolmnendations, 890/0 said nothing negative happened as a result_ 
Eleven percent reported SOlne SOli of negative effect, such as worsening health conditions and lost tiIne froln work. 

The survey found 43% of Alnericans say they are concerned about receiving too many treahnents or ov~rly aggressive treahnent when they al-e sick' 
or in need of Inedical care. In a survey conducted two years ago, 50% said they felt that way. ~ 

About 520/0 of A111elicans believe doctors overtreat patients because of concell1S about malpractice lawsuits, while 41 % say doctors do so "to 1nake. 

Inore Inoney" and 44% say lito Ineet patients' denlallds_" 


Still, Alnelicans seeln to believe that undertreatment is a probleln, too. When asked how often.they believe patients m-e undertreated? 29% said often 
alld 55% said sOlnetimes. 

See full results of the poll: 

ttp:l/online.\Vsj.cOlniarticleyrintlSB 117371341275134217.htInl 3/20/2
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i "Based on what you know or have heard, how often do you think patients who have medical conditions experience problems because of...?" 

Base: All adults 

--~l .oftenJ~o:)etimes l°ften~som;ti-mesl Rar~~ever IRarelYIINe~erl 

Being over-treated, for example, by 1200511 72% 1122% II 50o/~ II 28%) II 22% 1f6%l 
gettIng too many trea1J.nents or by . '.. .. . ~ 

~;;:;~:~:e aggressive treatment than is 12007 11 73, 1c:Jc:J1 27 I~[J 

Being under-treated, for example by 1200511 83, 1f31l1 51 II 17 II13lI5l 
gettIng too few trea1J.nents or by gettIng. ,.~. .. .~~ 

~~~r~;~:t~iVe treatment than is 12007 11 83' 1~c=J1 17 1c:J~ 

Note: Percentages Inay not add up to exactly 100 percent due to rounding. 

*** 

"How concerned are you, personally, about receiving too many treatments or overly aggressive treatment when you are sick or in need of 
medical care?" 

Base: All adults 

I ~ ------ .... ----]~I 2007 I 
IVery/Somewhat Concerned (Net) II· 50% II 43% I 

IVery concerned' I~~ 
ISomewhat concerned II 37 II 33 I 
!NotVery/AtAllConcemed(Net) I~I 57 I 
INot very concerned I~~ 
INot at all concerned I~I 13 I 
Note: Percentages Inay not add up to 100 percent due to roundinK 

*** 

.ttp:llonline.\vsj.cOlniarticleyrintlSB117371341275134217.html 3/2012007 
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. "Which of the following, if any, have you ever done when your doctor recommended a particular course of treatment for you or an immediate 
family member? Please select all that apply." 

Base: All adults 

-----..  ..-.----~- ..--  J 

I /12005112007\
·2' 

Did not fill a prescription that your doctor gave you because you felt it was UIUlecessary \32% 1127% I 

Got a second opinion £rOIn another doctor because you th?ught yoUr doctor's 
reconullendations 'were too aggressive rJ[:J 

Did 110t get a diagnostic test that your doctor reconunended because you felt it was 
Ullilecessary r:J~ 

Did not get a surgical procedure that your doctor reconunended because you felt it was 
unnecessary L:lCJ 

Changed doctors because you felt that your doctor's approach was too aggressive [IJ[2Ji 
N one of these I~~I 


Note: Multiple-response question. 

*** 

"What, if anything, happened to your or your family member asa result of choosing not to follow your doctor's recommendations? If you had 
more than one such experience, please answer for the most recent one. Please select all that apply." 

Base: Respondents who chose to forgo recol11lnended treailnent 

- .... _m ___ • ]1 TOiAL 1 

.~Experienced a ne"w Inedical probleln or '[:]
conlplication 

I Required hospitalization --- - - II 2- -- I 

ILost tilne £rOIn work or school II 4 I 

IHealth got worse II 3 .1 
IHad to go to the elnergency rOOln II 3 II 

ISOllle other type ofprobleln 1\ 3 I 
I II I 

ttp:l/online.\vsj.conliarticleJ]rintlSB 1173 71341275134217.html 3/20/2007 
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'Nothing negative happened as a result .,. 

Note: Multiple-response question. 

*** 

"Based on what you know or have heard, what do you think-are the reasons that doctors sometimes over-treat patients, for example by 
providing too many treatments or overly aggressive treatments?" 

Base: All adults 

- -- - --JI20051120071 
1\ Because of concerns about malpractice lawsuits 1 53 % 11 52% I 

ITo Inake more Inoney IEJEJ 
1To meet patients' demands ~, IEJ~ 
ITo nlake fast and easy decisions 10~ 
Becaus~ of luisleading infonuation they receive froin prescription drug and Inedical device rJ°rJ~7 
compmues 

I •IBecause of a faulty medical diagnosis I[EJ~
ITo give patients lnore reason to hop~ 1~0 

IOther 1[£][2J 
Don't know :[TIOIJ 

Note: Multiple-response question. 

Methodology: 

Harris Interactive conducted this online survey in the U.S., March 5-7, 2007, among a nation\vide cross section of 2,673 adults. Figures for age, 

gender, race/ethnicity, education" inCOlne and region were weighted where necessary to align \vith population proportions. Propensity score 

weighting was also used to adjust for respondents' propensity to be online. In theory, with probability smnples of this size, one can say with 95~~ 


certainty that the overall results have a smnpling error of+/- 3 percentage points of what they would be if the entire U.S. adult population had been 

polled 'with cOlnplete accuracy. This online sample is not a probability sample. 


About Harris Interactive 

ttp://online.wsj.con1/artic1eyrintlSB 117371341275134217.htInl 3/2012007 
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Harris Interactive is a world-wide market research and consulting firm, best known for The Harris Poll and its use of the Internet to conduct scientifically accurate market research. For more 
information, see www.harrisinteractive.com1 .TobecomeaparticipantinTheHarrisPoIIOnlineandjoinfutureonlinesurveys.seevvww.harrispollonline.com2 . 

URL for this article: 

http://online.wsj.com/articlefSB117371341275134217.html 


Hyperlinks in this Article: 
(1) hUp:!!vII'wvv. harrisinteractive. com 
(2) http://www.harrispolionline.com 
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Health illiteracy hampers wellness 
March 13, 2007 

How often have you left a doctor's office wondering just what you were told about your health, or what 
exactly you were supposed to be doing to relieve or prevent a problem? If you are a typical patient, you 
remember less than half of what your doctor tries to explain. 

National studies have found that "health literacy" is remarkably low, with more than 90 million Americans 
unable to adequately understand basic health information. The studies show that this obstacle "affects 
people of all ages, races, income and education levels," Dr. Richard H. Carmona, the U.S. surgeon 
general, wrote in the August issue of The Journal of General Internal Medicine. 

The fallout is anything but trivial. Researchers have found that poor health literacy, which is especially 
prevalent among the elderly, results in poor adherence to prescription instructions, infrequent use of 
preventive medical services, increased hospitalizations and visits to the emergency room and worse 
control of chronic diseases. 

The consequences are poorer health and greater medical costs. All because doctors fail to speak to 
patients in plain English (or Spanish or Chinese or any other language) and fail to make sure that patients 
understand what they are told and what they are supposed to do and why. 

In, a s~udy published in the internal medicine journql, conducted among 2,512 elderly men and women 
-livi-ng on-their own In Memphis and Pittsbufgh, those wTth limited healthliteracywere nearly twice as.likely 
to die in a five-year period as were those with adequate health literacy. That held true even when age, 
race, socioeconomic factors, current health conditions, health care access and health-related behaviors 
were taken into account. 

Among the many problems resulting from limited health literacy are misinterpretations of warning labels 
on prescription drugs. For example, among 251 adults attending a primary care clinic in Shreveport, La., 
those with low literacy were three times more likely to misunderstand warnings than the more literate. 

A main obstacle has been the decreased time patients can spend with their doctors, dictated largely by 
managed care and other medical reimbursement plans. 

A second hurdle is the embarrassment that patients with limited health literacy experience when they do 
not understand what the doctor has said. And, of course, asking for clarification is seriously impeded by 
the imbalance in power between the white-coated physician and the paper-wrapped patient. Even when 
conversations are conducted in the doctor's office with a fully clothed patient, patients are reluctant to ask 
questions. 

More medical schools, residency programs and continuing education programs for practicing physicians 
need to include training in clinical communication skills. 

Dr. Sunil Kripalani of the Emory University School of Medicine in Atlanta and Dr. Barry D. Weiss of the 
University of Arizona College of Medicine in Tucson suggest these strategies: 

Doctors should assess the patient's baseline understanding before providing extensive information: 



"Before we go on, could you tell me what you already know about high blood pressure?" 

Doctors should use plain language, not medical jargon, vague terms and words that may have different 
meanings to a lay person. They should say chest pain instead of angina, hamburger instead of red meat. 

To encourage patients to ask questions, doctors should ask, "What questions do you have?" rather than, 
liDo you have any questions?" 

Doctors should confirm the patient's understanding by saying, "I always ask my patients to repeat things 
back to make sure I have explained them clearly." Or, if a new skill like using an inhaler was taught, the 
doctor should have the patient demonstrate the action .. 

Then, as fail-safe measures, the doctor should provide written instructions and educational material for 
the patient and family to review at home. 

Do not wait until doctors become better at communicating. If you want the best medical care, you have to 
take the initiative. If the doctor says something you do not understand, ask that it be'repeated in simpler 
language. If you are given a new set of instructions, repeat them back to the doctor to confirm your 
understanding. If you are given a new device to use, demonstrate how you think you are to use it. 

Insist that conversations about serious medical matters take place when you are dressed and in the 
doctor's office. Take notes or take along an advocate who can take notes for you. Better yet, tape-record 
the conversation to replay it at home for you and your family or another doctor. 

© The New York Times News Service 
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Press Releases and Announcements 
Accidenta~ Poisonings Can Happen Dur~ng Day··to~Day Routines 
'>,'\;;:00"1 

With more than 90 percent of poisonings occurring in the home and more than 19 million 
Americans caring for someone over the age of 75, caregivers and family members of children 
and seniors playa critical role in prevention of poisonings. The American Society of 
Health-System Pharmacists (ASHP) recognizes the importance of providing caregivers with 
poison prevention information during National Poison Prevention Week, March 18-24. 

An estimated 44 percent of Americans have an aging parent and a young child for whom they 
care for. The majority of non-fatal poisonings occur in children younger than six years old and 
seniors who take multiple medications are at increased risk of accidental poisonings. 

'The fact is most accidental poisonings happen among our youngest and oldest populations who 
are dependant on a caregiver," said Daniel J. Cobaugh, Pharm.D., FAACT, DABAT, director of 
research for the ASHP Research and Education Foundation. "Accidental poisonings can take 
manY,shapes such as'when a child thinks medJcil1e iscandy Qr. when a senior becomes 
confused and takes an additional dose of their medicine."- . . 

To help prevent poisonings from happening, ASHP has developed practical tips for caregivers of 
children and seniors. ' 

For caregivers of seniors, ASHP recommends following these six tips: 

Keep a list of your medicines. A written record of medications including medication name, dosage, and 
frequency, is an important tool to have during physician visits and in case of an emergency. It is also important 
to record any over-the-counter (OTe) medications, vitamins, supplements, or herbal products are being taken. 
Having a family member or caregiver keep a copy of this list Is also invaluable. 

Communicate. Stay informed of all medications, including non-prescription medicines and dietary supplements; 
this will help reduce the chances of an interaction. 

Learn about their medicines. Ask the doctor or pharmacist to explain each medication, the food and medicines 
to be avoided, and possible reactions and side effects. Family members or caregivers should also be given this 
information. 

Use one pharmacy. Many seniors receive prescriptions from more than one doctor, making drug interactions 
more likely. By using one pharmacy, all of the prescriptions are consolidated and the pharmacist can check for 
possible interactions between medicines. It is still important, however, to keep in mind that over-the-counter 
medicines should also be considered, as overdoses could occur this way. 

Keep a journal. Make note of all symptoms, especially after taking medicines. Painful or unexpected side effects 



" 

n 'A 

such as dizziness, nausea, or drowsiness, may signal a need for adjusting the medication regimen. 

Maintain a schedule. Holding to a routine can decrease the chances of missing dosages or taking more than 
needed. The use of a pillbox may help with this. 

For caregivers of children, ASHP recommends following these five tips: 

Use original child-resistant containers. Use child-resistant closures on medicines and other products and 

always keep all medications (both prescription, nonprescription, and dietary supplements) in their original 

child-resistant containers. ' 


Always call medicine "medicine". Avoid calling medicine "candy" in order to get the child to take the 

medicine. 

Check your medicines periodically for expiration dates. If a medication is not dated, consider it expired six 

months after purchase. 


Avoid putting medicines in open trash containers. This is especially important in the kitchen or bathroom 

because·'many adult medications can be deadly to small children. 


Keep medications secure. Keep all medicines, including OTe's, herbals, vitmins, and supplements, out of 

reach of children, or in a locked cabinet. 


"The good news is that healthcare professionals and caregivers can work together to create a 
solution," said Cobaugh. "By being active participants in their healthcare, family members and 
caregivers can be informed on the best ways to prevent an accidental poisoning." 

Caregivers and family members should post the poison control center number (800.222.1222) 
visibly in the home" Cobaugh said. "Many poison control centers are staffed by pharmacists, 
whose training makes them uniquely qualified to advise caregivers in the event of an 
emergency." 

Medication tips an.d infoq~naU.on on using medicine safely can be founod OD ASHP's consumer 
Web site.·www.SafeMedicatiol"l.com. - ' -- . 

For more than 60 years, ASHP has helped pharmacists who practice in hospitals and health 
systems improve medication use and enhance patient safety. The Society's 30,000 members 
include pharmacists and pharmacy technicians who practice in inpatient, outpatient, 
home-care, and long-term-care settings, as well as pharmacy students. For more information 
about the wide array of ASHP activities and the many ways in which pharmacists help people 
make the best use of medicines, visit ASHP's Web site, www.ashp.org, or its consumer Web 
site, www.SafeMedication.com . 

## 

http:www.SafeMedication.com
http:www.ashp.org
http:site.�www.SafeMedicatiol"l.com
http:infoq~naU.on
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Risk of Errors In Medication Said to Rise With Surgery 

7 

By Rob Stein 
Washington Post Staff Writer 
Tuesday, March 6, 2007; A08 

Patients going under the knife face a significant risk of becoming the victim of a medical error involving 
medication, according to a report being released today. 

The report, the largest examination of medication errors before, during and after surgery, found tl1at 
operations are among the riskiest times for mistakes involving drugs. 

The report was prepared by U.S. Pharmacopeia, a private group that sets standards for the drug industry. 
It has been gathering reports from hospitals nationwide about medication mistakes. 

Its latest report is based on data voluntarily supplied by more than 400 hospitals about medication errors 
from 1998 to 2005 that occurred during outpatient surgery, in preparation for surgery, in the operating 
room and in recovery. 

A total of 11,239 errors were reported, including giving the wrong drug or the wrong dose, or giving it at 
the wrong time. 

Five pergen.t,of t~e mistakes caused harm, making surgery on~ of.the most da!"lgerous times for 
medication mistakes. . _.- .. -- . -

Mistakes during the operation itself were the most likely to result in harm. 

In most cases the harm was temporary, but four deaths resulted from the errors. The mistakes were most 
dangerous to children, and the most common involved antibiotics and painkillers. 

In addition to encouraging hospitals to take steps to reduce errors, the findings intend to alert patients and 
their families to be vigilant to protect themselves. 

"We hope tl1is will impact practice and make the whole system safe by bringing awareness to the topic," 
said Rodney Hicks, who helped prepare the report. 

http:washingtonpost.com
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Kaiser Daily Health Policy Report 

Tuesday, March 13, 2007 

Prescription Drugs 

Generic Medications Often More Expensive Than 
Expected 

The Wall Street Journal on Tuesday examined how the prices of generic medications 
"can vary wildly and may not be nearly as' cheap as expected. II Patients with prescription 
drug coverage .in most cases pay the lowest copayments for generic med ications when they 
reach the market, but those without coverage are subject to different, and in some cases 
high, prices charged by pharmacies. According to the Journal, at a ''time when policymakers 
are searching for ways to cut health care costs, generic drugs are often viewed as one of the 
most straightforward solutions, II but generic versions of a "number of other notable drugs 
that came off patent recentli1 have "failed to deliver big savings in many cases." Jim Yocu m 
-- executive vice president of .D..s;,s..tiD_aJjQnR~., a pharmacy data and software company -- said, 
"We're not seeing that sharp a drop-off" in prices among generic medications that have 
reached the market in recent years, adding, "We're just not seeing it. II 

Zocor 
for example, although the price that health insurers pay for simvastatin -- the generic 
vers~on of t~e a[1ticholesterol medica'tion Zocor, which lost patent protectioFl 'in June. 29.0§. -
has "dropped dramatically," the "price that pharmacies charge patients who pay cash 
remains high in many locations, with wide variations by vendor. II .\0LqJ.9Lf;.s:.n$_,S;;.9.ill had 
charged $129.99 for 30 tablets of the 20-milligram dose of simvastatin, compared with 
$149.99 for Zocor. In late February, after a call from a reporter, walgreens.com reduced the 
price of simvastatin to $89.99. A walgreens.com spokesperson said that the company 
previously had the price of simvastatin under review .CV~~9..m had charged $108.99 for the 
same dose of simvastatin, compared with $154.99 for Zocor. Last week, after a call from a 
reporter, CVS.com announced plans to reduce the price of simvastatin to $79.99 as part of 
an "ongoing price analysis. II .DxW.Q.s...t.QLt;.!..kQJJJ. had charged $125 for the same dose of 
simvastatin, compared with $135.99 for Zocor. On Friday, after a call from a reporter, 
drugstore.com reduced the price of simvastatin to $27.99, a move that the company 
attributed to part of a regular review. A BH;s;,.AJ.g spokesperson last week said that the 
company charges $131.99 for the same dose of simvastatin, compared with $178.99 for 
Zocor. On Monday, the spokesperson said that the prices were inaccurate but did not 
provide revised prices (Rubenstein, Wall Street Journal, 3/13). 

http:drugstore.com
http:walgreens.com
http:walgreens.com


help Inake sure each set was con1plete before it was shipped to a surgeon, and to detennine which 
parts or instrull1ents were used or ll1issing when the kits reulll1ed to Bion1et. 

Moreover, the u.s. Food ami DI-uq Administmtion (FDA) is investigating how the use of a unique 
device identification (UDT) systen1, such as one ll1aking use of RFID technology, n1ight in'1.prove 
patient safety by tracking 111edical devices in the supply chain (see FDA Reviews Comments 011 

Device-ID system). 

Copyright © 2002 - 2007 RFID Joull1al, Inc. All Rights Reserved 
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.Soothing the pain of prescription drugs' cost 
Many people are unaware of money-saving options, and doctors often don't think to 

discuss it. So ask. 


By Genevieve Bookwalter, Special to The Times 

March 19, 2007 


Theresamary JOHNSON is supposed to tal\e nine prescriptions each day - 10 on Thursdays - for lung 

disease, high blood pressure, osteoporosis, heart disease, rheumatoid arthritis and lupus. 


Sometimes she does. Sometimes, she can't afford to. 

"I bLJ.sted my buns, to see I wasn't in poverty in. myoid age, and I feellil\e I'm getting dragged right into it," , 
the 70:ye~ar-old Rig l:ind~, Calif. re.sident says... . 

" ., 

Like Johnson, many Americans have trouble paying for prescription drugs. But as legislators, employers, 

insurance and drug companies wrestle with the issue, patient advocates say consumers could be doing 

more to lower their own drug costs. 


In 2001, 12.7% of working-age adults with private insurance and chronic health conditions reported that 

they had skipped refills because of the cost; by 2003, that number had risen to 15.2%, according to the 

Center for Studying Health System Change, 


Last year, more than 10% of the 39 million people enrolled in Medicare's prescription drug plan paid 

out-of-pocl\et for drugs that potentially cost hundreds of dollars, according to the Kaiser Family 

Foundation. 


For people without health insurance, the burden of prescription drugs is entirely their own. The Census 

Bureau reported last year that 46.6 million people, or 15.9% of those living in the United States, are 

without health insurance. An additional 16 million are underinsured and often spend more than 10% of 

their incomes on medical care, according to a 2005 survey by the Commonwealth Fund, a private 

foundation dedicated to improving healthcare practice and policy. 


Republican and Democratic lawmakers in Congress are backing legislation to legalize drug imports from 
Canada and other industrialized countries, where they're often cheaper, but such efforts are opposed by 
the Food and Drug Administration and the pharmaceutical lobby. 

Meanwhile, the House has approved a bill that would allow the federal government to bargain over 

prescription drug prices for seniors and others covered by Medicare's drug plan. Although under 




consideration in the Senate, President Bush has vowed to veto it, supporting a reliance on private' 
enterprise instead. 

As prescription drug sales rise - up 8.3% last year to $274.9 billion, according to a survey released this 
month by IMS Health - consumer advocates say patients need to start speaking up. With research I 

compromise and aggressive questions, many patients can reduce the amount of money they spend on 
prescription drugs. 

When medicine bills get too high, "it is up to the patient to make the physician and pharmacist aware," 
said Dr. Derjung Mimi Tarn, an assistant professor of family medicine at UCLA's David Geffen Sch 001 of 
Medicine. 

Tarn illustrated that point in November with a study published in the American Journal of Managed Care. 
Her survey found that only a third of doctors discussed cost, insurance, supply, refills or money-saving 
generic drugs with patients when writing prescriptions. Only 2% of patients asked those questions, the 
study showed. 

"Physicians aren't always aware of patient costs," Tarn said, "and patients are often intimidated or 
embarrassed to talk about cost issues with their physician." 

Nor are patients taking advantage of other easily available, cost-saving measures. 

Health plans, for example, regularly offer mail-order prescription drugs, with a three-month supply often 
rivaling the cost of a one-month supply at a brick.,.and-mortar pharmacy. Consumers who used these 
mail-order plans are expected to save as much as $85 billion through 2016, according to a study by the 
Lewin Group prepared for the Pharmaceutical Care Management Assn., which represents these discount 
pharmacies. But if all qualifying maintenance drugs were ordered through, these pharmacies, the savings 
could double, the study showed. 

And millions of patients qualify for programs that could provide them with free drugs - but are unaware of 
such assistance. Through the Partnership for Prescription Assistance, pharmaceutical companies and 
healthcare provide[s give free.or .low-cost drugs to the uninsured who make less than $041 ,~OO for a family 
of four. - - '- 0 • • .~o -• '. • 

Since 2005, more tllan 3.5 million people have signed up for the program, said Ken Johnson, senior vice 
president of Pharmaceutical Research and Manufacturers of America, an advocacy group for 
pharmaceutical research and biotechnology companies. But according to the Partnership, more than 29 
million might have qualified. 

"The real burden is on people who have multiple ctlronic illnesses who are taking lots of medications," 
said Arthur Levin, director of the Center for Medical Consumers in New York, a nonprofit patient advocacy 
group. "They're running up thousands of dollars in drugs costs." 

Johnson is covered by a prescription drug plan offered by Medicare, a federal insurance program for those 
older than 65 and others with disabilities. Her co-pays - or her share of the prescription costs - can run 
between $6 and $28 a month for each drug, and sometimes more, she said. 

She must also cope with the "doughnut hole" in the Medicare prescription program. This quirk cuts off 
federal coverage for prescription drugs once a patient buys more than an allotted amount of medication in 
one year, which in 2007 is $2,400. Johnson must spend $3,850 out-of-pocket before coverage l(icks back 
in. With 10 prescriptions, she - like many seniors - anticipates falling into that hole very quickly this year. 
Last year, the doughnut hole affected about 4 million of the 39 million subscribers to Medicare's drug plan, 
according to the Kaiser Family Foundation, a nonprofit research group focused on medical issues. 

As a result, Johnson said j "you experiment." Some months she stretches out her drug supply by taking 
less than her prescribed daily dose. Other months, she'll go days without taking a medication, restarting 



only when her disease symptoms become unbearable. 

It was patients like Johnson who Tarn said inspired her to study the communication between doctors and 
their charges. As Tarn worked through her residency in family medicine, desperate measures like 
Johnson's "really made me wonder what we could do better to help our patients, and made me wond er 
whether better communication could make a difference," she said. 

She, along with patient advocacy groups, pharmaceutical and insurance companies have developed 

strategies to help cut prescription drug costs. But as Tarn's and other numbers show, many struggling 

patients might not know about them. 


For starters, talk to your doctor. Ask what the cost is of any new prescription and if a cheaper alternative is 
available. 

"Doctors are really bad at identifying patients who have problems with cost," Tarn said. But when asked, 
physicians can often help patients find a less expensive drug with the same benefits. This applies to both 
insured and uninsured patients; many drug insurance plans offer cheaper co-pays for generic or older 
brand-name medications. 

Make sure you really need all your medications. 

Premera Blue Cross of Washington encourages subscribers to carry a brown bag to their doctors' offices 
holding all vitamins, drugs and other supplements. Go through the contents with your doctor to make sure 
each one is necessary. A voluntary survey of 11,000 Premera participants showed that 44% received 
dosage changes and 36% were advised to stop taking at least one existing medication after discussing 
the drugs with their doctors. 

Consider generic drugs. Under federal law, generics must work in the same way and carry the same 
benefits and risks as their brand-name counterparts. But they often costsignificantly less. 

Because maker~ of generic drwgs don't have to recoup money spent on creating a drug from scratch, they 
_ don't charge -as -much-lor the final product. .~ _ . 

Although the creator of a drug can usually hold a patent - and thus a monopoly - on a product for 17 

years, generic versions are available after the patent expires. The popular antidepressant Zoloft, for 

example, costs $88.19 for a 30-day supply of 1 ~O-milligram tablets on drugstore.com. Its generic 

equivalent, Sertraline HCI, runs $68.99 for a month's supply at the same strength. 


Comparison shop. Prices often vary dramatically by store., 

"In a lot of cases, there can be some pretty significant differences between what one pharmacy charges 
and another," said Ken Johnson, senior vice president of Pharmaceutical Research and Manufacturers of 
America, an advocacy group for pharmaceutical research and biotechnology companies. For example, 
Diovan, a popular brand-name blood pressure medication, sells for $90.99 at Walgreens.com for a 
month's supply of 320-milligram pills. 

The same prescription at drugstore.com, which works with Rite Aid pharmacies, costs $83.18. Always 
make sure an online site requires a prescription, has a pharmacist you can ask questions and is licensed 
by the state board of pharmacy where it is located. For a list of state boards, visit www.nabp.info. 

Split pills. Ask your doctor if your medication can safely be cut in half. If so, a prescription for a 
double-dose pill might not cost much more than for a single dosage. 

At drugstore.com, for example, a month's supply of 160-milligram Diovan pills costs $63.66; customers 
can buy pills twice as strong for $83.18 per month. For those with insurance, the difference can be an 
entire co-pay. In 2005, UnitedHealthcare, the nation's second-largest health insurer, issued pill splitters to 

http:drugstore.com
www.nabp.info
http:drugstore.com
http:Walgreens.com
http:drugstore.com


subscribers to help them cut drugs and costs. Not all drugs can be split, though, so always check with 
your physician beforehand. 

Make sure a new prescription works for you and doesn't carry harmful side effects before buying a large 
supply. 

Many pharmacies will fill a week's supply if asked when you drop off a new prescription. This trial run will 
give you a chance to assess the drug's efficacy and potential problems before spending money on 
something that might not work. 

Learn if your insurance plan supports a mail;..order pharmacy. If so, you can often order a three-month 
supply of maintenance drugs at the same co-pay as what one month would cost at the neighborhood drug 
store. 

If you don't have insurance, check out a Patient Assistance Program or drug discount card. 

PhRMA will link uninsured patients who earn up to 200% of the federal poverty line - or $41,300 for a 
family of four - with free or nearly free prescription drugs, Ken Johnson said. The group's website, 
www.phrma+.org, links patients with a clearinghouse to 475 assistance programs providing 2,500 
medications. Since 2005, drug companies have given away $5 billion worth of prescriptions. 

If you are uninsured but make too much money to qualify for the assistance programs, ask if your 
drugstore accepts a discount card. Insured customers won't qualify. 

But qualifying uninsured patients can save 25% to 40% on 300 brand name drugs with cards like Together 
Rx Access, a consortium of 10 pharmaceutical companies that offer medication for diabetes, high blood 
pressure and depre'ssion, among other things. Talk to your pharmacist to see what cards are accepted at 
your pharmacy and cover your drugs. 

Check if your pharmacy offers generic drugs at a flat reduced rate. Both Wal-Mart and Target pharmacies 
sell hundreds of generic drugs for $4 each for a 30-day supply. Drugs to treat allergies, Parkinson's 

-dis-ease-and artliri1:is are among those incllJded. .• 

Comparison shop before crossing the border. 

Although drugs in Mexico and Canada seem cheaper than those in the U.S., consider how much you will 

spend in travel costs or shipping, and how much you could save by using a discount plan at home. 

According to the FDA, the savings often are not as high as tlley might seem, 


http:www.phrma+.org
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press release from Office of National Drug Control Policy: 
Subject FEDERAL GOVERNMENT ISSUES NEW GU1DELlN ES 

FOR PROPER DISPOSAL OF PRESCRIPTION DRUGS 

FOR IMMEDIATE RELEASE: CONTACT: Jennifer de Vallance, ONDep 
Tuesday, February 20, 2007 (202)395-6648/(202) 368-8422 

FEDERAL GOVERNMENT ISSUES NEW GUIDELINES FOR PROPER DISPOSAL OF PRESCRIPTION 
DRUGS: WHAT EVERY AMERICAN CAN DO TO PREVENT MISUSE OF PRESCRIPTION DRUGS 

(Washington, DC)-In the face of rising trends in prescription drug abuse, the Federal government today 
issued new guidelines for the proper disposal of unused, unneeded, or expired prescription drugs. The 
White House Office of National Drug Control Policy (ONDCP), the Department of Health and Human 
Services (H HS), and the Environmental Protection Agency (EPA) jointly released the new guidelines, which 
are designed to reduce the diversion of prescription drugs, while also protecting the environment. 

The new Federal prescription drug disposal guidelines urge Americans to: 

II TakS3 upused, unneeded, or .expired prescription drugs out of their original containers 
II Mix the pre·scriptioo dru·gs with :sn undes.irable 5ubstan.ce, Ii'ke used coffee grounds or kitty litter, 

and put them in impermeable, non-descripCcontainers, such as empty cans or sealable bags, I 

further ensuring that the drugs are not diverted or accidentally ingested by children or pets 
&I Throw these containers in the trash 
II Flush prescription drugs down the toilet only If the accompanying patient information specifically 

instructs it is safe to do so 
\I Return unused, unneeded, or expired prescription drugs to pharmaceutical take-back locations that 

allow the public to bring unused drugs to a central location for safe disposal 

Abuse of prescription drugs to gethigh has become increasingly prevalent among teens and young adults. 
Past year abuse of prescription pain killers abuse now ranks second-only behind marijuana-as the 
Nation's most prevalent illegal drug problem. While overall youth drug use is down by 23 percent since 
2001, approximately 6.4 million Americans report non-medical use of prescription drugs. New abusers of 
prescription drugs have caught up with the number of new users of marijuana, Much of this abuse appears 
to be fueled by the relative ease of access to prescription drugs. Approximately 60 percent of people who 
abuse prescription pain killers indicate that they got' their prescription drugs from a friend or relative for free. 

John Walters, Director of National Drug Control Policy, said, "Millions of Americans benefit from the 
tremendous scientific achievements represented by modern pharmaceutical products. But, when abused, 
some prescription drugs can be as addictive and dangerous as Illegal street drugs. The new prescription 
drug disposal guidelines will help us stop and prevet:lt prescription drug abuse, and the harm it can cause. 

Health and Human Services Secretary Michael Leavitt said, "Health care providers, pharmacists, and family 
should be alert to the potential for prescription drug misuse, abuse, and dependence. In addition to 
supporting the new prescription drug disposal guidelines, they should address prescription drug misuse 

http:5ubstan.ce


honestly.and directly with their patients or loved ones when they suspect it. People in need should be 
encouraged to seek help for drug problems and if needed, enter treatment. 1I 

The new Federal guidelines are a balance between public health concerns and potential environmental 
concerns. 

While EPA continues to research the effects of pharmaceuticals in water sources, one thing is clear: 
improper drug disposal is a prescription for environmental and societal concern," said EPA Administrator 
Stephen L. Johnson. "Following these new guidelines will protect our Nation's waterways and keep 
pharmaceuticals out of the hands of potential abusers.1t 

The new Federal prescription drug disposal guidelines go into effect immediately. As part of the National 
Drug Control Strategy, the Bush Administration has set a goal of reducing prescription drug abuse by 15 
percent over three years. In addition to promoting awareness of the risks involved with using prescription 
drugs for non-medical purposes as well as they need for adults to strictly control access to pharmaceuticals 
within their homes, the Administration supports the implementation of Prescription Drug Monitoring 
Programs at the State level. Currently, 33 States have such programs in place. 

For more information, please visit www.whitehousedrugpolicy.gov. 

,,'. 

http:www.whitehousedrugpolicy.gov
http:abusers.1t


 Federal Guidelines:

,0 Take unused, unneeded, or expired prescription drugs out of their 
original containers and throw them in the trash .. 

o 	 Mixing prescription drugs with an undes~rab~e substance, Hke used 
coffee grounds or kitty litter, and putting them in inlpermeable, non
descript containers, such as empty cans or sealable bags, will further 
ensure the drugs are not diverted. 

,0 Flush prescription drugs down the toiiet only if the ~abel specifically 
instructs doing so. 

o 	 Take advantage of comrnunity I)harmaceut~cal take-back prograrns 
that allow the public to bring unused drugs to a central ~ocation for 
proper disposal. Some communities have pharmaceutical take-back 
programs or commun~ty solid-waste programs that allov\f the public 
to bring unused drugs to a central location for proper disposal. 
Where these exist, they are a good way to dispose of unused 
pharn1eceuticals. 

Office of National Drug Control Policy 

750 	17th St. NW, Washington, D.C. 20503 

P (202) 395·6618 f (202) 395-6730 

www.WhiteHouseDrugPolicy.gov 

http:www.WhiteHouseDrugPolicy.gov
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EPA unveils drug disposal guideHnes 
-- The Associated Press 
Published 11 :01 am PST Wednesday, February 21,2007 

WASHINGTON (AP) Here's a safety tip from your government: Trash those unwanted .prescription drugs 
with kitty litter or coffee grounds to keep them from falling into the wrong hands - and mouths. 

New federal prescription drug disposal guidelines recommend mixing unused, unneeded or expired drugs 
with undesirable substances - like cat litter or coffee grounds - and tossing them in the trash in 
nondescript containers. Doing so should curb prescription drug abuse and protect lakes and streams from 
contamination, the White House a·nd government health and environment officials said. 

"Following these new guidelines will protect our nation's waterways and keep pharmaceuticals out of the 
hands of potential abusers/' Environmental Protection Agency administrator Stephen L. Johnson said 
Wednesday. 

Drugs should be flushed down the toilet only if the label says it's safe to do so, according to the guidelines. 
Some pharmacies also collect drugs for safe disposal. 

The goverDmE;~Il!v.ra.Ined that ~buse of prescription drugs is increasingly common a.mong teens and young 
adults. Often those drugs are taken from the medicinS cabinets o~orelatives or frien-cls. Q • 

While flushing drugs down the toilet can stem that sort of abuse, it also can create environmental 
problems. 

Recent U.S. Geological Survey studies have shown that a wide range of pharmaceuticals and other 
compounds survive wastewater treatment and later are discharged into lakes, streams and other bodies of 
water across North America. The USGS research found antidepressants and their byproducts, for 
example, are being released into the environment at concentrations that may affect aquatic life. 

This article is protected by copyright and should not be printed or distributed for anything except personal use. 

The Sacramento Bee, 2100 Q St., P.O. Box 15779, Sacramento, CA 95852 

Phone: (916) 321-1000 . 


Copyright © The Sacramento Bee, (916) 321-1000 
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Kaiser Daily Health Policy Report 

Wednesday, March 07, 2007 

Prescription Drugs 

Prescription Drug Prices for u.s. Residents Ages 50 
and Older Increased at About Twice Inflation Rate, 
AARP Study Finds 

Manufacturers' prices for the 193 prescription drugs most commonly used by U.S. 
residents ages 50 and older increased at about twice the rate of inflation in 2006, according 
to an annual report released on Tuesday by .AARP, CQxIA.tJf;!D.tq JQ(j[n.ql~.c..Qn~tLtuti.Q.n reports. 
AARP found that manufacturersl drug prices on average increased by 6.20/0, while the' 
Consumer Price Index increased by 3.2%. According to the report, average drug prices since 
the end of 1999 have increased by nearly 54%, while overall inflation increased by 20 % 

(Lipman, Cox/Atlanta Journal-Constitution, 3/7). The report found that the insomnia pill 
Ambien, manufactured by SC)no.fi~A.Yentis, had the highest price increase, up 30% in 2006. 
Prices for the respiratory drugs Combivent and Atrovent, both manufactured bY.So.t;bringE:!J 

. In.geLh.e.Lm, had the next highest rates of growth, up 18% and 17%, respectively, in 2006, 
according to the report (R~M.teLs.., 3/6). David Sloane, senior managing director for 
government relations and advocacy at AARP, said, lIOver time, escalating drug prices will 
make Medicare drug plans unaffordable for older Americans. One way to address high drug 
prices is to take full advaF1tag-e~of:Medi'Care's" bargainihg power and ,allow Medic!=lre .to 
negotiate lower drug prices ll (Cox/Atlanta Journal-Constitution, 3/7). He addeo, IIINe need to 
send a loud and clear message to the pharmaceutical industry that Americans cannot afford 
to continue to pay the highest prices for prescription drugs in the world" (Reuters, 3/6). 

Industry Response 
The pharmaceutical industry called AARP's report "inaccurate and misleading," citing data 
from .CJ':'l.S and theS.qre~_w.. QL.Lq.b.Qr..S.tQtJ$.tj~.;; that show increases in prescription drug 
spending slowed for the sixth year in a row and retail drug prices increased by 1.5% in 
2006. Ken Jonnson, vice president Df the P.bgJ.DJQ~.ewt.L~aJRE;$..egn;;JJ.~.o_<;L.M.i;l.nlJfgct\J[er$..Qf 
Americ.i=l, said, "Expert data strongly suggest that AARpls numbers simply do not reflect the 
true amounts paid by seniors for their medicines. And they do not reflect the clear downward 
trend in prescription drug price growth" (Cox/Atlanta Journal-Constitution, 3/7). 

The study is available QnJi.J1~. Note: You must have Adobe Acrobat Reader to view the 

report. 


http:S.tQtJ$.tj
http:QL.Lq.b.Qr
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Drug Imports Battle Heats Up Again 
The Associated Press 
By MATTHEW PERRONE 
j\/l,,:1 !'I.:i\ 07 I :;i(j()7 

The pharmaceutical lobby pushed back Wednesday against a renewed effort in Conqrf.:ss to pass a law enabling 
U.S. consumers to buy cheaper prescription drugs from Canada and other countries. 

The legislation',supported by Democrats and Republicans, would allow i'ndividuals and pharmacies to order drugs 
from 19 countries. Supporters of the bills point out that Canadians pay about 60 percent less for their medication 
than Americans, according to a study by the Canadian government. 

But the president of the pharmaceutical indLlstry's lobbying group says there are 'better, safer alternatives,' to get 
affordable drugs to patients. . 

Billy Tauzin, who formerly chaired a House committee that regulated drug makers and now heads the 
Pharmaceutical Research and Manufacturers of America, told lawmakers so-called reimportation would expose 
consumers to counterfeit drugs and force industry to cut back on research and development spending. Tauzin, 
whose group represents companies such as Pfizer Inc. and Mc-)rck & Co., pointed out that the recently launched 
Medicare prescription drug benefit has greatly increased access to affordable drugs. 

Senate Commerce Committee Chairman Daniel Inouye pressed representatives of the medical and legal professions 
on whether they believe it is fair that Americans pay the highest prices in the world for medications, many of which 
are produced in the U.S. and affordable at lower prices abroad. Inouye, a Hawaii Democrat, said he plans to move 
forward with a vote on the measure. 

The push to legalize drug-imports'is-notnew~ Similar legislation has been proposed in·..Congress since the 1990s 
without ever passing into law. A 2004 study by the Congressional Budget Office conciuded that allowing importation 
of drugs from foreign countries would reduce total drug spending by about 1 percent over 10 years. 

Nevertheless, the issue enjoys widespread support among senior citizen voters. The AARP, Which supports the 
measure, released figures ahead of Wednesday's hearing indicating prices of several key brand name drugs rose at 
about twice the rate of inflation in 2006. . 

According to analysts, its unclear how much impact drug reimportation would have on drug company profits. 
Shares of Pfizer Inc. rose 25 cents Wednesday to $25.44 in mid day trading on the New York Stock Exchange. 
Merck rose 12 cents to $44.41, also on the I\lYSE. 
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washingtanpost.com 
Internet Offers Many Ways to Avoid Harmful Drug 
Mixtures 
Tuesduy, February 27,2007; HEOS 

To protect against unintended drug interactions, n1ake sure your doctors and phall11acists know 
"about every drug you are taking, including nonprescription drugs and any dietary supplelnents 
such as vitan1il1s, 111inerals and herbals," the Food and Drug Adll1inistration Web site advises. 

But that doesn1t let you off the hoole 

Ulti111ately, patients bear the onus foi' keeping tabs of what they take. "It is just vital that patients 
keep a list of the n1edications theire taking,lI said Kasey Tholl1pson, director of patient safety at 
the An1erican Society of Health-Systen1 Phall11acists. 

A1111ed with that list, patients can call their doctor or phall11acist to ask whether it1s safe to add a 
product. They can also do their own hon1ework and -- as a first step -- check online for potential 
drug interactions. But because the alelis listed 11lay be incOlnplete or not specific to your needs, 
itls~ Sl1lali t6 check that infoll1latioll with your doct6i=-or phal~11acist. Here are sonie fi.=ee (with tl1e . 
exception of one site, as noted) online resources that ll1ay be useful: 

lVledication Infornlation 

American Pharmacists Association , drug infoll11ation site, 
http://ww\v.phar111acist.coll1/cirug infof111atiol1.cfm 

American Society ofFlealth-System Pharmacists, which offers tips and advice for using 
111edications safely and effectively, http://\~/w'yv.safenlcciicat1on,coll1 

As You Age: A Guide to Aging, }lIfeclicines and Alcohol, U,S. Departn1ent of Health and Hunlan 
Services, http://www.asyouage.samhsa.gov/nlediaJasyouage/asyouagebrochureO 1.pdf 

Consumer Reports Guides to PrescrljJtion, OTC and Natural Medicines, 
http://wwvv . COnSU1l1Cncports, orghl)g/a~z-cln.lg-index/.A .11t1D and 
http://wW\v.col1sumerreports,org/mg/natura1-111cdicinelindex.htn1 (Note: Sonle pages on the 
ConSUlner Repolis site require a paid subscription.) 

Drug Interactions: TtfiJUlt you sho'uld know, FDA, 

http://wW\v.col1sumerreports,org/mg/natura1-111cdicinelindex.htn1
http://wwvv
http://www.asyouage.samhsa.gov/nlediaJasyouage/asyouagebrochureO
http://\~/w'yv.safenlcciicat1on,coll1
http://ww\v.phar111acist.coll1/cirug
http:washingtanpost.com


http://\vv./w. fda.gov/cder/conSU111Crinfo/ciruginte3 .pdf 

Drugs@FDA , a database offering detailed infon11ation about all drugs approved by the FDA, 

http://\,,/ww .accessdata.:Cd a. gov/scripts/cder/clru gsatfda 


Be an Active lI!fem.ber a/Your l-Iealth Care Team, an FDA presentation, 

hUp :/Iwww . fel a. go vIcd er/ cons UI11 eri11 ro/B e- An-Acti ve- Member-2005. pdf 


}I/.ly lI!fedicines , a fonTI for listing your n1edications and supplen1ents, 

http://w'vvw .fda .govIcder/c0l1SU111 erin fo/111)1l11eds.pdf 


Herb and Drug Interactions, Mayo Clinic, 

http://www . m.ayocl1111 c. coni/hea lthf!1e"I~bal-Sllpp1cments/SA0003 9 


Your hledicine: Play It Safe, Agency for Healthcare Research and Quality, 

http://wwv./.ahrq.gov/consun1er/safe111eds/safen1ecls.htm 


Drug.Interaction Checkers 

About. com List, hlip:1Iw\vw. thyroid .about. C0111/library/clrugs/blinteractioncheck:er.htn1 

Caremark , http://wwvv.caren1ark.co111; click on Drug Interactions under the heading Health 
Resources 

DiscovelY Health, http://www.heahh.c1iscovery.conl; search for "drug interaction" 

Drugs. can't ,http://www.drugs.conlJdrug interactions.htrnl 

Drugstore. com, http://\v\~rw.drugstore.co:m/pharmacv/drugchecker 

Eckerd , http://www.eckerd.coll1; click 011 Pha1111acy, then select Drug Interaction Tool 

Express Scripts " http://www.drugdigest.org; click 011 Check Interactions 

lVIedscape .http://WW\... .111Cdscape.com; search for "drug interaction checker" 

University ofMaryland Medical Center, http://wwW.Lrt11111.edu/adanl/drug chccker.htnl 

fValgreens ,http://w\v\v.walgreens:co111/help/hy ccli.jsp (Requires free site registration.) 

Hfal-Mart , http://wvlw.walmmi.conl/pharnlacy; click on Lea111 About Drug Interactions under 
heading Health &an1p; Drug Info1111ation 

-- January W. Payne 

http://wvlw.walmmi.conl/pharnlacy
http://w\v\v.walgreens:co111/help/hy
http://wwW.Lrt11111.edu/adanl/drug
http://WW
http:http://www.drugdigest.org
http://www.eckerd.coll1
http://\v\~rw.drugstore.co:m/pharmacv/drugchecker
http://www.drugs.conlJdrug
http://www.heahh.c1iscovery.conl
http://wwvv.caren1ark.co111
http://wwv./.ahrq.gov/consun1er/safe111eds/safen1ecls.htm
http://www
http://w'vvw
http://\,,/ww
http://\vv./w
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Medicine that talks 
By LEE BOWMAN -- Scripps Howard News Service 
Published 12:35 pm PDT Wednesday, March 14, 2007 

Time to take your pill. 

You know it is because your cell phone or other hand-held electronic device just issued you a reminder in 
a text or voice message. Or maybe an alarm set on the cap of your medicine bottle chirped, re-setting for 
the next dose as you replace the cap. 

A while later, as the pill makes its way through the digestive system and dissolves, a tiny radio chip 
attached to it emits a weak signal that's recorded by a pager-sized sensor on your belt, documenting that 
the medicinal mission was accomplished. 

The device may go on sending a wireless signal to your doctor or nurse, and may even update your 
Web-based electronic medical record. 

If this all seems a bit of futuristic excess to ensure drug compliance, rest assured that all these 
technologies already exist arld most ar~ cssnmercially available;. _ .~_ 

And the nagging may be needed. Studies indicate that only half to perhaps as few as a third of seniors 
take prescriptions as they're supposed to all the time. 

The solution may be as simple as the "Beep N Tell" medication reminder cap that plays a voice recording 
from the patient or a caregiver that can go off as many as 24 times a day; or as complex as Medsignals, 
which features both the alerts and automatically passes on data to a computer database. 

Some of the innovations require more active participation. At a recent conference on "mobile persuasion" 
techniques held at Stanford University, a company called myFoodPhone Nutrition presented its service 
designed for camera phones. 

Users take a picture of their plate at each meal and build an online food Journal. A team of nutrition 
coaches and advisers analyzes the meals weekly and provides online counseling about what might be 
changed. 

Downloading what you're eating is one thing, but one of the big sticking points for tracking drug intake is 
the still-garbled world of electronic medical records. Industries are still wrangling over standard formats for. 
medical information, but a bigger problem is being able to ensure that all the health care a person receives 
is logged in, and that everyone who should be able to access the information can do so, but no one else. 

Health insurers and a host of private services are establishing personal health record sites with password 
protection and other safeguards, and surveys show most patients like the idea of being able to access 
their personal health records. 



But polls also show they're anxious about who else might peek, and there are thorny intergeneration\31 
issues about whether adult children caring for elderly parents should have full access, or parents of 
adolescents. 

StilL there's evidence that a little tattling about what you're taking can help. 

For instance, in Wyoming, an information management system called RiteTrack is used to follow how 
supplies of nicotine gum or lozenges are dispensed for each client in the Wyoming Quit Tobacco 

, Program. 

People in the program get vouchers to help pay for the drugs but must also enroll in a telephone 
counseling program. The counselors use data about the quantity of gum and lozenges the smoker's been 
getting to help guide them in kicking the habit. Studies have shown that tele-counsellng can double a 
person's chances of quitting over using self-help material alone; and nicotine replacement therapies 
double the odds yet again. . 

As far as tattletale pills go, they're the next generation of pills and devices that are already used by doctors 
to take various images of our innards. 

Kodak filed a patent on the radio-frequency technology last month, but company officials didn't outline any 
timetable for bringing out a commercial product. 

On the Net: http://www.nia.nih.gov 

This article is protected by copyright and should not be printed or distributed for anything except personal 
use. 
The Sacramento Bee, 2100 Q St., P.O. Box 15779, Sacramento, CA 95852 
Phone: (916) 321-1000 

Copyright © The Sacramento Bee, (916) ~21-1900~: .. 

http:http://www.nia.nih.gov


Karen 
Abbe/Pharmacy/DCANotes 

01/16/200708:09 AM 

To Virginia Herold/Pharmacy/DCANotes@DCANotes 

cc

bcc 

Subject USA Today: FDA to sweep unapproved drugs off the market 

Page 8D 

FDA to sweep unapproved drugs off the market 
Unknown whether 2% are safe, effective 

By Rita Rubin 
USA TODAY 

ROCKVILLE, Md. - A Food and Drug Administration official told representatives of 65 companies that sell 
unapproved drugs Tuesday that the agency plans to step up efforts to remove such products from the 
market. 

"We do intend to accelerate removal of unapproved drugs this year," Deborah Autor, director of the FDA's 
Office of Compliance, said at a day-long workshop about the routes that manufacturers of unapproved 
drugs can take to get the agency's blessing and avoid expulsion from the market. 

In September, a USA TODAY cover story reported that many doctors, patients a nd pharmacists were 
unaware that some medications on the market - nearly 2% of prescription drugs, according to the FDA
have never been scrutinized by the agency. 

-The story spurred Sen. ChUCK Grassley, R-Iowa, tQ>write a !-ette-r t.o·FQA Commissioner Andrew .vone. . 
Eschenbach asking for more information about how unapproved drugs end up on the market. 

The medications are sold as prescription and over-the-counter products for a range of ailments, including 
colds and coughs, hot flashes and pain. But consumers cannot be sure whether such medications are 
effective, let alone safe, Autor says. 

Companies that market unapproved drugs, many of which have been sold for years, argue that their 
products have stood the test of time. But, said Robert Temple, director of the FDA's Office of Medical 
Policy, "tile fact that there's long-term use really doesn't tell you anything." 

Temple cited the case of anticholinergic sedatives, which had been used for years to treat irritable bowel 
syndrome. Eventually, tile drugs were tested for that condition in large clinical trials, Temple said, and 
"everyone of them failed completely." 

When one audience member asl\ed why the FDA doesn't just ban all unapproved drugs, Autor said the 
agency instead is taking a "concerted and concentrated approach," Sile said, "We are constantly 
evaluating potential targets." 

One priority is getting unapproved versions of approved drugs off the market, Autor said. 

URLlMutual Pharmaceuticals of Philadelphia waited nearly a year for the FDA to remove unapproved 
quinine products from the market before launching Qualaquin, its approved version of tile drug, in July. 
Qualaquin is prescribed for malaria, but the unapproved versions were marketed for leg cramps and other 
uses as well as malaria. 



URL filed court motions in August against seven makers of unapproved quinine sulfate products, a nd all 
but one agreed to stop selling them by mid-November. Finally, the FDA announced last month that, 
because of safety concerns, it had ordered all unapproved quinine products off the market. Since 1 969, 
the FDA said, unapproved quinine products had been linked to 93 deaths. 
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FDA Proposes New Measures to Strengthen Drug Safety Under PDUFA 
Reauthorized User Fee Program 

Proposed Recommendations Would Also Enhance Drug Development, Boost Reviews of 
TV Drug Commercials 

The Food and Drug Administration (FDA) today proposed recommendations to Congress for the 
next reauthorization of the Prescription Drug User Fee program which, if adopted, would 
significantly broaden and upgrade the agency's drug safety program, increase resources for 
review of television drug advertising, and facilitate more efficient development of safe and 
effective new medications for the American public. To achieve these public health benefits, the 
agency proposes to recommend, as part of the reauthorization of the program, that annual user 
fee collections be increased to $392.8 million, an $87.4 million increase over the current base 
line. 

The user fee program, which was first authorized by the Prescription Drug Use Fee Act 
(PDUFA) in November 1992, adds industry's funds to the agency's appropriations to help FDA's 
human drug review program achieve demanding performance goals. Over the years, the 
PDUFA programs, which have to be reauthorized by Congress every five years, have enabled 
the agency to dramatically reduce its review times for drugs and biological medications while 
increasing scientific consultations, clarifying issues involving drug development, and increasing 
oversight of postmarket safety. 

"The pr9Posed recommendations would support significant improvements in FDA's ability to 
monitor and respond to emerging drug safety issues, as well as continuing FDA's commitment 
to scientific improvements to and streamlining the drug approval process," said HHS Secretary 
Mike Leavitt. HI commend FDA for the important progress they have made and look forward to 
working with Congress to ensure action on these proposals. II 

"In the last 14 years, three consecutive user fee programs -- PDUFA I, II and III -- have brought 
enormous public health gains to our and, indeed, the world's consumers, by helping FDA make 
increasingly complex medications available to patients faster than was ever possible before 
without sacrificing quality," said Andrew C. von Eschenbach, M.D., Commissioner of Food and 
Drugs. !lOur proposed recommendations for PDUFA IV aim to top these accomplishments by 
achieving, above all, an impressive expansion and modernization of our drug safety system, 
and adding resources to enhance information technology initiatives." 

To develop the proposal, FDA held a public meeting and other consultations with stakeholders, 
including org'anizations representing health care profeSSionals, consumers, patient advocates, 



and regulated industry. These stakeholders urged the FDA to seek additional appropriated 

funds to strengthen its'ongoing drug safety program. In addition, consumer groups favored the 

adoption of user fees to increase FDA's capacity for review of direct-to-consumer TV ads. 


Based on these consultations and an analysis of its commitments and anticipated means, FDA 

proposes to recommend using the $87.4 million user fee increase for significant program 

enhancements. PDUFA IV is the mechanism for placing the drug review process on a sound 

financial footing. The following are the key components of the proposal: 


Program enhancements: $37.9 million 

The biggest recommended increase, of $29.3 million, would provide a major boost for FDA 

activities to ensure the safety of medications after they are on the market. The increased funds 

would be available for FDA drug safety activities for marketed medications throughout as long 

as they remain on the market and would increase FDA's drug safety capacity for surveillance 

including hiring an additional 82 employees to perform postmarket safety work. To that end, 

FDA also recommends elimination of a statutory provision under which PDUFA fees may be 

used to assess safety issues only during the first three years after the product's approval. The 

agency would also use the added resources to adopt new scientific approaches and improve 

the utility of existing tools for the detection and prevention of adverse events, for example 

obtaining access to the best available databases to better analyze drug safety signals. 


Other enhancement proposals call for: 

*$4.6 million in new user fees and 20 employees to help expand FDA's implementation of 

guidance for FDA's reviewers (Good Review Management Principles) and develop guidelines 

for industry on clinical trial designs and other topics; and 

*additional $4 million to improve the information technology activities for human drug review by 

moving the agency and industry towards an all-electronic environment. 


In addition, the FDA proposes to recommend creating a separate new user fee program to 

collect new fees from companies that seek FDA aBvtsoryreviews of their direct-to-consumer" 

television advertisements. FDA anticipates that these fees will be $6.2 million in the first year 

and support 27 additional staff to carry out this review function. 


Financial baseline: $49.4 million 


Since the user fees collected have not kept up with the increasing costs of the program I FDA 

proposes to request several increases in user fees to stabilize PDUFA IV's financial base line, 

to be divided as follows: 

*$17.7 million to adjust the base amount for inflation and support increases in salaries and 

benefits; 

*$11.7 to ensure that the fees cover a share of increased rents and the costs of the agency's 

move to the new White Oak facility in Silver Spring, Md.; 

*$20 million in additional fees to cover significant increases in FDA's drug review workload that 

were incurred but not compensated for under PDUFA III, and are expected to continue. 


FDA's PDUFAproposals will be presented to the public at a public meeting on February 16, 

2007. After all public comments are evaluated and any appropriate changes made, final 

proposals will be submitted to Congress. PDUFA reauthorization wou.ld go into effect only after 

enacted by Congress and signed by the President. 


For more information, The Federal Register Notice is available at 

http://www.accessdata.fda.gov/scripts/oc/ohrms/advdisplay.cfm 


http://www.accessdata.fda.gov/scripts/oc/ohrms/advdisplay.cfm


FDA's PDUFA proposals will be presented to the public at a public meeting on February 16, 
2007. After all public comments are evaluated and any appropriate changes made, final 
proposals will be submitted to Congress. 

To submit electronic comments on the documents, visit 
http://www.accessdata.fda.gov/scripts/oc/dockets/comments/comnlentdocket.cfm? AGE 
NCY=FDA. Written comments may be sent to: Division of Dockets Management (HFA-305), 
Food and Drug Administration, 5630 Fishers Lane, Rm. 1061, Rockville, MD, 20852. Comments 
must be received by Feb. 23, 2007 and should include the docket number 2007N-0005. 

#### 
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College drug use, binge drinking rise Prescription abuse, 
pot use both way up 
By Donna Leinwand, USA TODAY 

Nearly haif of America's 5.4 million full-time college students abuse drugs or drink alcohol on binges at 
least once a month, according to a new study that portrays substance and alcohol abuse as an 
increasingly urgent problem on campuses across the nation. 

Alcohol remains the favored substance of abuse on college campuses by far, but the abuse of prescription 
drugs and marijuana has increased dramatically since the mid-1990s, according to the study released 
today by the National Center on Addiction and Substance Abuse (CASA) at Columbia University. 

CASA, which called on educators to move more aggressively to counter intensifying drug and alcohol use 
among students, first studied students' drug and alcohol habits in 1993. Today's report - the center's 
second on the subject - involved a survey of 2,000 student and 400 administrators' as well as analyses of 
six national studies. . 

The center found that "the, situation on America's campuses has deteriorated" since 1993, CASA 
President Joseph Califano says. 

'HIGHER' EDUCATION? 

The percenta~Je of college students saying they 
look potentially dangerous drugs during the 
previous year is up: 

Any illicit drug 
, 1993: 30.6 

, 2005: 36.6 


!MarijUana 
I' 1993: 27.9 I' 2005: 33.3 
I

'
i

 

!Hallucinogens 

I' 1993: 6.0 
, 2005: 5.0 
 

Iinhalants

' 1993: 3.8 


I, 2005: 1.8 

\
I \

cocalne 
' 1993: 2.7 



• 2005: 5.7 

Heroin 
-1993:0.1 
• 2005: 0.3 

Source: The l\jatlonal Center on Aclcliction and 
Substance /-\buse at Colul1lbia University 

AUDIO: Califano: Time to get the 'high' out of higher education 

The study found that college students have higher rates of alcohol or drug addiction than the general 
public: 22.9% of students meet the medical definition for alcohol or drug abuse or dependence - a 
compulsive use of a substance despite negative consequences - compared with 8.5% of all people 12 
and older. 

White students are more likely to use drugs and alcohol than minority students, and students at 

historically black colleges have much lower rates of substance abuse than other students, the study 

found. 


School administrators have not done enough to curtail drug and alcohol abuse on campus, Califano says. 
In CASA's survey of administrators, two-thirds said responsibility for stopping drug abuse rests with 
students. ' 

"It's not on the radar screen of college presidents. This is not a priority," Califano says. "We believe they 
have an obligation to protect the health and safety oftheir students." 

Donald Harward, president emeritus of Bates College in Maine, says drinking and drug abuse are a 
symptom of students' disengagement from academic and civil life on campus. "I think a lot of presidents 

-'- a,reaware of..(increa.sing alcohol and drug problems among students), and.,they are struggling to cOl]1eto 
grips with it. If --- -

Nearly half the students surveyed by CASA said they drank or used drugs to relax, reduce stress or forget 
about problems. Other findings: 

Students who said they had abused painl<illers such as Percocet, Vicodin and OxyContin during the past 
month rose from fewer than 1 % of students in 1993 to 3.1 % in 2005, a reflection of how the rising number 
and availability of prescription drugs has increased abuse. 

The percentage of students who reported smoking marijuana heavily - at least 20 days during the past 
month - more than doubled, from 1.9% in 1993 to 4% in 2005. 

The percentage of students who reported using illegal drugs other than marijuana, such as cocaine and 
herOin, in the past month jumped from 5.4% in 1993 to 8.2% in 2005. 

OveralL the percentage of students who reported drinking alcohol at least occasionally was about the 
same: 68% in 2005, compared with 70% in 1993. Those who said they engaged in binge drinking 
defined as having five drinks for male students and four drinks for female students at one "drinking 
occasion" during the previous two weeks - held steady at 40%. 

However, the percentage of students who reported binge drinking three or more times during the previous 
two weel,s Increased from 19.7% in 1993 to 22.8% in 2001, the study found. In 2005, 83% of campus 
arrests involved alcohol, the study found. 



Copyright 2007 The Associated Press. All rights reserved. This material may not be published, broadcast, 
rewritten or redistributed. 
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California State Board of Pharmacy 
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 
Phone (916) 574-7900 
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www.pharmacy.ca.gov 

STATE AND CONSUMERS AFFAIRS AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLD SCHWARZENEGGER, GOVERNOR 

COMMUNIC'ATION AND PUBLIC EDUCATION COMMITTEE 

MEETING SUMMARY 

Date: April 3, 2007 

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

Board Members 
Present: Ken Schell, PharmD, Board Member and Chairperson 

Henry Hough, Board Member 

Board Members 
Absent: Bill Powers, Board President 

Andrea Zinder, Board Member 

Staff Present: Virginia Herold, Executive Officer 
Anne Sodergren, Legislation and Regulation Manager 
Karen Abbe, Public and Licensee Education Analyst 

Call to Order 

Chairperson Schell called the meeting to order at 1 :48 p.m. 

1. Discussion About the Practice of Pill Splitting 

During the Subcommittee on Medicare Drug Benefit Plans on November 30, 2006, the 
committee was asked to consider the safety of pill splitting by patients. Charles Phillips, 
M.D., attended the subcommittee meeting and stated that he was concerned with the 
practice of pill splitting due to pills not splitting evenly resulting in uneven dosing, and 
the resultant crumbled residue of drug product in the bottom of pill containers. 

Subcommittee Chairperson Goldenberg asked Dr. Phillips to provide information on this 
topiC at a future board meeting. Dr. Phillips subsequently attended the board meeting 
held on January 31, 2007, and provided his testimony against the practice of pill 
splitting. Several other speakers provided their comments in support of pill splitting. 

http:www.pharmacy.ca.gov


The board referred the matter to (both) the Communication and Public Education 
Committee and the Legislation and Regulation Committee for further discussion. The 
meeting materials packet for this meeting included the following attachments from the 
January 31, 2007 Board Meeting: 

From BOP 

1. 	 Excerpts from the (draft) minutes regarding the discussion on pill splitting 

From Dr. Charles Phillips 

• 	 NABP 2nd Quarter 2000 newsletter containing an article entitled "Tablet-Splitting 
Policies Raise Concern" 

• 	 NABP Resolution No. 97-4-01 entitled "Opposition to Mandated Tablet Splitting" 
• 	 Numerous additional articles, labeled in the packet as "con" 

From Dr. John Jones (United Health Care) 

• 	 Frequently Asked Questions from United Health Care entitled "Half Tablet 

Program - Effective August 15, 2006" 


From Dr. Steven Gray (Kaiser Permanente) 

• 	 Various news articles and scientific research on the subject of pill splitting, 

including an article from Consumer Reports, labeled as "pro" 


Dr. Schell stated that the Legislation and Regulation Committee met earlier in the day, 
but the meeting was truncated due to time constraints. Dr. Phillips provided comments 
during the Legislation and Regulation Committee meeting, and Dr. Schell opened the 
floor to carry on the discussion regarding pill splitting. 

Dr. Schell stated that he wants the audience to bring suggestions to the committee on 
how best to serve the public in educating people on the issue of pill splitting. He stated 
that Dr. Phillips provided a wealth of information at the January 2007 Board meeting, 
and he called on him to make additional comments and suggestions. 

Dr. Phillips stated that the committee was gracious to arrange this forum. He referred to 
the notebooks he provided earlier in the day. Each notebook contained a cover letter to 
each committee (Legislation &Regulation, and Communication &Public Education), as 
well as articles and other supporting documentation. 

He stated that on the theory the board would not take instant action on this issue, he 
drafted "informed consent" language. The informed consent language encompasses 
items #1 - #6 in his cover letter to each committee. Items #6 - #10 provide other 

(summary of 4/3/07 Communication and Public Education Committee Meeting) 
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information to regarding pill splitting. The 10 items and two footnotes are shown below 
(without modifications or alterations to the spelling or content provided by Dr. Phillips). 

1. 	 Your prescription has the option of being filled by pills that are split into usually unequal pieces for 
the saving of health system moneys; you have a right to know where this money goes since you 
are taking on the disease risk of uneven dosing 12. 

2. 	 after reading all of these notes you can chose to have the split of the double size pill approach or 
the unsplit whole pill without any pressure, influence, criticism, fear of reprisal, or thought that 
your caregiver might even be annoyed (in case he or she is tracked for pharmacy costs of his or 
her patients); 

3. 	 The research on this topic involved patients who split their pills every day and took the large and 
small fragments within two days, thus balancing out the dosage; these were on pills that stick 
around a long time so it has been presumed safe. 

4. 	 If you are being asked to split pills in large numbers all at once, there is no research to say that is 
safe and, in fact, it would be most likely unsafe 13; bouncing cholesterol, blood pressure, diabetes, 
etc. has no likelihood of being safe and is most likely to accelerate your disease process; 

5. 	 The most common problem surfacing in pill splitting - as discovered by NASA in the contract 
review of VA practices - is the doubling of pills, and this commonly occurs to about 9% of the 
splitters about three times a month; your physician and pharmacist need to be sure that a double 
dose is safe for you on occasion (too tired to split a pill some sleepy morning); 

6. 	 There is also no science that says that if you split 200 days of medication that the exposed 
surfaces of the pills will not add oxygen or water in a way that changes their effect, since pill 
splitting was never part of the animal or human studies on the way to this after sale practice of 
dispensing; there have been warnings about this; 

7. 	 The newest pill splitters - which you need to request - have child safety plastics that prevent 
fingers from being cut; but no splitter is child proof to be opened so that any pills or fragments left 
in the pill splitter can be of harm to your children, grandchildren, or young visitors. 

8. 	 You need to replace the one or several pill fragments back into your pill bottle but be able to find 
them before they migrate down to the bottom; ask your pharmacist how to do this safely; 

9. 	 The average time calculated in the US and Canada for safe counseling on pill splitters by 
pharmacy students or pharmacists is considerable14; expect that counseling to be needed on the 
first few refills and twice a year so that you do not fall into several common error patterns; 

10. The California Board of Pharmacy would like to hear about any errors that occur in pill splitting is 
this largest of states at phone number 916-_-__. 

12 This would be the place where an HMO could explain the vast savings that accrue and the split of profits with the 
physicians. Perhaps the accumulation of $1 billion by CEO Dr. William Mc Guire while making these decisions might suggest 
that his decisions involved a hand in the cookie jar. I once tried to talk him out of pill splitting; but he continued undaunted. 

13 Note Kaiser has offered up no research of its own, although a surprising number of investigators on this topic have ended up 
Kaiser-financed-related before the day of publication - two pharmacists and one "pharmaco-economist." It is unclear to me 
whether or not Dr. Stafford, the pharmaco-economist - who did not study safety in pill splitting beyond the theoretical - ever 
gave out one pill in his life. His supposed ties to Harvard, Yale, and Stanford did not seem to change the practice - almost no 
pill splitting of any of them. 
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Dr. Schell thanked Dr. Phillips for his presentation, and stated that we have a 
tremendous opportunity to educate the public on this issue. He recommended that the 
board do two things: 

1. 	 Distribute a document related to myths and facts about pill splitting, providing 
substance to the public so they will have the information necessary to make 
decisions 

2. 	 Look at the clinical impact of pill splitting to see if harm is done to patients, and 
whether patients remain stable (based on clinical outcomes) 

Mr. Hough said this issue falls under consumer protection, and he considers this part of 
his continuing education. He said the information is interesting and astounding, and 
something that the board should consider and publicize. 

Sandra Bauer introduced herself as a former board member. She said that the issue of 
pill splitting is relevant, but focusing on cost sends the wrong signal. Pill splitting goes 
down the wrong road, and it's complicated. It's not a safe practice. Ms. Bauer asked 
that the board say that pill splitting is a bad practice. 

Dr. Schell asked about pricing strategies and why different dosages of the same 
medication can be priced the same. 

Dr. Phillips stated that came as a result of the pharmaceutical industry in 1992 when 
they started "flat pricing." 

Dr. 	Schell asked if there were any other comments on the issue. There were none. 

2. Consumer Fact Sheet Series with UCSF's Center for Consumer Self Care 

Three years ago, the board approved a proposal by the committee to integrate pharmacy 
students into public outreach activities. The project involves 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's 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. 
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So far, nine fact sheets have been developed in the first year. These fact sheets have 
been translated by the board into Spanish, Vietnamese and Chinese, and are available on 
the board's Web site. 

Bill Soller, PhD, of the UCSF Center for Consumer Self Care is overseeing this project. At 
the September 2006 committee meeting, Dr. Soller provided four new fact sheets. The 
committee recommended changes, which were provided to Dr. Soller. In January the 
board's new consumer outreach analyst Karen Abbe noted several additional changes that 
need to be made to the fact sheets. 

Dr. 	Soller attended this meeting and distributed the following fact sheets: 

• 	 Falls - with emphasiS on medicines that put you at risk - talk to your 

pharmacist/read the label 


• 	 Consumer reporting of adverse drug events - based on FDA quote, "Consumers 
can play an important public health role by reporting to FDA any adverse 
reactions or other problems with products the Agency regulates. When problems 
with FDA-regulated products occur, the Agency wants to know about them and 
has several ways for the public to make reports. Timely reporting by consumers, 
health professionals, and FDA-regulated companies allows the Agency to take 
prompt action. FDA evaluates the reports to determine how serious the problem 
is, and if necessary, may request additional information from the person who filed 
the report before taking action." 

• 	 Driving when you are taking medicines 
• 	 Tips for Parents - read the label (teaspoons and tablespoons, more is not better, 

ask your pharmacist) 
• 	 Allergies to medicines - what to look for, what to do before purchase, read 

label/ask your pharmacist, consumer reports to MedWatch current listing on Web 
site 

Topics Suggested for Consumer Fact Sheet Series 

1. 	 Different dosage form of drugs -- the ability for patients to request a specific type 
of product (liquid or capsule) that would best fit the patients' needs for a given 
type of medication. Also differences between tablespoons, mLs, cc, teaspoon 
measures. 

2. 	 Falls - with emphasis on medicines that put you at risk - talk to your 

pharmacist/read the label 
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3. 	 Consumer reporting of adverse drug events -- based on FDA quote, "Consumers 
can play an important public health role by reporting to FDA any adverse 
reactions or other problems with products the Agency regulates. When problems 
with FDA-regulated products occur, the Agency wants to know about them and 
has several ways for the public to make reports. Timely reporting by consumers, 
health professionals, and FDA-regulated companies allows the Agency to take 
prompt action. FDA evaluates the reports to determine how serious the problem 
is, and if necessary, may request additional information from the person who filed 
the report before taking action." 

4. 	 Driving when you are taking medicines 
5. 	 Rebound headaches and the danger of taking too many OTe pain relievers for 

headaches 
6. 	 Hormone replacement therapy -- what is the current thinking? 
7. 	 Ped iatric issues 
8. 	 Poison control issues 
9. 	 Ask for drug product information and labels in your native language if you cannot 

read English 
10. Cough and cold meds and addiction issues (specifically, dextromethorophan) 
11. Taking your Medicines Right (four fact sheets) 

.. How to Use an Rx Label 

.. How to Use an OTC Label 

.. How to Use a Dietary Supplement Label 

.. How to Use a Food Label 
12. Take Only as Directed (three fact sheets) 

.. Dangers of Double Dosing 

.. Disposal of Out of Date Medicines 

.. Tips on How to Take your Medicine Safely 
13. Ask your Pharmacist or Doctor 

.. Have a question? 

.. Ask your Pharmacist for Native Language Materials/Labeling 
14. Questions to Ask About your Condition or MediCine: 

.. Diabetes: Questions to Ask 

.. Cardiovascular Disease: Questions to Ask 

.. Asthma: Questions to Ask 

.. Depression: Questions to Ask 

.. Arthritis and Pain: Questions to Ask 
15. What Can I do to Prevent Disease? 

.. Regular Check Ups 
III Screening 
III What Medicare Offers 

16. Childhood Illnesses and Conditions 
II Head Lice 
.. Fever Reducers: Questions to Ask 
.. Immunizations: Questions to Ask & Schedules 

17. Questions to Ask About Your Medicines 
.. What Are Drug Interactions? 
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.. Ask Your Pharmacist: Medicare Part D Prescription Drug Benefit 

.. Medication Therapy Management - What Is It? 

.. Drinking and Taking Medicines 
18. Learn More about your Medicine 


Credible Sources on the Internet 


Medicine Safety 
• 	 Heading: Read the Label 


"How to Read an Rx Label" 

"How to Use an OTC Label" 

"How to Use a Dietary Supplement Label" 

"How to Use a Food Label" 


• "A Medicine Chest for Traveling" 
• "Drug-Drug Interactions" 

Health Topics 
• "Diabetes and Aspirin" 
• "Asthma - Safe Use of Inhalers" 
• "Immunizations" 
• "Checking Your Blood Pressure" 
• "Head Lice - Back to School" 

Tips for Parents 
.. read the label 

.. teaspoons and tablespoons 

.. more is not better 

.. ask your pharmacist 


Aspirin for Heart Attack and Stroke 
.. aspirin is not for everyone 

.. risks associated with aspirin 

II what to think about before starting daily aspirin 

Counterfeit Medicines 
.. dangers of using counterfeit medicines 

.. what to look for 

II ask your pharmacist 

Consumer Drug information on the Internet 
.. how to judge reliable information 
II sites to trust 

.. where to look 

.. ask your pharmacist 


Allergies to Medicines 
II what to look for 
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.. what to do 

.. before purchase, read the label- inactive ingredient section 

.. consumer reports to FDA (MedWatch) 

.. ask your pharmacist 

Immunizations 
II immunization schedules 
.. what schools require 
II awareness alert that some pharmacies provide immunization services 
.. ask your pharmacist 

Dr. Soller said that the best way to pursue the fact sheets is to have them be developed 
in an ongoing fashion. He recommended that as issues arise such as pill splitting, a 
new fact sheet can be put out. 

Dr. Soller stated that he has used grounded theory in the fact sheets, and used specific 
consumer language that a consumer would use. He provided color copies of four fact 
sheets for consideration by the committee. He recommended a conference call with 
staff to be sure that final editing is in place. 

Dr. Schell asked about citations previously requested on the "An aspirin a day?" and 
"Medication Errors" fact sheets. 

Dr. Soller responded that the problem is space and type size. He maintains references 
and is sure they are current. 

Ms. Herold clarified that the board requested the citations for annotation purposes, not 
necessarily to be placed on the actual fact sheets for consumers. In the event the 
board is queried about references, we can show we've done due diligence. 

Dr. Soller responded that he would provide annotated copies for the board. He then 
provided background information on some of the new fact sheets he presented. 

The fact sheet entitled "Preventing Falls" came up by a resident who was on the NIH 
Web site. A portion of the site was devoted to what medications can cause falls. Dr. 
Soller bel ieves the fact sheet developed presents the information ina more readable 
format. 

The fact sheet entitled "Is the site reliable?" was taken from information from the FDA. 
It was not put into a sixth grade reading level because it is more oriented to web savvy 
consumers. The FDA prepared this fact sheet through a web quality survey, and 
collectively put the recommendations together. Borrowing this information would make 
FDA a pa rtner in the fact sheets. 

The fact sheet entitled "Your Right as a patient and consumer of healthcare" came from 
the Board of Pharmacy's Web site. Dr. Soller stated that his student copied the 
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information from the board's Web site. Dr. Soller said that he didn't know until later that 
the information was gleaned from the board's Web site. He recommends that the 
information be reworked and condensed, and will be revised. 

Mr. Hough asked about studies that show that seniors do not take their medications as 
directed. He stated that he's been taking blood pressure medication since 1981, and he 
is systematic about it. 

Dr. Soller stated that rough figures show that 50% of patients are not "adherent to 
medications" after one year of taking meds. He wants to find funding to promote 
adherence to medications, and he's looked into that. He agrees that it's a good issue to 
get behind. 

Fred Mayer, R.Ph., M.P.H., President of Pharmacists Planning Service, Inc. (PPSI), 
introduced himself and said he wants to ask for a brochure on acetaminophen or 
Tylenol. 

Dr. Soller replied that there was already a fact sheet on this topic produced in this fact 
sheet series: "What's the deal with double dosing - Acetaminophen, that's what." He 
suggested that it would be appropriate to take ideas on how to improve the message. 

Sandra Bauer stated that it is important to create a "brand" so that all publications are 
identifiable as board materials. She would like to seethe board's logo with the mortar 
and pedestal at the top of every publication. 

Dr. Soller stated that the board logo and phrase is shown on each fact sheet, though not 
at the top. 

Ms. Bauer stated that the board used to have the same color and logo on all brochures 
(i.e., Health Notes) and hammered down the "Be Aware and Take Care, Talk to Your 
Pharmacist" slogan. She suggested that the board cannot state this too many times. 

Ms. Herold clarified that the board does maintain "branding." With the newly revised 
fact sheets, we will have 15 consumer fact sheets. They are accessible and 
downloadable on the board's Web site, and user friendly. They are distributed by the 
board and Department of Consumer Affairs at health fairs, available on the board's Web 
site, and have been promoted to pharmacists for downloading to patients in the board's 
newsletter. 

Ms. Bauer suggested that the web addresses for the actual fact sheets be placed on the 
fact sheets so that people can readily download extra copies. The board's Web 
address is a start, but the actual Web page for each fact sheet would be more helpful. 

Ms. Herold said the board will add the link to our Web page that lists the publications. 
From that page, consumers can link to all the fact sheets. 
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Ms. Herold stated that she had been approached by two interns from other schools of 
pharmacy who are interested in developing fact sheets for this project. She suggested 
that if two people came to her, there are probably other students that are interested in 
working on this project as well. She asked Dr. Soller how we can we expand this 
beyond just UCSF. 

Dr. Soller replied that it could work, and he wouldn't have a problem working with other 
students. 

Ms. Herold responded that she will provide these students with Dr. Soller's contact 
information. There are 30-40 topics in the potential "hopper" that could be addressed. 

Dr. Schell thanked everyone for the comments regarding the consumer fact sheets. 

3. Update on the Activities of the California Health Communication Partnership 

Dr. Schell stated that the board is a founding member of the California Health 
Communication Partnership. This group is spearheaded by the UCSF's Center for 
Consumer Self Care to improve the health of Californians by developing and promoting 
consumer health education programs and activities developed by the members in an 
integrated fashion. 

There have been three major campaigns since the formation of the group about three 
years ago. The last campaign ended in the fall of 2006, and was the second year of the 
cancer screening campaign, which aimed at educating the public about the need for an 
importance of breast cancer or prostate cancer screening. The campaign was titled: 
"It's Your Life, Do it Today." Outside funding from a private foundation enabled the use 
of a vendor that specializes in distributing prewritten consumer columns for small and 
typically weekly newspapers. There were also public service announcements intended 
for airing on radio. This great expands the exposure and reach of the campaign. 

Dr. Soller stated that the California Health Communication Partnership completed two 
campaigns for breast cancer screening and two on prostate cancer screening. The 
campaigns won awards and he is still receiving trickling reports on how the information 
is being published. He said the message is out to a lot of people. 

He added that it is a struggle to find that outside group that would fund medication 
adherence or a similar campaign, for example on generics. 

Dr. Schell asked if there were any comments or questions regarding the Partnership. 
There were none. He thanked Dr. Soller for his presentations. 

4. Update Report of The Script 
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The next issue of The Script is planned for publication and distribution in July 2007. 

The focus of that issue will be on application of laws, and questions and answers about 

pharmacy practice asked of the board. 


5. Development of New Consumer Brochures 

Dr. Schell stated that Consumer Outreach Analyst Karen Abbe has initiated work on 
building and revising some of the board's public education materials. 

In draft manuscript form in the committee's packet are: 

• Board of Pharmacy Informational Brochures 

Ms. Abbe has revised two brochures about the board. One draft is an overview 
of the board, and the other is information about filing a complaint with the board. 
The manuscripts will be converted into publications by the next meeting. 

Currently under development are: 

• Prescription Drug Discount Program for Medicare Recipients 

The board has started revision of the "Prescription Drug Discount Program for 
Medicare Recipients" 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 MediCal price if the patients payout of 
pocket for the medication. The brochure needs to be meshed with the Medicare 
Part 0 Plan benefits that became available to beneficiaries in 2006. 

• Informational Fact Sheets for Applicants 

The board produces detailed instructions for applicants for the pharmacist 
examination, however, some applicants do not read this information or retain it. 

To improve the application process, the board will soon develop specialized fact 
sheets on: 

- Information about applying for the CPJE or a California intern pharmacist 
license specifically for pharmacists licensed in other states 

- Information about how foreign graduates can qualify for a pharmacist 
license in California 

• Under review for possible development are: 

- The Beers list of medications that should not be provided to elderly 
patients (although it is no longer known as the Beers list) 
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- Update of Facts About Older Adults and Medicines (revision) 

Dr. Schell also noted that the board's staff plans to develop a section of its Web site as 
a resource on prescription errors. The board has been actively involved in a number of 
activities aimed at reducing errors, including the board's quality assurance program 
requirements that mandate that pharmacies evaluate every prescription error. 

Public awareness has been heightened by the recently released SCR 49 Report on 
Medication Errors. 

The board's Web site will include data such as that presented at the July 2006 Board 
Meeting on prescription error data identified by the board through investigations of 
consumer complaints. It will also include information from other sources - ways to 
prevent errors, frequently confused drug names, etc. It will have link to other Web sites 
as well. 

Staff plans to have this section of the Web site developed by the October Board 
Meeting, when the new Web site is rolled out. 

Dr. Schell asked if there were any questions or comments regarding the development of 
new consumer brochures. There were none. 

6. Miscellaneous Consumer Issues/Articles in the Media 

Dr. Schell stated that several articles of consumer interest were included in this meeting 
materials packet. During this meeting, the committee can review and discuss these 
items. 

Dr. Schell brought the committee's attention to the Wall Street Journal article dated 
March 15, 2007 entitled "Many Americans Disregard Doctors' Course of Treatment." He 
said that an interactive health care poll revealed that 44 percent of Americans say they 
or an immediate family member have ignored a doctor's course of treatment or sought a 
second opinion because they felt the doctor's orders were unnecessary or overly 
aggressive. This was a concern as medicine could be misused. Fifty-five percent of 
people thought under-treatment was an issue too. This will fold into our discussions 
about medication safety. 

Dr. Schell noted that the San Diego Union-Tribune article dated March 13, 2007 entitled 
"Health Illiteracy Hampers Well ness" spoke about patients walking out of doctor's 
offices not knowing what they were told. Patients say they don't have enough time with 
the doctors. They don't know what meds they're getting or what they're for. These 
news articles will be important during deliberations about medication safety. 
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Dr. 	Schell also noted the American Society of Health-System Pharmacists (ASHP) 
press release dated March 1, 2007 regarding accidental poisonings. He referred to six 
tips for caregivers of seniors provided by the ASHP including: 

-	 Keep a list of your medications 
-	 Communicate 
-	 Learn about their medicines 
-	 Use one pharmacy 
-	 Keep a journal 
-	 Maintain a schedule 

The press release also provided five tips for caregivers of children. 

Dr. Schell asked if there were any comments or questions from the public. There were 
none. 

7. Update on the Board's Public Outreach Activities 

Dr. Schell summarized the board's public outreach activities performed since the 
January 2007 report to the board. There have been six presentations to professional 
association meetings and a booth staffed at two public outreach fairs. 

Dr. 	Schell stated that future presentations are planned. 

Dr. Schell stated that the board places an emphasis on these requests for public and 
licensee education. 

8. Review and Discussion of the SCR 49 Medication Errors Report 

Dr. Schell stated that on March 6, 2007, the Medication Errors Panel, brought together 
by SCR 49, released its report on "Prescription for Improving Patient Safety: Addressing 
Medication Errors." A copy of the report was included in the meeting material packet, 
as was the executive summary and an article from The Sacramento Bee. 

There are 12 recommendations in the report as follows: 

A. Communication Improvements, with an emphasis on improving the quality 
and accuracy of communications between prescribers, pharmacists and patients. 

1. 	 Improve the legibility of handwritten prescriptions and establish a deadline for 
prescribers and pharmacies to use electronic prescribing. 

2. 	 Require that the intended use of the medication be included on all prescriptions 
and require that the intended use of the medication be included on the 
medication label unless disapproved by the prescriber or patient. 
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3. 	 Improve access to and awareness of language translation services by 
pharmacists at community pharmacies and encourage consumers to seek out 
pharmacists who speak their language and understand their cultural needs. 

4. 	 Promote development and use of medication packaging, dispensing systems, 
prescription container labels and written supplemental materials that effectively 
communicate to consumers accurate, easy-to-understand information about the 
risks and benefits of their medication, and how and where to obtain medication 
consultation from a pharmacist. 

B. Consumer Education to increase consumer awareness regarding the proper 
use - and dangers of misuse - of prescription and over-the-counter medications. 

5. 	 Identify and disseminate information about best practices and effective methods 
for educating consumers about their role in reducing medication errors. 

6. 	 Establish an ongoing public education campaign to prevent medication errors, 
targeting outpatients and persons in community settings. 

7. 	 Develop and implement strategies to increase the involvement of public and 
private sector entities in educating consumers about improving medication safety 
and effectiveness. 

C. Pharmacy Standards and Incentives, with a focus on information and 
mediation consultations given by pharmacists to their patients as a means of 
educating consumers about drug safety. 

8. 	 Help ensure quality and consistency of medication consultation provided by 
pharmacists within and among pharmacies. 

9. 	 Establish standards for Medication Therapy Management programs and create 
incentives for their implementation and ongoing use by pharmacists and other 
healthcare providers. 

D. Training and Education for healthcare providers on various medication safety 
practices 

10. Create training reqUirements for pharmacists and other healthcare professionals 
that address medication safety practices and related programs, including 
medication consultation and medication therapy management programs. 

E. Research, with a focus on obtaining information about the incidence, nature 
and frequency of medication errors in the community setting. 

11. Establish and support efforts to collect data regarding the nature and prevalence 
of medication errors and prevention methods for reducing errors, especially 
focused on persons at high risk for medication errors and in community, 
ambulatory and outpatient settings. 
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F. Other: relating to the obstacles that pharmacists face in providing drug 
consultation to patients, encompassing a variety of factors such as manpower 
shortages and lack of payment systems to cover the time and expense 
associated with these tasks. Before additional duties can be imposed upon 
pharmacists in outpatient settings, these issues must be addressed: 

12. Convene a panel of stakeholders to identify and propose specific actions and 
strategies to overcome barriers to qualified pharmacists being recognized and 
paid as health care providers. 

Dr. Schell said that this meeting is the first opportunity for the board to review this 
report, and that the board will closely review and work with the findings of the report. 
He asked for comments on the report. 

Ms. Bauer said it has been fun to be here today. She liked the meeting packet, the 
material on the website, and all the activities and materials the board is producing. She 
stated that this committee was established in 1995 as part of the strategic plan. It was 
started with lots of hope and $10,000, and she was the first committee member. 

Ms. Bauer stated that in 1999 the committee received an award from NCPIE. At that 
time, they were astounded that 50% of medications were taken incorrectly because 
people are not well educated or not licensed - it's a gap in communication between the 
pharmacy and the patient. 

Ms. Bauer stated that the goal of educating consumers and pharmacists is still relevant. 
The profession of pharmacy is about talking to the patient. Patient consultation is the 
most effective way to be sure patients receive the right medication, at the right time, and 
take it in the right way. She stated that with respect to the Medication Errors Panel, she 
will provide the board with summaries of all testimony heard by the SCR 49 Panel and 
that forms the basis of the recommendations made in the report. 

Ms. Bauer encouraged the board to find ways to increase communication between 
pharmacists and patients. In her experience, when consultations take place, errors are 
caught or do not happen in the first place. 

The pharmacy industry spends billions per year - some of these improvements 
recommended in the SCR 49 report will be very cost effective and prevent patient harm. 
She applauds the work that the board is doirig and looks forward to working with the 
board in the future. The last person to speak to the consumer should be the 
pharmacist, and hopefully not a clerk handing the patient a bag. The practice of 
pharmacy must be part of the future marketplace. English literacy, health literacy, 
cultural issues, handicaps in vision and hearing all contribute to problems that 
consumers have in taking medications. 

Dr. Schell asked if there were any other comments on the Medication Errors Report. 
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Fred S. Mayer, RPh, MPH, President of Pharmacists Planning Service, Inc. (PPSI) 
distributed a document containing 13 simple points on how to fix the system. He 
endorses the four pieces of legislation addressing prescription errors. Mr. Mayer 
elaborated on the 13 points, and other materials in his handouts. He spoke briefly and 
passionately about the importance of pharmacists consulting with patients. He also 
encouraged dispensing of 90 day supplies of drugs instead of 30 day supplies, because 
it will allow more time for pharmacists to consult with patients because fewer patients 
will need to enter a pharmacy each month. 

Mr. Mayer asked the committee what they would do with this information. If nothing is 
done, then we will have more media coverage as was shown on the recent 20/20 TV 
program. He believes that pharmacists can prevent 50 percent of medication errors 
with consultations. 

Mr. Hough noted that his favorite page is page 35 of Mr. Mayer's hand-out showing the 
tiny print that consumers are expected to read disclosing warnings about a specific 
drug. 

Mr. Mayer said the simplest solution is patient counseling. He said that he can't spend 
time counseling his patients when he's filling 200 prescriptions in a day. He believes 
that between counseling on all prescriptions and giving a 90 day supply at a time, this 
will help reduce medication errors. 

Dr. Schell said he would like to acknowledge everyone for testifying today. The board 
has already started to move on the medication errors issue. The board is taking this 
issue very seriously. He invited the public to send letters or documents to the board, 
and that the board appreciates all the speakers. 

Ms. Herold stated that during the April 2007 Board Meeting, we will have time set aside 
to talk about SCR 49, so it will address the issue as a whole, not as a subcommittee. 

Dr. Schell added that the committee will echo comments submitted to the board for 
those who cannot attend. 

9. Update of the Committee's Strategic Plan for 2007-08 

In July 2006, the board finalized its strategic plan for 2006-2011. Each year in the 
spring, the board revises its plan to keep it current. It is now time to review the plan for 
2007-08. 

Dr. Schell stated that we don't have enough voting members today, so this matter will 
be taken up at the next board meeting. 
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10. Creation of New Board Web Page and Addition of Materials to Board's Web 
Site 

In July 2006, the board completed its redesign of the board's Web site to conform to the 
parameters established by the Governor's Office. This completed a process started 
about a year before to redesign the board's Web site so it was consistent with other 
state agencies. 

The board recently received notice that it is time to redesign our Web .page again to 
confirm to the new look for state agency web pages. The deadline for conversion to the 
new format is November 2007. 

Board staff has begun work on the new format, and should meet the November 
deadline. This time the board will be on the leading edge of the conversion, instead of 
being among the last to convert to the new format. 

Ms. Abbe added that two new Web pages had recently been posted to the board's Web 
site under the section devoted to "Information for Consumers." Each of the two new 
Web pages provided helpful links for consumers as follows: 

FDA Information Regarding Medications and Medical Devices 

o 	 FDA Recalls, Market Withdrawals and Safety Alerts in the Last 60 Days 
o 	 FDA Information Regarding Medication Errors 
o 	 Information About Products Regulated by the FDA 
o 	 Drug Interactions: What You Should Know, FDA 
o 	 Drugs@FDA, a Database Offering Detailed Information About All Drugs 

Approved by the FDA 
o 	 Be an Active Member of Your Health Care Team, an FDA Presentation 
o 	 FDA Safety Information and Adverse Event Reporting Program 

Medication Safety and Drug Interaction Checker Web Sites 

• 	 American Society of Health-System Pharmacists Offer Tips and Advice for 
Using Medications Safely and Effectively 

• 	 As You Age: A Guide to Aging, Medicines and Alcohol, U.S. Department 
of Health and Human Services 

• 	 Consumer Reports Guides to Prescription, OTC and Natural Medicines, 
http://www.consumerreports.org/mg/a-z-drug-indexlA.htm and 
http://www.consumerreports.org/mg/natural-medicine/index.htm (Note: 
Some pages on the Consumer Reports site require a paid subscription) 

• 	 My Medicines, a form for listing your medications and supplements 
• 	 Herb and Drug Interactions, Mayo Clinic 
• 	 Your Medicine: Play It Safe, Agency for Healthcare Research and Quality 
• 	 Caremark - click on Drug Interactions under the heading Health 

Resources 
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• 	 Drugs.com 
• 	 Drugstore.com 
• 	 Express Scripts - click on Check Interactions 
• 	 Medscape - search for "drug interaction checker" 
• 	 University of Maryland Medical Center 
• 	 Walgreens (Requires free site registration) 
• 	 Wal-Mart - click on Learn About Drug Interactions under heading for Drug 

Information 

Adjournment 

There being no additional business, Chairper~on Schell adjourned the meeting at 
3:45 p.m. 
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About the Medication Errors Panel: 

Recognizing the significant and growing public health concern of 
medication errors, Senator Jackie Speier authored Senate Concurrent 
Resolution (SCR) 49 (2005), sponsored by the California Pharmacists 
Association. Adopted September 14,2005, the Resolution called for the 
creation of an expert panel to study the causes of medication enors in the 
outpatient setting and to recommend changes to the health care system that 
would reduce errors assodated with prescription and over-the-counter 
medication use. 

The Medication Enors Panel, assembled in 2006, consisted of two Senators, 
two Assembly members and] 3 persons representing academia, consumer 
advocacy groups, health professions (medicine, nursing, public bealth and 
pharmacy), health plans, the pharmaceutical industry, and community 
pharmacies. Throughout 2006, Panel members gave a tremendous effort to 
this study and met at the state capitol 12 times to hear and discuss 
testimony from 32 invited speakers who included many widely respected 
state and national leaders in the fields of pharmacy practice, medicine, 
medical teclmology, healthcare regulation, academia, and the 
pharmaceutical industry. 

The following is the report of the Panel cmnplete with its consensus 
recommendations. 
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UTIVE Uf\li fVl A RY 

The Problem of Medication Errors 
A medication erTor is any preventable event occurring in the 
medication-use process, including prescribing, transcribing, 
dispensing, using and monitoring, that results in inappropriate 
medication Llse or patient harm. These errors and their 
consequences present a significant public health threat to 
Cal i fomi ans. 

Volhile most consumers and healthcare providers do not often 
associate poor health outcomes with adverse drug events 
frequently the result of medication errors - the human and 
financial costs of the problem are staggering. 

The most recent estimate of costs associated with drug-related 
morbidity and mortality in the US exceeds $177 billion per 
year. Amazingly, this amount is significantly greater than the 
amount actually spent on prescription drugs during the same 
year. In tem1S of patient harm, the Institute of Medicine 
projects that at least 1.5 million Americans are sickened, 
injured or kilJed each year by medication en-ors. Extrapolating 
these figures to California suggests that on an annual basis, the 
problem costs our state $17.7 billion dollars and causes hanl1 
to 150,000 Californians. 

Perhaps the most concerning aspect of these enors is that the 
tremendous human and financial costs are not the result of 
some serious disease, but rather, well-intentioned attempts to 
treat or prevent illlless. 

In an effort to address this significant and §,Tfowing problem, in 
2005 Senator Jackie Speier authored Senate Concun-ent 
Resolution 49, sponsored by the California Pharmacists 
Association. This resolution, adopted September] 4, 2005, 
caUed for the creation of an expeli panel to 1) study the causes 
of medication errors in the community setting, and 2) 
recommend changes in the health care system that would 
reduce errors associated witb over-the-counter and 
prescdption medications in the outpatient setting. 

The Panel, assembled in 2006, consisted of two Senators, two 
Assembly members and 13 persons representing academia, 
consumer advocacy groups, health professions (medicine, 
nursing, public health and pharmacy), health plans, the 
pharmaceutical industry, and community pharmacies. 
Throughout 2006, the Panel met at the state capitol 12 times to 
bear and discuss testimony from 32 leaders in the fields of 
pharmacy practice, medicine, medical technology, healthcare 
regulation, academia, and the pharmaceutical industry. 

Reducing Errors through a "Systems Approach" 
Testimony provided to the Panel indicated that efforts to 
address errors are best targeted not at a paJiicular group of 
individual "wrong doers," but rather at faulty systems, 
processes, and conditions tbat either lead peopJe to make 
mistakes or faiJ to prevent them. Consequently the Panel took 

a "systems approach" for studying the problem and 
developing its reconm1endations. 

Afler spending cunsiderable time examining each part of the 
medication-use process prescribing, dispensing, using 
(administering/self-administering) and monitoring - and the 
inter-relationships of each component, the Panel identified 
fom key medication-use systems/processes and three key 
stakeholder groups which served as the focus of its 
recommendations. 

Key Processes and Stakeholders 

The four key processes which the Panel believes could be 
better designed to reduce and prevent medication errors are 
those related to: 

1) The transcription and transmission of 
prescriptions (i.e. the metbods prescribers LIse to 
document a prescription order anel commllnicate that 
order to the pharmacy \vhere it will be filled). 

2) The education of the consumer regarding the 
purpose of the tTeatment, the effective use of the 
medication, and the monitoring of signs and 
symptoms that may indicate efficacy or toxicity. 

3) Healthcare provider payments and incentives 
which can directly or indirectly influence providers to 
pursue behaviors designed to reduce medication 
errors. 

4) Healthcare provider training and licensure which 
could foster a better understanding among providers 
about the seriousness of medication errors and the 
behaviors to adopt that will reduce them. 

The three key stakeholder groups which the Panel believes 
will be critical in affecting the necessary changes to these 
processes are: 

1) 	 Consumers and consumer oriented 
organizations sucb as the California Department 
of Consumer Affairs; advocacy organizations (e.g. 
AARP, American Heart Association); community
based organizations; and private and public 
foundations. 

2) 	 Healthcare providers and related organizations 
such as academic institutions, professional 
societies and advocacy groups, and 
licensing/oversight Boards. 

3) 	 Healthcare purchasers, payers, regulators and 
related organizations such as the State of 
California, its Department of Health Services and 
the Medi-Cal program; private purchasers of healtb 
care such as commercial insurance 
companies w11icb administer health benefits for 
both public and sector purchasers; the 
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California of Insurance and Managed 
Healtb Care which these insurance 
vUll1WLLllJ'v,-). pharmacy benefit managers which focus 

011 the administration of pharmacy 
uvl.l'-'l.lL.::l. and of course, the and 
Adm.inistration of the State of Califo.m.i2 'Nhich 
possess the potential to influence and/or establish 
accoumability for these groups. 

Based 011 the analysis of these four key processes and three 
key stakeholder groups, the Panel developed] 1 consensus 
recommendations withil1 five subject areas, and a twelfth 
recommendation to further consider and address issues that 
\;vent beyond the scope of the Panel's purpose. 

Recommendations 
A. 	 Communication Improvements, witl1 an emphasis 

011 improving the quality and accuracy of 
communications between prescribers, pharmacists 
and patients. Specific recommendations are: 

1) 	 Improve legibility ofhandwritten prescriptions, 
and establish a deadline for prescribers and 
pharmacies to use electronic prescribing. 

2) 	 Require that the intended use ofthe medication 
be included on all prescriptions and require that 
the intended use (~lthe medication be included 
on the medication label unless disapproved by 
the prescriber or patient. 

3) 	 Improve access to and mvareness oflanguage 
translation services by pharmacists at 
community pharmacies and encourage 
consumers to seek out pharmacists vvho speak 
their language and understand their cultural 
need'). 

4) 	 Promote development and use 0/medication 
packaging, dispensing systems, prescription 
container labels and HJritten supplemental 
materials that effectively communicate to 
consumers accurate) easy-to-under.)'tand 
ll?lormalio17 about the risles and benefits citheir 
medication) and how and 11Jhere to obtain 
medication consultation from a pharmacist. 

B. 	 Consumer Education to increase consumer 
awareness regarding the proper use and dangers of 
misuse -_. of prescription and over-the-counter 
medications. Specific recommendations are: 

5) 	 Jdent(fy Clnd disseminate in/ormation about best 
practices and e.ffE:ctive methods/or educatil7g 
C0I1SUl71erS about their role in reducing 
medicatiol1 errors. 

6) Establish an on-going public eeiucation 
compaigl1 to prevel1f meciicotiOl1 errors, 

outpatients in commul7ity 

7) 	 Develop and implement to increase 
the involvement afpublic and private sector 
entities in educating consumers about 
improving medication sc(fef)' and 

C. 	 })113:".m3Cj' St3n{1~!rdt; 2.DC! I!1cer!t!'ves, \l/lth 3 

focus on information and medication consultations 
given by pharmadsts to tbeir patients as a means of 
educating consumers about drug safety. Specific 
recommendations are: 

8) 	 Help ensure quality and consistency of 
medication consultation provided by 
pharmacists within and among pharmacies. 

9) 	 Establish standards for lviedicatian Therapy 
.Management (J.£TA1) programs and create 
incentives for their implementation and 
ongoing use by pharmacists and other 
healthcare providers, 

D. 	 Training and Educa.tion for Healthcare 
Providers on various medication safety practices. 
The specific recorrunendation is: 

10) Create training requirenwnts for pharmacists 
and other healthcare professionals that 
address medication safety practices and 
relatedprograms, including medication 
consultation and medication therapy 
management programs. 

E. 	 Research, with a focus on obtaining infonnation 
about the incidence, nature, and frequency of 
medication enors in the community setting. The 
specific reconunendation is: 

11) 	Establish and support efforts to collect data 
regarding the nature and prevalence of 
medication errors and prevention methods for 
reducing errors, especialZv focused 011 persons 
at high riskfor medication errors and 011 
community, ambulal07Y and outpatient 
settings. 

In addition to these five subject areas, the Panel identified a 
sixth that needs to be addressed but wllicJl it determined was 
beyond its scope. This issue relates to the many obstacles 
that pharmacists face in provi ding drug consultation to their 
nCli'lpnic whicb encompasses a variety of factors sucb as 
1T13npO\Ver shortages and the lack of payment systems 10 

cover the time and expense associated witb these tasks. 
Before additional duties can be 011 pharmacists 
practicing in outpatient the Panel that 
these issues must be addressed. Therefore the Panel put 
forth a twelfth recornmendati on: 

12) 	 ,C077Vel7e a panel (~r stakeholders to and 
lJropose spec[('ic act ions and lO 

overcome barriers 10 qual(('ied phClrmacist,1 
'",'U"'n,rlo,'C/)O Clnd paid as healthcare providers. 
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SECTION I: PO OF THE PAN L 


Background & Overview 

The Problem of M_edication Errors 

For the purpose of its work, the SCR 49 Panel defined a 
medication error as "any preventable event occurring in 
the medica60n-use process, including prescribing], ~ 
transcribing, dispensing, using and monitoring, which 
results in inappropriate medication use or patient 
harm." 

Errors involving prescription and over-the-counter 
medications represent an enormous public health 
problem. When an error occms, the best possible 
outcome is for a medication to simply not elicit an 
adverse result. Even under this best-case scenario 
medication enors have a significant negative imp~ct on 
the US bealtbcare system, contributing to increasing 
costs for cons umers, employers and other persons who 
pay for health care. Even worse than the financial cost 
is the hal1TI to consumers' health and well-being caused 
by medication errors, which can range from mild to 
life-threatening and even death. 

The scope and severity of medication el1'ors and the 
related consequences have been documented by many 
health researchers. For the year 2000, experts estimated 
the overall cost of drug-related morbidity and mortality 
to be ill excess of $177.4 billion? That amount greatly 
exceeds the $120.8 billion spent on prescription drurrs 
dW'ing that year. 3 In terms of patient harm from /.::> 

medication errors, the Institute of Medicine (lOM) 
estimates that at Jeast 1.5 million Americans are 
sickened, injured or killed each year by medication 
errors. 4 ExtTapolating these figures to Califomia 
suggests that on an annual basis, the problem costs our 
state $17.7 billion dollars and causes harm to 150,000 
Californians. . 

lWhiJe the Panel identified drug and dose selection as a process (i.e. 
prescribing) \vhere errors can occur, its analysis and 
recommendations were focused on the areas of the medication-usc 
process thai occur aftcr the point where prescribers consciously make 
such decisions. 
2 Ernst FR, Grizzle AJ. Drug-related morbidity and mortality: 
updating the cost-of-illness model. .r Am Phann Assoc 200 1;4 J : 192
9. 
-, US Office of the Actuary National Health Expenditure Data. 2000 

Institute of Medicine (10M). (2007). Prevcl1ting medication errors: 
Quality chasm series. P. Aspden, 1. Wolcott, .I. L. Bootman, & L R. 
Cronenwett (Eds.). Washington, DC: The National Academ'ies Press. 

Perhaps the most distill'bing aspect of medication errors is 
that these tremendous human and financial costs are not 
the result of some serious disease, but rather well
intentioned efforts to treat or prevent illness. 

The lrnportance of Addressing Errors 
in Conlmunity Settings 

\Vben imagining places where medication is dispensed 
and taken or "administered," many people think of 
hospitals or other healtb care facilities. But, in fact, the 
vast majority of medications are taken by out-patients in 
"community settings," including homes, schools, offices, 
independent living facilities~ and children or adult day 
care centers. Last year, over 5,000 licensed "community" 
pharmacies in California filled about 400 million 
prescriptions for community dwelling individuals. 

In community settings a person often has a prescription 
written by his or her health care provider, usuall)' a 
doctor, and has it filled at a community pharmacy, often a 
neighborhood drug-store, supermarket or other retail 
outlet. After a consumer receives medication 'fi'om a 
community pharmacy, they or their caregiver is largely 
left on tbeir own to take/administer the medication and 
monitor for signs and symptoms of efficacy or toxicity. 

Compounding the problem of medication errors in 
community settings are the increasing numbers of 
consumers that buy and use over-the-counter medicines 
herbals or other alternative tTeatments. \Vhile many , 
consumers believe the "all-natural" or non-prescription 
status of these therapies suggests inherent safety, these 
products do have the potential to cause adverse effects 
and interact v\'ith prescription medications or each other. 

In spite of incredible potentiaJ for medication errors to 
occur in the community setting, much of the attention 
paid to the problem thus far has focused on hospital and 
other institutional settings. In fact, there are already many 
state and national efforts underway aimed at reducing 
enors in these settings. This, coupJed with evidence 
regarding the magnitude of the problem outside of 
institutional settings, led the Panel to focus 011 making 
recommendations about medication errors that occur in 
the community. 
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U.S. and California Medication 
Error Data 
There is no responsihle fnr mClintainin9 
comprehensive data about medication errors in the U 

United States or California. Several national 
organizations collect information related to medication 
enors, but their data is not comprehensive and has 
many limitations - it may focus on health care 
professionals, not consumers or on health care facilities, 
not community settings or organizations may mix 
data about medication errors with other data - for 
example, data about "medical" errors or "adverse drug 
events." Also, organizations often define "medication 
enor" differently, creating challenges with combinins: 
or comparing data. ~ 

Finding medication error data specific to California is 
even more challenging. One could extrapolate from 
data at the State's Board of Pharmacy and Medical 
Board, although neither body is charged with actively 
monitoring medication errors or collecting 
comprehensive error data. They simply document and 
respond, as appropriate, to complaints made by health 
care professionals or conSUll1ers about medication 
errors and other issues related to their areas of 
oversight. 

California-specific research studies identified by the 
Panel did not include infonnation about conmlunity
settings, only hospitals and residential care settings. 
National organizations, including the federal Food and 
DJug Administration (FDA) and the nonprofit Institute 
for Safe Medication Practices (ISM:P), contacted by the 
Medication Errors Panel staff were unable to repo;t 
medication error data specific to California. 

Types of Medication Errors 

In the community setting, there are three general types 
of medication enol'S that can occur: those related to the 
prescribing process; those that occm when the 
medication is dispensed at the pharmacy; and those 
related to the consumer's use of the medication. 

Prescribing Errors 

The first step in a prescription medication 
occurs \vben a consumer visits a 
health care professional with and 
receives a ,,,,';:o('r'l'''''+ 

In order to avoid a drug that could be 
inappropriate or harmful to a patient it is important for 

the to have access to the patient's complete 
health information record at the time the patient is being 
seen. The patient infonl1ation should include all ~ 
medicines the patient is taking, lab test results, other 
physicians the patient has seen, and any past 
hospitalizations or drug allergies. 

The Panel heard testimony that prescribers in California 
often do not have ready access to vital patient information 
at the time that a prescription is written. This is largely 
due to continued reliance on paper-based documentation 
systems which lend themselves to having important 
patient information be missing, inaccessible, illegible and 
inaccurate - all of \vhich can contribute to prescribing 
errors. 

While the Panel identified drug and dose selection as a 
place where errors can OCCLlr, it decided to focus its 
analysis and recommendations on areas of the 
medication-use system that occm [{fier the point where 
such decisions are made. From a prescdbing standpoint, 
this includes practices related to the transcription and 
transmission of prescription information which may 
contribute to patients not receiving the intended 
medication or dose. More information on these types of 
errors is included in the next section oftbis report. 

Dispensing Errors 

Dispensing enors occur when a patient is given a 
medication other than the one intended by the prescriber. 
These types of errors are often the result of sound/alike or 
look/alike drugs, according to testimony provided by 
Patricia Harris, Executive Officer oftbe California Board 
of Pharmacy. l\11s. Harris noted that an increasingly 
reported mistake is the dispensing of the "right drug" to 
the "wrong person," often the result of similar names 
shared by several members of a family, many of whom 
may speak limited Englisb. 

To help address errors such as these, the Califomia Board 
of Pharmacy created a requirement in 2002 for every 
pharmacy to adopt a quality assurance program. Such 
programs require pharmacies to document and 
tIle cause of any errors that occur, and develop """'01·,~r 
and workflow processes designed to prevent tIle same 
type of error from occurring in the future. 

TIle Panel heard testimony other types of 
errors 1-1'0111 Michael Cohen, RPh, SeD, 

founder and director ofthe Institute for Safe Medication 
Practices (JSMP). His data is based on voluntary reports 
of errors received tbe lSMP from health n1""",'·';·'r,·,~~'" 
and consumers over many vears. A summarv 
of all tIle major medication error caus'es identified . 

.s'CR .;.9 (2()05) Medicalion Errors Pone! 



ISMP is listed in Table 1. Causes of dispensing errors 
include confusing drug names, labels, and/or packaging 
(look/sound alike problems); environmental, staffing, or 
workflow issues (poor lighting, excessive noise, 
workload, interruptions); lack of quality control or 
independent verifIcation systems; missing patient 
il1fom1atiol1 (allergies, age, weight, pregnancy); and 
missing drug i11fom1ation (outdated references, 
inadequate computer screening). 

In relation to the last two causes, it is pertinent to note a 
California regulation which requires pharmacies to 
maintain records on all patients who have prescriptions 
filled at their pharmacy for at least one year. These 
records must include "patient allergies, idiosyncrasies, 
current medications and relevant prior medications 
including nonprescription medications and relevant 
devices, or medical conditions which are communicated 
by the patient or the patient's agent",5 For the purposes 
of creating as complete a record as possible in one 
location, the Board of Phannacy recOl1Unends that 
consumers use only one pharmacy \,vhen feasible. 

By reviewing patient records, a dispensing pharmacist 
can detennine whether a new medication the patient is 
being prescribed is appropriate and compatible (not 
contraindicated or in conflict with) with other 
medications the patient is already taking, Reviewing 
patient records in this way is called Drug Utilization 
Review (DUR) and is a very important safety feature. 

Administration/Medication Use Errors 

A key characteristic of the community setting that 
contributes to medication errors is that medications are 
administered by patieDts or other pefSOflS -vvho arc not 
health care professionals trained to do so. This is in sharp 
contrast to inpatient hospital settings where prescdbers 
write orders for medkations 011 patients' medical charts 
and drugs are subsequently administered by health care 
professionals. In hospitals, patients are often passive, and 
rely on others for their treatment. In community settings 
the opposite is true, and medication use is almost 
completely dependent upon consumer knowledge and 
motivation which can often be lacking. In fact, it has 
been estimated that people who are prescribed self
administered medications typically take less than half the 
prescribed doses. 6 

Many consumers simply do not understand what 
medications they are taking, their importance, their 
contraindications, or proper usage. In addition, 
consumers may not be asked by their health care 
professionals what 11011-prescription medications or 
supplements they are taking and may not know the 
importance of volunteering this information to avoid 
probJems such as therapeutic duplications or interactions. 

Because the majority of medication enors in community 
settings are made by consumers, it is clear that real 
progress will require significant effOlis to improve 
consumers' knowledge, skills and motivation to use their 
medications correctly. Health care professionals and 
others involved with prescribing, dispensing, 
administering and m011itoring medication use in 
community settings can all help acbieve these goals. 

TABLE] : Institute of Safe Medication Practices' Major Causes of Medication Errors 

o Critical patient information is missing (allergies, age, weight, pregnancy, etc.) 
o Critical drug information is missing (outdated references, inadequate computer screening, etc.) 
o Miscommunication of drug order (iIIegible, incomplete, misheard, etc.) 
o Drug name, label, packaging problem (look/sound alike, i~lUlty drug identiflcation) 
o Drug storage or delivery problem 
o Drug delivery device problem (poor device design, IV administration of oral syringe contents, etc.) 
o Environmental, staffing, workflow (lighting, noise, workload, mtenuptions, etc.) 
o Lack of staff education 
o Patient education problem (Lack on patient consultation, non-compliance) 
o Lack of quality control or independent check systems in pharmacy 
o Physi.cia~ knowledge is lacking (when a drug comes to market that replaces an existing one or several ones, i.e., a 

comblllatJOn drug may mean that a person takes it once a week instead of daily) 

(, Haynes RB, Yao X, Degani A. Kripalani S. Garg AX, McDonald HP. 
5 California Code of Regulations, Title 16, Section J 707. J lnterventions for enhancing medication adherence. Cochrane Database 

Syst Rev 2005;(4):CD0000l1. 

Page 3 SCR 49 (20()5) Medication Errors Panel Report 



Working Towards Patient Safety: 
A Systems Approach 

Several who testifJed to the Panel cited mUltiple 
reports indicating that efforts to address errors are best 
targeted not at a particular group of individual "wrong 
doers," but rather at faulty processes, and 
conditions that either lead people to mak.e mistakes or fail 
to prevent them. The Panel consequently to take a 
"systems approach" for the problem and 
developing its reco111.mendations. 

As a result, the Panel spent considerable time examining 
each part of the medication-use process - prescribing, 
dispensing, using (administering/self-administering) and 
monitoring and the inter-relationships of each 
component. The Panel determined the medication-use 
system to be quite complex involving a multitude of 
stakeholders. A detailed explanation of the entire system 
is beyond the scope ofthis report, but through its work, 
the Pal1e] identified fom key processes and three key 
stakeholder groups which served as the focus of its 
recommendations. 

Key Medication Use Processes 

Prescription, Transcription and 
Transmission Processes 

Once a prescriber decides what medication and dose to 
prescribe, he or she must find a way to communicate that 
information to the pharmacy where the patient will have 
their prescription filled. It is through this communication 
where a significant proportion of prescription errors 
occur. 

Often, prescribing information is communicated via 
handwritten prescriptions which employ the use of Latin 
abbreviations that call sometimes be confu~;jng. These 
prescriptions can be illegibly written and may be 
submitted to pharmacies via fax whicb can further 
contribute to legibility problems. The most frequent 
problems of this sort are related to medication names 
(particularly for drugs that have "look-alike" names such 
as tbose in TabJe and medication 

Table 2: Look-alike/Sound-alike Drug 
. Name Examples 

Seroguel200mg [ Serzone 200 mg I 
Aciphcx [ Aricept 
Hydroxyzine I Hydralazine I 
Zvprexa 10mg I Zyrtec lOmg [ 

~Qo....:u....:.i....:.l1___ in id i_n_e_3_2_4_rn...;;;g'----~i l1_e_3_2_4_m~,g::1-_---LI_(~)_u_________ 

prescription carl be communicated to 
a verbally over the telephone but this mode 
of communication is not without its own challenges, 
sucb as the confusion of "sound alike" drugs 
examples in Table These can be 
exacerbated through the LIse of non-professional 
medical oHice staff who may not be familiar with drug 
names and medical terminology. Jt should also be noted 
that whenever a person other than the prescriber is Llsed 
to communicate prescription information over the 
telephone, they are almost always reading information 
that was written by another individual, which of course 
is subject to the same legibility issues as hard-copy 
prescriptions. 

Electronic or "e-prescribing" is, most broadly, the 
transmission of prescription information from a 
prescriber to a pharmacy using computer technology. 
Vlhile recent efforts have been made by some 
prescribers and phal1nacies to adopt e-prescribing, 
medical offices has been slow to do so, predominantly 
because of high-costs and a lack of incentives for 
providers to change their practices. Compounding the 
situation is the fact that state and federal e-prescribing 
standards have not been set or are iJ1COnsistent or 
conflictil1g. 

Even when medical offices have the technology to 
facilitate e-prescribing, most do not fully employ it. 
Rather, they simply use their electronic record systems 
to send computer generated prescriptions via fax. 

Vlhile some persons may consider the transmissio11 of a 
prescription from a computer to a fax machine as "e
prescribing," others believe that transmitting a static 
image, pkture or facsimile is of limited value to helping 
ensure information accuracy, quality control or data 
analysis. The benefit is maximized hom e-prescribing 
only when prescriptions are transmitted In a manner so 
that a recipient may use and the information 
without having to manually copy or cnter the data 
received. 

The end with should be full 
and medical offices to 

allow for t1VO-WQy communication. Such connectivity 
could better data and has the 
potential to notify of possible medication-
re laled problems before 
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Another problematic aspect of the process is 
that it frequently does not engage the consumer to an 
appropriate degree. All too often patients leave the 
prescriber's office v"ithout baving the adequate 
medication-related infonnation effectively communicated 
to them. Of particular concern are the consumers who 
present to the pharmacy without knowing the most basic 
111formation sllch as the name of the medication or what it 
is for. \Vithout this minimal knowledge, there is very 
little consumers can do on their own to identify errors 
even the most obvious ones such as receiving the wrong 
medication. 

Consumer Education Processes 

At the center of the medication-use process is the 
consumer. In the conununity setting, successful 
medication use is heavily dependent upon consumer 
knowledge and motivation which can often be lacking. 
\Vhen a person is not well-informed and motivated to 
manage their therapy, they cannot be expected to take 
their medication conect!y or be an active partner in 
screening for signs and symptoms of medication efficacy 
or toxicity. There are a variety of complex reasons why 
many conSl1111ers allow themselves to be passive 
participants in the medication use process but the most 
significant is that consumers are largely unaware of, or do 
not accept the personal risks associated with medication 
use. 

In addition to the consumer education challenges that 
pertain to the prescribing process, the Panel identified 
other aspects of the medication use process that could be 
modified to provide patients with better information and 
tools to reduce medication enors. 

Pharmacist Consultation 

While pharmacists are widely known for their dispensing 
activities, they can also play an important role educating 
consumers to ensure that the patient or their caregiver 
knm:vs what the medicine is for, how to take it correctly, 
and what signs/symptoms should be monitored to assess 
for efficacy and toxicity. 

State regulation requires pharmacists to provide a verbal 
medication consultation to the patient or the patient's 
agent each time a new medication is dispensed, or 
whenever an existing medication therapy is dispensed 
with a change ill dosage form, strengtb or instructions for 
use.? This consultation is to include "directions for use 
and storage and the importance of compliance with the 

? California Code of Regulations, Title J6. Section 1707.2 

directions." Also included should be a "discussion of 
the precautions and relevant warnings, including 
common severe side or adverse effects or interactions 
that may be encountered." 

In spite oftbese requirements, the Panel received 
testimony suggesting considerable variability in the 
quality of these consultations as well as the consistency 
to which they are offered by pharmacy staff and utilized 
by consumers. The reasons for this are not well defined 
but there appear to be contributing factors from both the 
pharmacist end (lack of time and incentives) and the 
consumer end (lack of awareness regarding availability 
and perceived value). 

While there is not a lot of data about the effectiveness 
of this dispensing-related counseling, it is reasonable to 
assume that the significant number of consumer-related 
medication errors could be positively influenced by 
greater efforts in this arena, particularly with at risk 
populations including seniors and minority patients. 

Prescription Labels and Labeling 
The information that consumers need to know about 
their medication is often complex and may include 
unfamiliar language or concepts. Expecting a consumer 
to retain a11 the pertinent Imowledge from a brief verbal 
encounter may not be reasonable in many instances .. 
F or this reason, it is important that consumers also 
receive written information regarding their prescription. 

Often-times however, even this information can be 
forgotten and lost, and in those instances, the consumer 
may be left with nothing more than the prescription 
packaging and label to guide them. Testimony 
provided to the Panel identified many limitations 
related to the prescription label as an effective 
communication tool. These included the limited size of 
a prescription label (approximately 2 x 3 inches) whkh, 
due to established pharmacy systems, processes, and 
drug container variability would be functionally and 
financially cbfficult for the pharmacy industry to 
change. 

Further complicating matters is the fact that there is 
already a signi-ncant amount of information required by 
California law to be printed on the label. 8 The most 
recent label requirement went into effect 011 January 1, 
2006 and was created to help consumers identify 
eHoneously filled prescriptions by mandating that 
pharmacies include the physical description of the 
dispensed medication, including its color, shape, and 
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any identification code tha1 appears on the tablets or 

\Vhjle this requirement is obviously diJected at reducing 
question the utility of some of the other 

llYO,n,CW>1r which include the date of the 
name of the the address of the pharmacy, the 
prescription number or other means of identifying the 
prescription, the name of the patient, the name of the 
prescriber, the name of the medication, the name of the 
medication's manufacturer, the strength of the drug, the 
quantity dispensed, the expiration date of the drug, and of 
COllrse the direcUons for use. Given the limited space 
available, are all ofthese elements the most valuable 
pieces of information for the patient? 

Regarding the diJections of use, even when individuals 
are able to read and repeat back the directions, tbey may 
still not understand how to take the medication. This is 
pariicularly a problem for individuals with limited health 
literacy (the ability to read, w1derstand and act on health 
information). A recent study by Davis, "'I1\10lf and otbers 
showed that even though 70.7% of patients with low 
literacy could correctly read and repeat the instructions, 
"Take two tablets by mouth twice daily,1I only 34.7% 
could accurately demonstrate the actual number of pills to 
be taken daily.9 In this study the researchers fOUl1d that it 
was common for consumers to make mistakes when 
dosing medicine for themselves, their elderly parents, and 
their children. 

Tailoring and Targeting Consumer 
Education Efforts 

To maximize the impact of consumer education activities, 
efforts will need to be tailored and targeted to individuals 
who are likely to achieve the greatest benefit. "'I1\Thile the 
Pane] did not come to consensus em the most important 
subset of consumers that are at "high risk" for medication 
errors, lt did acknowledge that there are a variety of 
factors which may increase an individual's risk for 
experiencing a medication error. 

111 addition to ]) low healtll these can include; 2) 
limited Englisl1 proficiency; 3) cultural incongruence Witll 
healthcare providers; 4) pllysical, cognitive and/or otller 

tbat make understanding and/or complying 
with medication instructions difficult; 5) age at eitber end 
of the age spectrum variability of a medication's 
respOllse~ metabolism and dose increases ill children and 

6) multiple medications; 7) multiple 

8) non~prescriptioll medicaUon use herbals, 
supplements alcohol and tobacco): and 9) 

medication procurement from more than one pham1acy 
including mail-order. These factors must be taken into 
consideration in the development of any consumer 
education efforts. 

Provider Payment/Incentive Processes 

Incentives that directly or indirectly in£1 uenee the 
behavior of prescribers and pharmacists are a key 
aspect of the medication use system. Testimony 
provided to the Panel indicated that prescriber 
incentives are frequently not alib11.1ed to promote 
spending time educating patients about medication use, 
or to closely follow patient compliance and medication 
monitoring parameters. 

A fairly recent collaboration between health care 
purchasers, payers and medical groups provides 
incentives byway of "pay-for-performance') and shows 
promise for realigning prescriber incentives to reward 
behavior that results in positive outcomes. However, it 
is clear that there is still room for improvement in this 
area, particularly as it relates to safe and effective 
medication use. 

Similar"ly, phamlacy incentives appear to do little to 
encourage phamlacist activity in ar"eas related to patient 
education and the promotio11 of safe and effecbve 
medication use. Since pharmacies generally only 
receive compensation when a product is dispensed, 
financial pressures may, in fact, be driving phannacy 
processes and personnel to 111inimize any activities not 
directly related to product distribution. Ironically, the 
structure of this fmancial model may possibly create 
disincenbves for pharmacists to identify and prevent 
prescriptions witb prescribing errors from leaving the 
phannacy. 

Fortunately, testimony provided to the Panel suggests 
that the health care system may be in the very early 

of what could be a paradigm shift. It appears 
that increasing numbers of healthcare purchasers and 
payers are beginning to understand that there is more to 
consider when it comes to medication than tlle simple 
cost of distdbution, and the speed and convenience by 
whicb it can be put into the hands of consumers. Tbere 
is a grO\ving recognition that lJO matter bow cheaply a 

can be the cost is too if it does 
not elicit the desired effect, or worse, causes 
barm. 

" Davis TC Wolf MS, Bass PF 3rd. Thumpsun JA Tilson HB. 
Neuberger tvl. et al. Literacy and misunderstanding prescriptIon drug 
labels i'J1l1 1ntern Mccl. 2()06:146:H87-94. 
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II 

specialized initiatives focused around improving 
medication use, particularly in target populations where 
safe, appropriate and effective medication use is critical. 
These "medication therapy management programs" have 
been developed for people with particular conditions such 
as diabetes lO 

, individuals who have multiple chronic 
conditions and/or take multiple medications, and those 
whose medication costs exceed a certain threshold. 

Perhaps the most prominent example of this early tTend is 
the requirement placed in the Medicare Modernization 
Act for sponsors of the Medicare Part D drug benefit to 
have in place a medication therapy management program 
designed to promote optimal therapeutic outcomes 
through improved medication use, and to reduce the risk 
of adverse events, including adverse drug interactions. 

While medication therapy management programs may 
hold significant promise for reducing medication errors, 
many issues will need to be resolved before the full 
potential of such programs can be known and realized. 
As \'\'ith any new healthcare initiative, there is uncertainty 
regarding how the quality and financial retums-on
investment can be maximized by adjusting program 
variables such as: 

e 	 The types of services that are provided (e.g. patient 
education, medication compliance packaging and 
comprehensive medication reviews); 

• 	The patient populations that are targeted (e.g. those 
with a particular condition, medication, cost, or 
combination thereof); 

The types of providers who deliver various services 
(e.g. physicians, nurses and phannacists); 

G Service delivery models (e.g. face-to-face, 
teJephone or mail); and 

.. Payment and documentation methodologies. 

Until there is more information and standardization 
arow1d issues such as these, the spread of medication 
therapy management programs wil1likely be slower than 
perhaps it should. Nonetheless, the fact that innovative 
purchasers and payers of healthcare are developing novel 
models to incentivize physicians, nurses, and/or 
pharmacists to pursue behaviors that will decrease 
medication errors is a positive step in the right direction. 

Healthcare Provider Training and 
Licensure Processes 

Obviously, simply aligning incentives to encourage safe 
medication practices among healthcare providers is not 
enough. Providers must also be cognizant of the 
seriousness of medication errors, know the behaviors to 
adopt that will reduce errors, and possess the 
knowledge and skills to effectively execute those 
behaviors. 

Healthcare providers undergo extensive training to 
become licensed practitioners. Subsequent to licensure, 
providers must continue training to maintain their 
licenses. The vast majority of this training is clinical in 
nature. Most providers receive little education on 
subjects such as healthcare administration, enor 
prevention, patient communication, and effective, 
systematic approaches to medication tberapy 
management. 

While testimony provided to the Panel indicates that 
some formal education on topics related to medication 
errors may be included in provider tTaining programs, 
the very size of the medication en-ors problem suggests 
that the current amount may not be enough. More 
education in these areas would likely promote greater 
awareness among providers about what they can do to 
protect consumers. Informed providers can also be 
powerful advocates of change in a variety of healthcare 
settings. 

Key Stakeholder Groups 
In addition to the four key processes, tbe Panel 
identified three key stakeholder groups believed to play 
critical roles in the development and hnplementation of 
initiatives designed to address medication errors . 

Consumer-Oriented Organizations 

Since the consumer is at the center of the medication 
use process, it is imperative that all relevant consumer 
organizations be solicited to join the effort to prevent 
medication errors. These organizations can play critical 
roJes in educating consumers about medication errors 
and advocating for healthcare policy and practice 
changes that have the potential to reduce errors. These 
groups may be government-related (e.g. the California 
Department of Consumer Affairs), private foundations, 
member-benefit organizations (e.g. AARP), or public
benefit organizations. 

10 Information was presented to tbe Panel on APhA Foundation's 
Asheville Project. Details can he found at 
www.aphafoundation,org/programs/ Ashevj lie_Project 
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Healthcare Provider Groups and Related 
Entities 

Healthcare providers sLlch as nurses and 
are on the from lines of healthcare. In many 

respects, the burden medication errors \vi11 
fall on their shoulders. A problem of this scope 
and however, cannot be solved by any single group 
of individuals, or even by a single sector of the healthcare 
system acting alone. 

Any appreciable reduction in medicaUon errors will 
require that the entities which support, direct, or ini1uence 
provider behavior also be actively engaged in addressing 
this problem. These entities include the academic 
institutions and professional societies that train providers; 
the associations that advocate for them; the individuals 
that mange them; the companies that employ them; and 
the oversight boards that license and regulate them. 

Healthcare Purchasers, Payers and Related 
Entities 

The group that has perhaps greatest opportunity to 
influence the healthcare system consists of the entities 
that actually purchase and administer healthcare benefits 

- and to some extent, those which and oversee 
the activities ofthese groups. lvIany of these entities 
have the power to decide whicb healthcare-related 
behaviors and outcomes are truly of and can 
create payment structures, non-flnancial incentives 
and/or requirements to drive processes and behaviors 
tbat seek to deliver those results. 

Stakeholders in this group include: the State of 
California \vhicb uses taxpayer monies to purchase, and 
througb its Department of H. ealth Services, administer 
health care benefits througb programs sllch as Medi-Cal; 
private purchasers ofhealtb care sucb as employers 
whicb purchase healthcare for a majorit)' of 
Californians under 65; commercial insurance 
companies which administer health benefits for both 
public and private sector purchasers; the California 
Departments of Insurance and Managed Health Care 
which regulate these insurance companies; pharmacy 
benefit managers which focus specifically on the 
administration of pharmacy benefits; and, of course, the 
Legislature and Administration of the State of 
California which possess the potential to influence 
and/or establish accoLmtability for these groups. 

Conclusion 
Based upon the inf0111mtion provided to the Panel, and 
the identification of these key processes and 
stakeholders, the Panel developed 12 consensus 
reconullendations in the following subject areas: 

Communication Improvements with an 
emphasis on improving the quality and 
accuracy of cOlnmunications between 
prescribers, pharmacists and patients; 

\ r Consumer Education to increase consumer 
awareness regarding the proper use, and 
dangers of misuse, of prescription and over-the
couIlter medications; 

r 	 Provider Standards and Incentives vtitll a 
focus on information and medication 
consultations given pharmacists to their 
patients as a means of educating consumers 
about safety; 

).- Training and Education for Healthcare 
Providers on various medication 

);;- Research with a focus on obtaining information 
about the incidence, nature and frequency of 
medication errors in the COllUTIlmity setting. 

Other Topics to be Addressed which were 
determined to be beyond the scope of the Panel 
but whicb the Panel recognizes must be 
addressed hand-in-hand with other practice 
enlmllcement efforts in order to assure success 
in the current and future marketplace and 
workforce environm ents. 

The recommendations are provided in their entirety ill 
the next section of the report. 
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SECTION II: RECOMMENDAT~O'\JS 


A. Communication improvements 

Background: 

Improving the quality of communication among 
prescribers, pharmacists and patients is critical to the 
Sllccess of any effort aimed at decreasing medication 
errors. The existing process for communication among 
health professionals and their patients leaves much 1'00111 

for improvement, according to testimony received by the 
Panel. Indeed, California health practitioners have been 
slow in their adoption of computer-based patient records 
and electronic prescribing. 

Currently, pharn1acist-patient consultation is often 
compromised by the pharmacist's lack oflG1owledge of 
the prescriber's treatment objectives, including such 
basic information as the condition being treated. 
ConfIrming prescriber intent with the patient at the time 
of dispensing is an additional means of confmning tliat 
the medication treatment is understood and properly 
implemented. 

In addition, prescribers' lack of writing legibility has 
long compromised pharmacists in their efforts to 
correctly dispense the desired drug product and provide 
aCClU"ate instructions for use. Addressing these two 
problems of communication between prescribers and 
pharmacists has been shown to substantially decrease 
medication errors. 

In regard to communication between consumers and 
their health care providers, an important step would be to 
adopt techniques that bridge the language and cultural 
diversity of the patient popUlation in California. This 
would provide the prescriber and pharmacist \~'ith the 
means to COnfiTl1l that the medication treatment is 
understood and will be properly implemented. 

Another imp011ant improvement in communication 
between health care providers and their patients \,,'ould 
resu It fr0111 improved readability of drug labels and user
friendly packaging. 

Goal 1: Improve prescriber
pharmacist communication quality 
and accuracy regarding prescriptions. 

Recommendation 1 

Improve legibility qfhandVln-itten 
prescriptions, and establish a deadline 
for prescribers and pharmacies (alloH)ing 
for some exception.s) (,0 u.s'e electronic 
prescribing. 

r\//ethods 
1.1 	 Require each prescription to be legibly hand 

written or printed, computer generated or typed, 
and by 2010 that all prescriptions be computer 
generated or typed. 

The California Board of Pharnmcy and the 
California Medical Board shall review and seek 
modification of statutory and regulatory 
requirements as needed to implement adoption of 
computedzed prescriber order entry (CPOE) 
systems and secure 2-way elec1TOllic 
communication between prescribers and 
pharmacies, with consideration for identified 
exceptions to the requirement. 

1.2 	 Require the California Medical Board to collect 
and disseminate information in order to educate 
and assist physicians about the benefits of and 
ways to adopt electronic prescribing systems and 
supporting CPOE and secure 2-way transmission 
to pharmacies. Coordinate these efforts with 
related activities undertaken by the State. For 
example, Executive Order S-12-06 was issued by 
Governor Schwarzenegger on July 24,2006 
regarding efforts planned to make reforms 
regarding healthcare, especially regarding health 
information technology. 

1.3 	 Require the California Medical Board to adopt 
regulations by January 1 \ 2008 that require 
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electTonic prescription systems 
to provide patients \\'itb a written of the 
information that has been transmitted 
electronically to a pb arm acy . TIle document 
should incl ude at least the patient's name, tbe 

and prescribed and the name of the 
pharmacy where the electronic prescription was 
sent, and should indicate that the receipt can110t be 
used as a duplicate order for the same 
prescription. 

Goal 2: Improve prescriber
pharmacist and pharmacist-consumer 
COlllnl unications to enhance 
understanding of the intended use of 
prescribed medication. 

Recommendation 2 

Require that the intended use o/the 
lnedication be included on all 
prescriptions and require that the 
intended use ofmedication be included 
on lnedication label/labeling unless 
disapproved by the prescriber or the 
patient. 

Methods 
2.1. 	 Require the California Board of Pharmacy and 

the California Medical Board to pursue 
necessary statutory and/or regulatory changes to 
require tbat by January 1, 2008 these entities 
coordinate efforts to develop plans to require 
prescribers to include the diagnosis, medical 
condition, symptoms or other indicators of the 
intended use of the medication on ead 
prescription written, allowing for some 
exemptions. 

2.2. 	 Require the California Board of Pharmacy to 
pursue necessary and/or regulation 
changes to require thut the intended use of any 
prescribed medication be included on the 
medication labeL unless the prescriber or 
consumer disapproves, and consumer 
disapproval is documented by t11e pharmacist. 

Recommendation 3 

Improve access to and CFvvareness (~j' 

Zcmguage franslCllion by 

pharmacists at comnnmiry phannacies 
and encourage consumers to out 
pharmacists who speak their language 

1 7 , 7')' L -, 1 

unu I.{rfUer,YlU)'W wezr CitLlUrUf neeas. 

Methods 
3.1 	 The California Board of Pharmacy, Department of 

Health Services and/or the Department of 
Consumer Affairs should develop and implement 
methods, when possible in coordination with other 
state entities, that are designed to reduce barriers 
for pharmacists at community pharmacies to 
access and utilize language tntnslation services. 
These entities should report their respective 
related activities planl1ed and undertaken annually 
on their respective websites and to the Assembly 
and Senate heaJth committees, begiI1l1ing January 
1,2008. They should, but notbe limited to 
distributing information to pharmacies about the 
pharmacies' obligations to provide language 
translation services and reSOLU'ces for pharmacies 
to do so via the telephone. 

Messages related to this method and goal should 
be included in the public awareness campaign 
(Recommendation #6) to inform consumers about 
their right to use language translation services and 
availability of these services at community 
pharnlacies and other health care providers. 

Recommendation 4 

Promote develop7nent and use (~f 
medication pack.aging) dispen~)'ing 
systen7s') prescription container labels 
and written supplem.ental materials that 
e.tfectiveZy communicate to consumers 
accurate, easy-to-understand i71formatio71 
about the ric)"ics' and ben~fits (~ltheir 
medication) and how and where to obtain 
a medication consultation/i-om a 
pharmacist. 

Allethods 
4.J 	 RequiJ'e the California Board oLPharmacy to 

examiJJe tlle existing requirements for prescription 
container labels. prescription containers, and 
supplementary consumer information, and to 
consider revising these requirements to 
encompass consumer 
information and California Board of 
contact information. 
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Require these finding be issued by January 1, 
2009 and distributed to the Senate and Assembly 
Healtb committees, posted on the California 
Board of Pharmacy's website and that public 
notice be made by issuance of a press release. 

4.2 	 Encourage prescription drug plans, healtb care 
service plans, and health insurance companies to 
develop strategies to provide incentives for 
pharmacies and drug manufacturers to package 
medications in a manner that increases medication 
compliance, safety and efficacy. 

4.3 	 Require the California Board of Pharmacy to 
adopt regulations mandating all pharmacies, 
including non-resident pharmacies, provide 
written materials with all dispensed prescriptions 
that inform consumers of their right to receive a 
medication consultation from a pharmacist v>'ith 
any new or changed prescriptions. These 
regulations should include enforcement provisions 
and the California Board of Pharmacy should 
make enforcement a priority. 

B. 	Consumer Education 

Background: 

There is a great need to increase consumer awareness of 
the proper use, and dangers of misuse, of prescription 
and over-the counter-medications. Consumers often do 
not appreciate the potency and risks involved in the use 
of drugs that are widely advertised and promoted on 
television, radio and print media. 

The Califo111ia Board of Phannacy is in an excellent 
position to spearhead an educational effort directed 
toward the public concerning drug safety issues. In 
recent years, the Board has been recognized nationally 
for its consumer protection efforts. A Board program 
that capitalizes on their proven expertise in consumer 
safety and which takes into aCCOUl1t health literacy and 
culturally appropriate c01mnunication could be very 
effective ill alerting consumers to potential medication 
enors, and in motivating them to adhere to their drug 
treatment instructions. A commitment by the State of 
California to capitalize 011 this proven expertise will go 
far to aid consumers in understanding their role in 
recognizing potential medication errors and preventing 
injury from those that do occur. 

Goal 3: IJrnprove consumer 3V\-'areness 
and knovdedge about the risks of 
medication errors and about steps 
they can take to reduce their risk of 
medication errors. 

Recomrnendation 5 

Identffj; and disserninate z,?/ormation 
about best practices and effective 
methodsfor educating consumers about 
their role in reducing medication 
errors. 

rViethods 
5.1 	 Propose legislation allocating funds to and 

requiring the CaJifomia Board of Pharmacy to: 

a) 	 ] dentify effective methods for educating 
consumers about ways to prevent and report 
medication enOl's. Include methods that are 
culturally and linguisticalJy appropriate, 
especially addressing the needs of persons at 
high-risk for medication errors. 

b) 	 Develop guidelilles and/or related regulations 
to define ways for effectively educating 
consumers to prevent medication errors. 
Include both verbal and written education 
strategies. 

c) 	 Disseminate information about the methods 
. and guidelines/standards to specific relevant 
public and private sectOl' entities, including 
mail-order (non-residential pharmacies) and 
pharmacies that dispense prescriptions to 
outpatients. 

d) 	 Improve public access to California Board of 
Pharmacy services (e.g., telephone, mail, ancl 
internet). 
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Recommendation 6 

Establish an on-going public education 
campaign to prevent medication errors) 
targetmg outpatzents and persons 111 

community 

Methods 
6.] 	 Pass legislation allocating funds to and 

requiring the Department of Consumer Affairs 
and/or the California Board of Pharmacy to 
oversee development and implementation of a 
public education campaign to reduc~ , 
medication enors. Public and/or prIvate funds 
may be pursued. 

The campaign shall be based on principles of 
public health practice and shall use methods 
that have been shown effective in educating 
consumers. The methods shall be culturally and 
Linguistically appropriate and shall be 
developed in collaboration with other state 
entities. 

The campaign shall develop messages that 
educate consumers about their medication use, 
risks, rights and responsibilities and shall 
include a consumer~ s right to basic consultation 
from a phannacist with each new or changed 
prescription. 

6.2 	 Require the Califonlia Board ofPhannacy 
and/or the DepmilJ1ent of Consumer Affairs to 
collaborate witb appropriate state entities and 
stakeholder groups, including but not linlited to 
health plans, retail pharmacists, and consumer 
advocates representing persons at higb risk for 
medication enors to: 

a) 	 Develop aD evidence-based "safe 
medication use curriculum" that is 
designed to be used for educating 
consumers, and promote its avajJability to 
intermediaries, sucb as health care service 
plans, colleges, high schools, bealth 

Medi-Cal providers, and 
healthcare providers throughout tllc state 
\Vl10 can educate consumers. 

b) 	 Post the curriculum 011 the websites of the 
relevant state depmiments and promote its 

issuance of a press 
release and other public notice 

c) Develop and disseminate suggested 
strrrtegies~ wlique to ellcb 

to encourage consumers to 
atiend presentations based Oll the 
curriculum. 

cl) 	 Create a web-based interactive version of 
the cmricululll that will be posted on 
websites of designated state entities and 
require those entities to promote the 
availability of the curriculum via no or low 
cost methods, such as press releases, faxes 
and email. 

e) 	 Coordinate this activity with the efloris to 
educate health care professionals about 
medication errors and prevention issues in 
Goal 5, Recommendation 10. 

6.3 	 Recommend that the California Medical Board 
and the California Board of Pharmacy 
encourage physicians and other prescribers to 
post notice in their offices infornling consumers 
of their right to lmow, and the benefits of 
understanding the name of any medication 
prescribed m;d the indication(s) and instructions 
for use, in .additioll to their right to consult with 
a phannacist. 

Recommendation 7 

Develop and il11J7lement strategies to 
increase the involvement (~rpublic and 
private sector entities in educating 
consumers about improving medication 
safety and eijectivencs's. 

Methods 

7.1 	 Require the California Board of Pharmacy 
and/or tlle Department of Consumer Affairs to 
collaborate witb a cross-section of public and 
private sector entities, including prescription 
drug plans, healtb care service plans, health 
insurers, and/or mail-order pharmacies, to 
supportand/or undertake efforts to educate 
consumers about safe medication use. Use 

and means to ensure a 
ioint eHort is made by all that 
"these entities to collaborate in these efJorls. 
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C. 	Provider Standards and !ncentives 

Background: 

'The drug consultation given b) a pharmacist to their 
patient. or the agent. can be a powerful IllC,ll1S 

for consumers about drug . Ho\vever. 
current law regarding phc.lI"lllacists· consultation contains 
(lnly the minimal requirements that were established in 
the early 1990s. In light of the substantial the 
State's health carl' system has undergone since that lime. 
a re-examination of the pharmacist's consultation 
requirement is in order. 

The Panel recommends that the Board of Pharmacy 
establish new pharmacist consultation standards that 
would provide greater benefit and protections to the 
public. Consistency s}lould be a key component of the 
new standards, and they should take into account the 
economic and workforce conditions that impact the 
ability of pharmacists to provide this essential service. 

Medication tberapy management programs (MTM) 
provide another important tool in avoiding medication 
errors. The purpose of these programs is to evaluate 
\vhether prescribed medications are yielding desired 
results aneL if not to recommend or implement 
adjustments to therapies to maximize outcomes, To 
properly protect consumers, MTM programs should 
meet minimum standards for provider qualifications and 
program design. 

(;031 4: hn prove the quality and 
availability of pharnlacist-patient 
nH:'dication consultation. 

Recomfnendation 8 

H(! /p C!1szrre () /Jell i!J' and c(msis! c neT c!l' 
11'1 c elico(i () 11 cn17sLiIf0(i () I? pr()I1idcd 
phclnnacisrs within Clnd among 
pi1or177Clcics. 

Methods 
8.1 	 Require the Calif'ornia Board of PharnlClC) lo 


rev iew and. as needed. revise current 

regulatiolls ing pCltienl consultation to 


fOCLlS un \·\,hat would actual h be userLlI to 
patients to he Ip lllax im ize their therapeutic 
outcomes and Lake their medicaLions safel~ Clnd 

The Cdifornia Board of Pharmacy shall inv itl' 
stakeholders. including consumer 

(0 colJaoorme (0 develop 
minimal standards ['or required consultation. 
These deliberations should considerhlcturs that 
reflect the current conditions of the business 
and healthcare environments. varioLls types of 
pharmacy pracl ices and practice 
community, mail-order, extended care). and the 
"learning environment" available in those 

for providing consultation. The 
standards should be equally to all 
providers or entities dispensing medications to 
California consumers. including non-resident 
pharmacies. 

Nothing ill consideration of these standards 
shall preclude phannacistsfl'olll paid for 
services that n;ceed these rninimal standards, 

These standards should at a minimum: 

a) 	 Encouraging or providing incentives to 
pharmacists for providing patient 
medication consultation with 
prescript ion rennva Is, when 
appropriate. 

b) 	 Re-exam in the circumstances 
involved with patients' refusal of 
conSll Itat ion. and what type of 
clocumentation is required. if any. for 
patients \\'ho refuse consultation. The 
Panel strongly emphasized that the 
f()llowing factors be cOllsiciereci as ]i,ll't 
of the re-examination process: (I) 
prohibiting any phannacy employee 
from a pati ent or pat ient'~, a gent 
if he/she wants pharmacis1 prescripti()Jl 
consultation (i.e. no "screening" 
qlle~iliuns) and (2) requiring that the 
patiellt communicate the refusal of 
consultatioll directly lei a pharmacist. 



Recommendation 9 

E.Sluhlish .llonciurd.\ for medicutiul? 


pro,r.:r0 Ill.\,
(hero}?,' munogemC!71 

i177plemCnIUliuJ7 ond use h.1 

pizur177ucis!s und ()f her heu!! he'w'e 
Il"U\' ide ,'.\ 

Methods 

9.1 	 Require 1JII: Ccdifornia Guard uf Pharmac) to 
identii) best andtu develop eviclence
based stallclarcb of care for MT'M prug.rams. ancl 
10 dissem inate these to k.nu\\'n MTM pruvider~), 
the Department of Health Services. Department 
of Managed Health Care. Department of 
Insurance. the Risk Medical Insurance 
Board. California Medical 
and to applicable professional and healthcare 
associations California Medical 
Association. California Pharmacists 

California Association of Health 
Plans). 

9.2 	 Require the DepaJiment of Healtb Services, 
Department of Managed Health Care, 
Department of Insurance, Managed Risk 
lVledicallnsurance Board, California Medical 
Board, Board of Registered Nursing, Board of 

10 implerntlll and roulinel) 
use fvlTJVl slandarcb uf cart. These public 
emities shall repurt their related 
activities 10 tIle ancl Senate Health 
Committees. ancltD notif) the public by pos1ing 

of thei r activities allClor LlIl) 

un their websites alld notifying the 
publ ic and rned ia olle or more press 
releases. 

C).~ Cunsistent with the stanclarcb developed in this 
reCUlTllrtelld<:lliun. the Department uf 

Health Care. the Department of 
Healtl) Services and the Department of 
Insurance to alluv, 11ealth plans, health insurers. 
and Pharmacy Benefit Managers flexibilil) III 

methods of implementing MTM programs. 
including via face-tu-f~lce call 
center advice lines. and secure e-mail 
comrn un i cation. 

9.4 	 state-funded programs (e .g., Medi-
Cal and CaIPERS) to establish financial and 
other incentives for healthcare providers and 
patients improving drug 
including cases of over-use (including 
therapeutic duplication) and under-use of 
prescription medication. 

D. Healthcare Provider Training and Education 


Background: 

Good cOlllmunication skills are essential in the current 
health cart environment and arc (j tool in 
medicati()n errurs. PhurlllClcisls (tlld other heultll care 
prufesslon(t1~, Illllst take Into ;lccuuJltlheir patients' 

skills (tlld cultural cll(lractcristic~ in order tu 
convey essential information (0 them. There 

i~) therefore ,\ need (0 ecluctltl:' and 
phmll1(lcisl~) cUllcerJling improved W(ly~; to help their 
paticllb uncierstanci the proper Lise uf lncciications. thc 
importance of complying witll their treatmen1 
(lild the neccl1.U repurl elll) pruhlem:, to their ur 
phLlrl11Clcisl. 

C()ll:) the ever incn':Ll:,illg 11 Lllril){:.:r:, of p(11ieIIL~. \\IJ() 
have concliLiullS lhal can he \\itl1 ther;lpies tll<ll 
arc unci i!l\uht lile LbC uf Illultiple 
IlIccliclliull::,. hCClllIIC21rt:' cUT d!::,Cl liLel: 1(1 

benefit from more and education around the 
intricacies of medication therapy management (MTM). 
While illllch of this inforlll(ltioll is alreach all 

component of pharmacist train Illany of the sk ills 
needecl to appl) it are ciistinct fron) a phllrlTlacist's 
traclitional cI illg rule. some 

m(J) helve a need to obtain other types uf 
training as well. 

C; 0 a15:1 01 proY e education and 
training of ph arnl a c isis an d other 
health care professionals about 

DH:'dication errors and prevention 
B1ethods. 



Reconlmendation 10 

Creu(e (ruining reqzfirC771entsj()r 
phurI71Oci,)'{s und other heul(hcurc 
pnd(J,)'SlOl7ul.\" thut uddress l71ecilCCll7071 

sc{felY pruc(ice,I,' unci re/wed progru177s, 
including medicu/ion C0J7SUIIUli()17 and 
lnedicur ion 1he rUJ7.1' rnoJ7oge me n( 

programs, 

Methods 
10, I 	 Require that the boards for relevant 

health care professionl:lls pharmacists. 
nurses. dentists and oplOmelrists) 

establish specific requirements for 
training/education about medication 

medication error reduction 
strategies. patient lT1edication consultation. 
and medication therapy management 
methods) as part of licensure, certification. 
and/or continuing education requirements, 
Further, require these boards to rep011 their 
findings and plans for improving their 
requirements in this regard to the appropriate 
cabinet~level position, the Assembly and 
Senate Health Committees, and the public 
through posting of the repOJi on their 
\vebsites and issuing one or more press 
releases. 

10.2 	 Encourage the colleges, universities, and 
schools that provide programs for 
health care professionals pharmacists, 
physicians. nurses, dentists, optometrists, 
pharmacy technicians) to est.ablish and 

rnailllain specific curricular 
. abuut medication practices (e,g .. 
medication error reduction pat iellt 
medicatioIl consultation. medication therap) 
management methods), 

10.3 employers of healthcare providers. 
as we II as the healthcare proiessiunal 
associations (e,g .. the Cali Cornia Medical 
Assoc iatiun. Cal ifurn ia Pharmac isls 
Association. Californic\ of Health 

Pharmacists. and California Nurses 
Association). to establish und maintain 

training and educationaillctivities 
for their const itucncies abou1 

practices medication 
error reduction patient medication 
consultation, medication m~l1lageJllellt 

methods). 

10.4 	 boards of relevant 
pharmacists. 

nurses, dentists and optometrists) 
evalua1e the effectiveness of their '·~~"r"~i·,,," 

requirernents board 
examinations) in determining a licentiate's 
ability to communicate meclication~related 
information and instructions to consumers in 
a manner that reduces the risk of medication 
errors related to patient mi::;understanding, 
Further, require these boards to repori their 

and plans for improving their 
requirements in this to the appropriate 
cabinet~level position. the and 
Senate Healtll and the pub lie 
througll posting of the rep0l1 on their 
websites and issuing one or more press 
releases, 

E. Research about Prevalence & Occurrence of f"'edication Errors 


Background: 

Obtaining infonnalioll about the incidence, nuture and 
fl'cqucncy ormcclication errors inlhe cOITlrnunity 
is challenging. Most research on medication errors has 
been cOllducted in hospitals. even though the drugs 
(lclm inistcrecl ill i npat ien! settings represent tl vcry small 
propurtioll ()f medications dispensed, Indeed. there is 
comparatively linle academic research (\vailable 

medication errors occurring in the COlllllllln 
While it appears that this situation is 

to improve. a greater emphasis on resc(lrch related Lo 

illcdicatioll errors in the COIllIlHlIlit) setting is definitel) 
warrcllllec\, 

(;oal 6: I ncrease evidence-based 
infoJrl11ation a bout the natu re and 
prevalence of rned ication errors 
availa bie to policy-rnakers, 
pha rn13cists, cons lUll ers~ and other 
i 11 te rested pa rti es. 

I': 1"1 	 ~ 



Recommendation 11 

ESlUhlish (mel ,)uppo/,( eiion.) To C(}lleC! duw 
IT (he no/ure undI)/,ci'u/c17cc of 
meciICU!I())7 CI'/'()!'S u17ciprcl'enll(J!7 In('!ilucis 

/ur !'cc/ucin,1.!, errurs, eS1Jcciu/lY/(JcZlsL'd ()/7 

pcr.\()I7S 01 h<<sh risk/()r medico/io/7 errurs 

ClJnl on c()n/mzmi/y, umhu/o(O/:\ und 

() II/PO 1 ie 171 .\ ell ing.) , 

Methods 

11.1 Require b; regul211ion, joint 
re:~uILltiun. and/or issuance of a 

Ciovernor' Executive Dreier that the 
California Board of Pharmacy establish an 

with a private sector 
sLlch as the 111S1itLlte of Safe M ed ication 
Practices (ISMP). to establish a pilot project 
to collect and data about the nature 
and of medication errors at 
California community-based pharmacies. 

Reguire that the cost of this project to the 
State be negligible. 

Reguire the California Board of Pharmacy to 
share data about medication errors reported to 
it v,,'ith the responsible for 
implementing this recommendation and that 
the Board collaborate with the entity 

for implementing this 
recommendation to promote t11e project to 
consumers, pharmacies and providers. The 
project should ensure that: 

a) 	 Prescribers, and consumers 
rnay voluntarily and confident ially 
errors tu the ISMP or uther responsible 
Cl1t it)". 

F. 	Other mropics to be Addressed 

Ba cl(g r 0 U In d : 

The rnllll) ()bstl:lcies tklt plwrrn,\cist~ [,ICC in pr(J"iclill!:,' 
drug CUllsululliol1 tt\ their pdtiellb C!:' h) b\\ are 
cA(llerha[ed I,; the Illd, of Cl j)ayrllcill .c;ys1elll thai \v(lulcl 

Lllelll for the time amI e\pcnse ilssuclalecl 
I he~,t' Illill1clillcc! [21SI,s Be ('ure add il iOlliti 

UII pllClrlllacist:. ill the 
1u the health care ilnilnc 

b) Thl:' lorilllp 
this recurnmendmiull report Ltlll1uall> [U 

tht Cal ifornia Board uf Pharmac). the 
California Medical Buard (mel tht Senale 
and health cOl1nninees. and 
that tlleSt rqJun::, indicate if an error 
occurred either uncleI' the uf a 
health cart fetcilit; or in a commLlIlir) 

(i,t" rewil pharmac; OJ 

anci the oftht errur 
(i.t .. if it resulted, cOllLribulL:d or Ill~l\ 

have been associated with death. 
hospitalizatioll or serioLl~) injury), 

l) The informaLiun collecLecl alld reported 
til is pruject should nol be Llseci in Llll) 

and/or pharmacists. 

d) 	 The projec1 be to minirnize 
conflict v"ith systems that are 
Llsed to collect dat.a from as 
part of their current California Board of 
Pharmacy Quality program. 

e) Efforts to inform consumers about this 
project include information handed out at 

pharmacies, on medication information 
and \vith related public education 

campaigns, 

n 	The California Board of Pharmacy and 
the Medical Board pOS1 the 
produced by this project on their 
respective websiLes. 

g) 	 Persons errors 10 the entity 
responsible f(Jr implementing this 
recolllmendation be informed of their 

to also repOJ1 errors 10 the 

California Board of Pharmacy ane! the 
benefits of cloing so. 

rcirnburscrncilt systt'lll must UCl'llr. This issue W(I:, 

bcyond Ihe uf the Palle I. but i1 was recugn izccl to 
be an i~):)LlL' that must be ae!clrt'sst'ci hand-ill-hand \\ itll 
uther C1111cllll'CI11Clll t: ilurb in urelcr 1(1 a::,surl:: 
(,ucccss in the cuncnt ~lIld future. aile! 
\\ orUurcl' cmiJ'Olllllenh. 



Coal 7: Develop strategies designed 
to increase incentives for pharlnacists 
to ofTer and provide Inedication 
consulting and nlcdication therapy 
ulanagenlent services to conSUUllcrs. 

Recommendation 12 

C()l7vene u punel (~lsrukeh(}ld(!rs to 
ide J7{ [/1' 0 nd propo,)'e specific ocf inns 
und sfrofegie,) /() ()verc'ome hurriers tu 
Cjlfo!Uiedphormucists hei17J!, 
ond paid os heu/rhcure pr()\'iders. 

Methods 

12. I The Legislature should convene a panel of 
stakeho Iders representing Cal iforn ia 
pharmacists. healthcare providers, conSLlmer 
groups. payers, healtli plans and other 
perspectives to hold a series of public 
and issue recommendations addressing the 
reimbursement of pharmacists for non
dispensing services. 

Reimbursement for medication consultation 
should be based on standards of care 
recommendations and discussion under Goal 4). 
If such standards have not been adopted at the 
time that the panel is convened, then the panel 
shou Id make recommendations to the California 
Board of Pharmacy about development of the 
standards. 

In considering recommendations for 
reimbursing pilarmacists for patient medication 
consultations, the panel should factors 
based on patient-specific information, 
including, but nollilllited to time spent 
providing the consultation or of the 
COIlSU Ita1 ion (the number of med icat ions taken 
by the consumer. the consumer's compliance 
challenges. language. literacy or translation 
needs. or patient diagnosis). Additiom!lly. the 
panel should take into clccuunt the must current 
thinking on this subject frolil relevant 
or national entities sllch as the LJS Centers ['m 
Medicare and Medicaid Services. ()uDI 
Improvement OrganizLltions. and perl inent 
pclyer and provider organizations. 

,\IF f_!(j(!.~I\/(diC({/i()17 /Jrur. C
, I)(/}w/ I\(!, 



EC iON UI: AP END~CES 


Appendix A: Panel Meeting Dates and Speakers 


The IvlL:dicLlliun Lnor:, IJ,wel he lei 1~ in SaCrUInenlO. the!irs! on M(l~ anel tht last Ull Nuvember J (). 2()O(). 
Prestll\(ltiuns were nl~lele w Lhe pam:1 h~ perSOlE listed belm, un lllt' delle:, ind icaled, 

Senatur .Idckie . Panel Chair allCl AUlhur of SCJ<' Lll) 


Sellator Sam AanesU,ld. Panel Member 

" 	 Lynn Rulston, CE,O of CA Pharmacists Association 


Rubert MacLaughl in. and Term Care. Senate Health Subcomm itlee 

John Ciilman. Assembly Health Committee 

Dcl\Vll Adler. Office of Assem blymem bel' Karneue 

Sang-ick M.D .. San Ivlateo County Medical Cl::~nter 


fI Michael J. Negrete. Pharm.D .. PharmaC) Foundation of CA 

May 19 
Q} Eleanor M. R.Ph .. Ph.D .. Health Sciences Clinical Professor anel 2004 - 2()05 Presidential Chair. UC 

San Francisco School of Pharmacy 
Patri cia Executive DirectoL Board of 

~ 	 John Gallapaga, SmartRx for Seniors 
iii Lisa Chan, Office of 	 \Vilma Chan 

JLll1e 2 
II) Jv1ichael Cohen, R.Ph., MS, FASHP, founder of the Institute for Safe Medicati on Practices (I SMP) 
CI' Patricia Flarris. Executive Director, CA Board of 

Dave Execlltive Director. CA Medical Board 
a Dr. \Villiam Soller. PhD, Executive Director, Center for Consumer Self... Care, of CA. San 

Francisco 

June 16 

e Bill C. . Professor, Pharmacy Care System, Auburn University. Alabama 


, Pharrnac) Prufes~;ional Services . CUl'porat iun. M inJlc~~oll.\ 

.June 30 

@ Victorii:l Berrnudc7.. FZI'~. CAN urses Association 

Lori Hack. Interim ('[0. CA Regiuntll Health InfulTllatioll Orgalliz(ltioll 


III Sharoll YUUlllllllS. J>harlll.JJ. MPH. j>r()f'cs~)ur ofClilliGl1 J>harlll(lCY. Lilli of C·/\. San frtll1cisco 

/\ UgLlst 1 J 

Dr. Ui Lilly. and U.S. Food and Drug /\cilllini:;lratiulJ rr rdciernark FUCLlS Ciroup Ml'Il1\,cr 

Hc,lItllc,IIT Associatioll 

Da\' id M urpb) . 
CtllTllCllcl (iu! icrnJ. LUllietra 

Peler BUlllllCIlOl. I~UlllC1T(.1. Electrunic l!callil Rl:curc]:, lmpitlllclildti()11 CUI1;..ululnl 

 

I!J David Murphy, 

jl alii hH} \'ilC Prcsident. Chicl [v1t:dicai lnfDrJlIaliuJ] Ufiiter. Fdi(l ito fv1(:;clit~li FOLIliel'lliuli. \uller 
Hcalth 

http:J>harlll.JJ


• 	 Sw.,an L Ravnan. Pharm D.. AS:"(lcicnc Professor. Universil~ of The Pacific Thomas.l. School uf 
PhanTlac) and Health Sciences: CA of Health Pharmt:1c ists \It' 

15 
• 	 Roben Friis. PhD. California Slate Universil) Beach. Departmenl of Health Sciences Chair. and 

American Public Health Association Southern California Chapter President 
• 	 Gurbincler Sadana. I'v10. FCCP - Director of Critical Care Services. Pomona Valley Hospital Medical 

C'enler: California Medical Association representative 

September 29 
Panel COllllTlinees v/ork of drahing recolllmendations for final report 

Oclober 13 
I1/; J Kevin Gorospe. Pharll1. D.. eh Mecli-Cal Pharmacy Policy Unit 
.. Loriann De Martini. Pharl11.D .. Chief Pharmaceutical Consultant, Licensing and Certification Divisioll. 

Department of Health Services 

November :2 
(p Senator Jackie Speier. Panel Chair, met with the Panel to discliss major issues. and Panel's progress on 

developing final recommendations 

November 16 
o 	 Final of the Panel to discllss recommendations 



Append~x B: 	 Prior Legis~ative Efforts to Address 
fV1edication Safety 

The lui 	 rt'le\,tl11 [0 the uhjectives uJ The Panel has been enacted: 

el SB ) beCLlllll:' law in 20(JU and 1u estal.jlish CJU2tli1) aSSUrl:t11ce prugranl:-C to 
reduce of IllCdiccltiol1 C:Trurs. phlllTnaC) is required tu helve a system c.llid 
asses~)jJlg error:) so thalthc pruptr steps can be taken to reduce lhe challce Ule! reOCCLlITence. It e;\empl:, all) 

cJUCLll11ClIls b) the progralll froIn discuvcr) pruceed 

" 	 SB 187) ( 2U(J(). hospitals and centers 10 develup ITledicaliull errOl reductioll plans 
and subrnil the plans tu the of Health Services. in order f(.)r health fClcilil) or clinic 10 ohwin Cl 

license it rliLisl cumplete C1 plan 1u eliminate or substantial I) reciuce medication error by 2()CJ). 

@ SB 29:2 ( 2003. labels un pill bottles 10 include a vvrinen on of the 

bed. including its color, shLlpe. anci any idenliJlcalioll code on the l.ablct~ ur 


bill initially sought to have a color of the pill or tablet printed on the bottle label.) 


$ 	 SB 15] (BLlJion). 2004. thai tamper-resistant forms be used for nearly all wriflel7 

prescriptions for controlled substances (Schedules 11-\1). This pre-printed and numbered form must contain at 
least ten features and replaces the Schedule 11 triplicate prescription forms. Pharmacies ITlust repmi 
Schedule III prescriptions to tbe CURES program. 

There \vere six bills before the legislature during the 2005-2006 session that had relevant to medication 
They were the foIIO\,.."ing: 

f11 	 AB 71 (Chan) would have establisbed the Office of the California Drug \\/(1tch to administer a 
database of information about the safety and effectiveness of highly advertised prescription The 
database \,.."as to inclucie reports of adverse drug reactions (ADRs) \,.."bich would have been accessible to llei:tlth 

and the public. This bill is inactive. 

il! AB 657 (Karnet1e) would have required that the purpose or indication o1'a medication be listed on the 
prescri ption label if a prescriber had written it on the prescription. This bill is inactive. 

~ 	 SB 130 I lind S13 380 were both introduced by Sena1e Elaine Alquist ill 2005. SI3130 I \;\'i:J.S chap1ered 
29.2006 ancl requires acute care facilitie~; 10 repurt ADRs to the Departmen1 of Health Services 

\~/ithill five urtile occurrence. SB J80 originally contained a IllClllciaUJr) rcquircrnent to the 
federal Foud cllici Administratiun ('or all serioLls ADRs. hut wa~) anlendccl to cldclress (t nOIl-relclted issue. 

fI SB J29 (Cedillo) 2005. wuuld have cstablisllccllhc Ctilifornia Prescripticlil anci FITecliveness 
CUIllIn issioll withilllhc California Hcalth and Hurn~ln Serviccsfhe Cummission would 
assistdm:e from a Ull il uf the Un ivers it) uf C,li ifuril ic.i (lIlel he a rcpv)itury uf ill i'orlllatiun abuut 
drug llm] l'llcctivcncss. In )'ehrul.Ir) 2(J()(). (hi.'; bill WLiS returncd tu ufScnale pursLluIll10 
.Iuin! Rule' Sf). 

ill AU _ (II-online]") 2(J()S. \\(lLlicl have csL;.lhlislll'el the ]\ltienl ~lIld j\l'vil'\\ Cl rallSparCIIl') /\cl ill 
urder t(ll:~IIS11IT tlw! illlolTllcltiul1 ciiniclillridb Df I(JI! i~, ~.l\aill:lhle [ollle puhlic. 

i~ll1:':. LInd re:,cdlehers. (ill .ILlI1Uar) :; I. 2UU(,. thi:· bill died un Lhe inactive file. 

http:ehrul.Ir


P1IJeSCIIJ iptiol1 for IJ11pr01Ji11g PCltieJlt Sa}cet)i c& 


Acldressillg n1edicatiol1 Errors 


The 1\1edic.ation Errors Panel Report 


Pursuant to California Senate Concurrent Resolution 49 (2005) 


About the J\1edicatioI1 Errors Panel: 

IZecognizing the significant and growing public healtb concern of medication errors, in 2005 Senator Jackie Speier 
authored Senate Concurrent Resolution (SCR) sponsored by the California Pharmacists Association. This 

ution, adopted September] 4,2005, called for the creation an expe11 panel to study tIle causes of medication 
errors in the outpatient sening and to recommend changes 10 the healthcare system that would reduce errors 
\..CUL"_'''''''''L.'__ '-' with prescription and over-the-counter medication use. 

The Medication Errors PaneL, assembled in 2006, consisted t\-\lO Senators, two Assembly members and] 3 
persons representing academia, consumer advocacy groups, health professions (medicine, nursing, public health and 
pharmacy)" healtll plans, the pharmaceutical industry, and community pharmacies. Throughout 2006, Panel 
members gave a tremendoLls effOJ1 to this study and met at the state capitol] 2 times to bear and discuss 
from 32 invited speakers who included many widely respected state and national leaders in the fields pharmacy 
practice, medicine, medical technology, healthcare regulation, academia, and the pharmaceutical industry. 

The fol1ov./ing is the Execubve Summary of the Panel's repOli complete ,vith its consensus recommendations. 

The Problem of Medication Errors 

A medication error is any preventable event occurring 
in the medication-use process, including prescribing], 
transcribing, dispensing, using_and monitoring, thqt 
results in inappropriate medication llse or patient 
harm. These errors and t11eir consequences present a 
significant public l1ealth threat to Californians. 

\V11i1e most consumers and bealthcare providers do not 
often associate poor health outcomes \vith adverse 
drug events - freq uently the result of med icatiol1 errors 

the human and financial costs oft11e problem are 
staggering. 

The most recent estimate costs associated \vith 
clruu-related morbidity and mortality in the US 
exc~ecls $177 billioll j)er year. 2 Alll~zi this 
amount is ificantly greater than the allloLlnt 
(Jcllledly Oil prescription drugs during the same 
year. In terms of patient harm, the lnslitute of 
Medicine that at least 1.5 mill Americans 
are injured or kil1ed each year by medication 

tllese figures to ifornia 
tha1 011 an allnLlal basis. the problem costs OLlr 

state $17.7 billion and causes harm to i 5U.OOO 
Cal ifornians, 

Perhaps the most conceming aspect of these errors is 
that the tremendous human and financial costs are not 
the result of some serious disease:. but rather, \vel1
intentioned attempts to treat or prevent il1ness. 

Reducing Errors through a ·'Systems Approach'~ 

Testimony provided to the Panel indicated that etTorts 
to address errors are best targeted not at a particu lar 
group of individual "\t\/rong c1oers,)~ but rather at faulty 
systems, processes, and conditions that either lead 
people to make 111 istakes or fail to prevent them. 
Consequently the Panel tool\ a "systems approach" for 
studying the problem and developing ils 
recomm en dati ems. 

AfLer spending considerable time examining each pari 
of the med ication-use process - prcscrib ing: 
dispens in g: (adm i 11 isteri nglse If.. admi Jl isteri 
and mon iLori ng - and the' ips of each 
component the Panel identified four key med icaLiull
llse processes and three stakeholder 
groups wh icll as the focus of 
reCOlll 111 en dati on s. 

,)CN -IC) rl(){)5J ,1'ieciicUlion ENOl'S Pone! RL'pu)'{ E.<:C'clIl1vc SIlI7lJ71C11T 1/1.'1\' Ihe /11 I! rcporl Cli \\'\\'\\ .flledlcOII ()II Error,\ 



Key Processes and Stakeholders 

The four key processes which the Panel believes could 
be better designed to reduce and prevent medication 
errors are those related to: 

1) 	 The transcription and transmission of 
prescriptions (i.e. the methods prescribers use to 
document a prescription order and cOlrununicate 
that order to the pharmacy where it will be filled). 

2) 	 The education of the consumer regarding the 
purpose of the treatment, the effective use of the 
Inedication, and the monitoring of signs and 
sYlnptonlS that Inay indicate efficacy or toxicity. 

3) 	 Healthcare provider payments and incentives 
which can directly or indirectly influence 
providers to pursue behaviors designed to reduce 
medication en-ors. 

4) 	 Healthcare provider training and licensure 
which could foster a better understanding aInong 
providers about the seriousness of medication 
errors and the behaviors to adopt that will reduce 
theln. 

The three key stakeholder groups which the Panel 
believes will be critical in affecting the necessary 
changes to these processes are: 

1) 	 Consumers and consumer oriented 
organizations such as the CalifoTIlia Department 
of Consumer Affairs; advocacy organizations 
(e.g. i\ARP, American Heart Association); 
comInunity-b~sed qrga!lizations; .and private and 
public foundations. 

2) 	 Healthcare providers and related 
organizations such as acadelnic institutions, 
professional societies and advocacy groups, and 
provider Ucensing/oversight Boards. 

3) 	 Healthcare purchasers, payers, regulators and 
related organizations such as the State of 
Califo111ia, its Department of Health Servkes and 
the J\1edi-CaJ program; private purchasers of 
health care such as employers; COll1mercial 
insurance companies which administer health 
benefits for both public and private sector 
purchasers; the Califo111ia Departments of 
Insurance and Managed Health Care ,vhich 
regulate these insurance cOlllpanies; pharmacy 
benefit managers which focus specifically on the 
administration of pharmacy benefits; and of 
course, the Legislature and Administration oftlle 
State of California which possess the potential to 
inf1uence and/or establish accountability for these 
groups. 

Based on the analysis of these four key processes and 
three key stakeholder groups, the Panel developed] ] 
consensus recOlllmendations within five subject areas, 
and a twelfth recommendation to further consider and 
address issues that went beyond the scope of the 
Panel's purpose. 

Reconlmendations 

A. 	 Communication Improvements, with an 
emphasis on improving the quality and 
accuracy of comlllunications between 
prescribers, pharmacists and patients. 
Specific recommendations are: 

1) 	 Improve legibility of handwritten 
prescriptions, and establish a deadline 
for prescribers and pharmacies to use 
electronic prescribing. 

2) 	 Require that the intended use ofthe 
medication be included on all 
prescriptions and require that the 
intended use of the medication be 
included on the medication label unless 
disapproved by the prescriber or patient. 

3) 	 Improve access to and a'wareness of 
language translation services by 
pharmacists at community pharmacies 
and encourage consumers to seek out 
pharmacists who speak their language 
and understand their cultural needs. 

4) 	 Promote development and use of 
medication packaging, dispensing 
systems, prescription container labels 
and written supplemental materials that 
~ffectively comnnmicate to consumers 
accurate, easy-to-understand information 
about the risks and ben~fits of their 
medication, and how and where to obtain 
medication consultation from a 
pharmacist. 

B. 	 Consumer Education to increase consumer 
awareness regarding the proper use - and 
dangers of misuse - of prescription and over
the-counter medications. Specific 
recOllln1endatjons are: 

5) 	 Identffy and disseminate i7?formation 
about best practices and effective 
methods for educating consumers about 
their role in reducing medication errors. 

6) 	 Establish an on-going public education 
campaign to prevent medication errors, 
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targeting outpatients and persons in 
com.munity settings. 

~) 	 Develop implement TO 

increase the involvement ofpublic and 
private sector entities in educating 
conSl1mers aboUT impro"ving medicaTion 
safety and effectiveness. 

C. 	 Pharmacy Standards and Incentives, with a 
focus 011 information and medication 
consultations given by pharmacists to their 
patients as a lTI.eans of educating consmners 
about drug safety. Specific recommendations 
are: 

8) 	 Help ensure quality and consistency of 
medication consultation provided by 
pharmacists within and among pharmacies. 

9) 	 Establish standards for Niedicatio71 
Therapy 1I1anagement (lllfT},1) programs 
and create incentives for their 
implementation and ongoing use by 
pharmacists and other healthcare 
providers. 

D. 	 Training and Education for Healthcare 
Providers on various llledication safety 
practices. The specific recomlnendatiol1 is: 

J0) 	 Create training requirements for 
pharmacists and other healthcare 
professionals that address medication 
safety practices and related programs, 
including medication consultation and 
medication therapy lnanagement programs. 

E. 	 Research, with a focus 011 obtaining 
infonnatio11 about the incidence, nature, and 
frequency of medication errors in the 
cOlnnlunity setting. The specific 
recommendation is: 

j 1) 	 Eswblish and SUppOrT ejjons lO collecl 
data regarding the nature and prevalence 
ofmedication errors and prevention 
methods for reducing errors, especially 
focused on persons at high risk for 
medication errors and on community, 
ambulatory and outpatient settings. 

111 addition to these five subject areas, the Panel 
identified a sixth that needs to be addressed but \vhich 
it determined was beyond its scope. This issue relates 
to the many obstacles that phanl1acists face in 
providing drug consultation to their patients which 
enC0111passes a variety of factors such as Inanpower 
shortages and the lack of payment systellls to cover 
the time and expense associated with these tasks. 
Before additiona1 duties can be imposed on 
pharmacists practicing in outpatient settings, the 
Panel recognizes that these issues must be addressed. 
Therefore the Panel put forth a twelfth 
reCOn1l11endation: 

J2) 	 Convene a panel ofstakeholders to 
identify and propose spec~fic actions and 
strategies to overcome barriers to 
qual~fzed pharmacists being recognized 
and paid as healthcare providers. 
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Fred S. Mayer, R.Ph., M.P.H. 

President, PPSI 


Thank you for inviting me to testify in today's Legislation and Regulation Committee and 
the Communication and Public Education Committee meetings. 

1 am Fred Mayer, R.Ph., M.P.H., President of Pharmacists Planning Service, Inc. (PPSI) a 
501 C (3) nonprofit public health, consumer, pharmacy education organization. I have 
been a practicing pharmacist for over fifty years licensed in the State of California. I am 
also Past President of the California Public Health Association. 

I would like to spend my time in responding to what needs to be done to fix the prescription 
error issue. There are four basic pieces of legislation which CPhA would like considered as 
a packet for fixing the 150,000 errors and deaths which have been documented by SCR 49 
(Senator Jackie Speier), Prescription Error Study, as follows: 

The four bills that concern the label and the labeling process are: SB 472 Corbett (label 
requirements), whic.h PPSI is in favor of; AB 1276 Karnette (prescription containers and 
labels) which PPSI is in favor of; AB 1399 Richardson (prescription labels), which PPSI is 
in favor of; and AB 851 Brownley (informational inserts), which PPSl is in favor of. The 
other bill we should discuss is SB 966 by Simitian, which is a great idea but must be done 
carefully and done right. 

PPSI's concerns, which were articulated to the California Board of Pharmacy in its 
November 30,2006 testimony and again on December 13,2006 to the Medicare Consumer 
Advocacy Group and to CMS at that same meeting, are as follows: 

1. We've gone from 2 billion prescriptions in 2003, to 4 billion prescriptions in 2007. This 
is an overload on pharmacists. 

2. The California Board of Pharmacy, under President Tom Nelson and Sandra Bauer, 

determined that pharmacists' counseling could eliminate 50% of all errors. 


3. Since many PBMs, PDPs, HMOs and managed care organizations require a 30 day 
supply only for pharmacists, this must be changed for all maintenance drugs to a 90 day 
sunnlv lhrllllcrh )p(Tld<:>t'I"\"" 1 
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4. This would reduce the 4 billion prescriptions back to 2 billion and make time available 
for pharmacists to counsel, look at the computer screen and do cognitive services. 

5. A few years ago, NACDS put out a White Paper on how pharmacists spend their time 
in the workplace. Approximately 73% of the pharmacists' time is spent on processing 
orders and prescriptions, 9% on managing inventory, 5% on processing pharmacy 
administration claims and 13%. on other miscellaneous activities (Exhibit 1). 

6. It has been documented there are over 700,000 prescription, OTe and herbal errors 
where patients need to visit hospital emergency rooms. (Exhibit 2) This could be fixed by 
legislation to reimburse pharmacists for counseling patients. 

7. 107,000 folks are dying per year (Lucien Leppe, M.D. Study from Harvard) from 
taking the wrong medicine, switching drugs and in general failure to counsel, etc. 
(Exhibit 3) 

8. At the November 30th Board of Pharmacy hearing, PPSI proposed twelve issues to 
reduce prescription drug costs. We have not seen anything come out of this November 30th 
hearing. We have presented much of this material again today (Exhibit 4). 

9. In order for the number of prescription errors to be reduced, we must have 
transparency by PBMs, PDPs, HMOs & managed care organizations on how drug 
products are being selected for theirformularies. This is especially important for the 
43 million Medicare patients who are being switched from Rx to Rx, depending on 
kickbacks and rebates from the drug companies causing mass confusion in the marketplace 
(Exhibit 5). 

10. Evidenced-based medicine and P & T Committees must be mandated. The Califol-nia 
Board of Pharmacy must put new legislation into place and CPhA in order to give patients 
and consumers the best medicine available based on evidenced-based medicine and not 
what is best for the corporate bottom line. 

11. There is no one in charge of oversight of the PBMs, PDPs, HMOs, & managed care 
groups, including eMS. SOMEONE HAS TO HAVE OVERSIGHT AND BE WATCH 
DOGS FOR THESE FOLKS WHO ARE RAPING THE PUBLIC (Exhibits 6 - 7 "Medco 
Fined $155 Million by Federal Government"). 

12. PPSI has petitioned FDA and FTC regarding print size of the direct-to-consumer 
advertising as the print size is so small on DTC, it is referred to as "mouse print", it is 
illegible and unreadable. 

13. Black box warnings for 80 prescription drugs must be kept out of the kiosks. 
Pharmacists should be mandated to warn all patients per FDA black box instructions about 
these medications, side effects and adverse drug issues. 

Thank you for allowing me to testify at the Legislation Regulation and the Communication 
and Public Relation Committee meetings. 

2 



---

2007 Prescription Drug Labeling: pendlng legislation 
Bill # Author Description Sponsors 
AB 851 1Brownley Would require phannacists to include a large print jnsert when dispensing 

medications that pose a substantjal risk when taken \vith alcohol, other
I medications, or other over-the-counter drugs. Notes: There is a lack of 

J 

information on concordance in warning labels. Experts view warning 

labels as a~roblem with serious implications that should be regulated. 


AB 1276 
 Kamette Would require that the intended purpose of a prescnption drug be printed Last year: 
on the label if the presctibing agent indicates the intended use on the California Senior 
prescription order form. Notes: Ran last year as AB 657, and was Legislature 
supported by CA Pharmacists Association and sponsored by CSL on the 
grounds that printing the intended use of the drug would help to reduce 

:...v medication errors. Opposed by CMA last year on the grounds that 
printjng the intended use would put a patient's privacy at jeopardy. 
Current statute provides that the conditiotll>e included on the label if I 

. - - .; -1--;... . .. I requested by the patient. l 
AB 1399 Richardson Would reqillre a prescription drug label to be readable by an assistive Possibly: National 

listening device if requested by a blind 'or visually impaired patient. Fede~n of the 
Notes: There is debate in ,the visually impaired community regarding the Blind 
effectiveness and usefulness of assistive listening devices. Other 
advocates for the visually jrnpaired are concerned that this bHl would 
mandate the type of technology pharmacists can use when printing labels 
and hinder phannacists. 

SB 472 Corbett Would standardize the format of prescription drug labe1s and provide that Gray Panthers, 
the label be able to be translated into another language ifrequested by the LCHC, Senior I
patient.Notes: OuRX members co-sponsor bill. Action Network 





SB 472 provisions on process, non-language standards, and implementation 
Process 
A prescription drug label panel shall be appointed to work with the Board of Phannacy. 
The panel shall be appointed by the Speaker, the Senate President, and the Govemor_ 
Each shall appoint five. A majority of their appointees shall be from groups representing 
seniors and groups representing those with special issues regarding language and cultural 
competency in the use of prescription drugs. 

To work with the pane1~ the Board ofPhannacy shaH delegate its members as it sees fit. 
The Board of Pharmacy shall staff the panel. 

Legibility and safety standards 
On the recommendation of the panel, the Board of Phannacy shall adopt a standardized 
label for prescription drug containers. 

The label shall be developed so that it: 
(a) 	It is readable for prescription dntg users. 
(b) 	It describes the contents of the container so that prescription drug users with a 4th 

grade reading level ca.n understand it. 
(c) 	It displays necessary information about properly taking the containers' contents so 

that prescription drug users with a 4th grade reading level can understand it. 
(d) It displays mandated warnings about the containers' contents so that prescription 

drug userS with a. 4th grade reading level can understand it. 
(e) A translation or interpretation of the directions for usc can be obtained at the 

pharmacy dispensing the drug. 

The panel shaIl also provide that the implementation of the standardized label shall be 

affordable for independent pharmacies. 


Implementation 

The panel shall begin meeting by October 1, 2007. 


The Board of Pharmacy shall adopt a standardized label by September 30, 2008. It shall 

report to the appropriate committees of the Legislature on that date. 


California phannacies shall begin using the standardized labels on January 1, 2009. 
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Mistakes sicken, kill 150,000 in state; 
steps urged to cut confusion over drugs 

By Steve Geissinger 
MediaNews 

SACRAMENTO - Medica
tion errors sick~n or kill 150,000 
Californians, and cost m'or~ than 
$17billion annually, says a year
long study by a new state board, 
created under a Bay Area law
maker's bill. 

The Medication Errors Panel 
issued a dozen suggestions' to 
reduce confusion over prescrip
tions, which leads to patients 
taking an incorrect medicine 
that can sharply worsen their 
condition or taking different 
kinds 'oipills that should not be 
combined and cause dangerous, 

unintended side effects. 
The problem is standing out 

now more in communities ~ be
tween doctors, pharmacies and 
patients than it once did in 
hospitals, which are operating 
under new, strict laws. 

Gov. Arnold Schwarzenegger's 
aides poirited to the report, re
leased Tuesday, as furt~er jus
tification for his health-care 
reform proposal,. which would 
guarant~e health care for every 

uninsured Californian. Officials 
said some change~' - simply get
ting all physicians and pharma
cies to electronically transmit 
prescriptions - already ate part 
of the governor's p'togram. 

"It's really an outrage that 
actions, such as those recom
mended by ,.the panel, have not 
already been take~;" said former 
Sen. Jackie Speier" a Peninsula 
Democrat who sponsored the 

See Medication; page A5 

: Study says mist~keshave causid iPness, d~aths 

J1

From page Al 
. . . ~ .. 

bIll.to, es~abhsh the panel for t,he, 
C:ahfornla PharmaCIsts Assocla ~ 
tI~? . .. . 

The re~ommendatlOns. wIll 
save the lIves .. of thousands of 
California~s ahd~hou!d be,in
corporate1lnt? legl~la~lOnwIth-
out delay, SpeIer saId In a state
ment. .. 

The panel, mad,eup largely of 
medical experts; held 12 hear
ings where they Heard from doc
tors, pharmacists, government 
regulators and others. 

The medical error board's 
other suggestions include add
ing the purpose of a drug to the 
bottle label, bett~r educating 
consumers, urging patients to 
listen to advice about potential 

drug conflicts, providing better 
training to pharmacy workers 
and bolstering government over
sight. 

Sen. Sheila Kuehl, a Santa 
Monica Democrat who cllairs 
the Senate Health Committee 
vowed to work toward Il?-aking 
the suggestions into law. . 

Kuehl said that even "sImple 
mistakes" can have "devastating 
consequences," especially those 
involving children. 

Representatives of seniors' or
ganizations said the same is true 
for the elderly. 

In the spirit of the panel's rec
ommendations, Sen, Ellen Cor
bett, D-San Leandro, already is 
sponsoring SB472, which would 
require pharmacies to issue la
bels in the patient's language and 

, . ~\ -', 'I'
regulate . th~ size of printing on
pill bott1e~~ . '\' 

"Approx:~mately 46 perce,t)t of 
American adults cannot uifder
s~and t.~:~.::.!.l~b~lo.n.• their pre~.:,.,~.,·.·fI..,.hp_
hon m~(hCa~lOn~,~ accord181 to 
Corb~ttr~legislatlOn. . :,~~, 

"NiIl~;ty percent of Medicare 
patients take medications.!. for 
chronic conditions and ne~rly 
one-half of. them take five or 
more different medications," 
Corbett also says in her bilL" 

The panel's report this week 
came as a group that sets span
dards for the drug industry fop.nd 
young children are the most 
,likely victims of medication mis
takes nationally and a nonprofit 
foundatjon unveiled a Web site 
where patients rate hospitals.. 

It also came as Schwarzeneg

ger is working toward approvlil of 
a wide-ra~ging universal h~alth 
care proposal. 

The governor already' has 
8igne~ al!e. xecutive or,der aim~d 
at achIevIng, complete ele~tronlc 
health data exchang~s In the 
next decade, aides said. 

"No Olle should suffer from 
errors in the improper prescrib
ing, dispensing or use of medica
tion, or suffer from unnecessary 
health care-acquired infections," 
said Kim Belshe, the secretary'of 
the Heath and Human:Services 
Agency. 

"For this reason, Gov. Schwar
zenegger's reform proposal calls 
tor dramatic change to prevent 
not only medication errors, but 
medical errors as well,~ she said 
in 'a statement. 
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By Steve Geissinger 
MediaNews Sacramento Bureau 

\CRAMENTO - Medication errors sicken or kill 
00 Californians and cost more than $17 billion 
. ally, says a year-long study by a new state board, 
:ed under a Bay Area lawmaker'S bill. 
le Medication Errors Panel issued a dozen sug
ons to reduce confusion over prescriptions, 
h leads to patients taking an incorrect medicine 
!an sharply worsen their condition or taking dif
t kinds of pills that should not be combined and 
! dangerous, unintended side effects. 
.e problem is standing out now more in commu
; Medication, Back Page 

Medication errors targeted in report ... 

II Continued from Page 1A 

nities - between doctors, pharmacies 
and patients - than it once did in hospi
tals, which are operating under new, 
strict laws. 

Gov. Arnold Schwarzenegger's aides 
pointed to the report, released TUesday, 
aSifurtherjustifiGation for his health~ 
G~r~Of'efotIn proposal, which would guar-' 
antee·'health care for every uninsure.d 
Californi:an. Officials said some chan~es 
-simply getting all physicians and phar~ 
macies to electronically transmit pre~ 
scriptions - already are part of the gov
ernor's program . 

"It's really an outrage that actions, 
such asthose recommended by the panel, 
have not already been taken," said for
mer Sen. Jackie Speier, a Peninsula 
Democrat who sponsored the bill to 
establish the panel for the California 
Pharmacists' Association. 

"The recommendations will save the 
lives of thousands of Californians and 
should be incorporated into legislation 
without delay," she said in a statement. 

The panel, made up largely of medical 

experts, held 12 hearings where they 
heard from doctors, pharmacists, govern
ment regulators and others. 

The medical error board's other sug
gestions indude adding the purpose of a 
drug to the bottle label, better educating 
consumers, urging patients to listen to 
advice about potential drug conflicts, pro
viding better training to pharmacy work
,ers and bolstering government oversight. 

Sen. Sheila Kuehl, a Santa Monica 
Democrat who chairs the Senate Health 
Committee, vowed to work toward mak
ing the suggestions into law. 

In the spirit ofthe panel's recommen
dations, Sen. Ellen Corbett, D-San Lean
dro, already is sponsoring SB472, which 
would require pharmacies to issue labels 
in the patient's language and regulate the 
size of printing on pill bottles. 

"Approximately 46 percent of Ameri~ 
can adults cannot understand the label.
on their prescription medications," 
according to Corbett's legislation. 

"Ninety percent of Medicare patients 
take medications for chronic conditions 
and nearly one-half of them take five or 

 

more different medications," Corbett 
also says in her bill. 

The panel's report this week came as 
a group that sets standards for the drug 
industry found young children are the 
most likely victims of medication mis
takes nationally and a nonprofit founda
tion unveiled a Web site where patients 
rate hospitals. 

It also came as Schwarzenegger is 
working toward approval of a wide-rang
ing universal health care proposal. 

The governor already has signed an 
executive order aimed at achieving com
plete electronic health data exchanges in 
the next decade, aides said. 

"N0 one should suffer from errors in 
the improper prescribing, dispensing or 
use of medication, or suffer from unnec
essary.health care-acquired infections," 
said Kim Belshe, the secretary of the 
Heath and Human Servi}!es Agency. 

"For this reason, Gov. Schwarzeneg
ger's reform proposal calls for dramatic 
change to prevent not only medication 
errors, but medical errors as well," she 
said in a statement. 
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Health Research Group 

Adverse Reactions to Cough and Cold Meds Sent 
1500 Babies to the Emergency Room in 2004, 2005 

T he Centers for Disease 
Control and Prevention 
(CDC) found that children 

under age 2 are at risk for illness or 
even death if they are given 
prescription or over-the-counter 
cough and cold n1edicine. 

More than 1,500 children under 
two were treated in emergency rooms 
across the United States for overdoses 

» 	and other adverse reactions associated 
with the use of cough and cold prod
ucts in 2004 and 2005, according to a 
new CDC report that was published 
January 12 in the agency's weekly 
newsletter, Morbidity Mortality Weekly 
Report. The CDC report is available 
online at http://www.cdc.gov/ 
mmwr/preview/mmwrhtml/ 

mm5601a1.htm. 
In the report, the CDC made the 

following recommendations about 
administering cough and cold 
medications to children under 2 
years of age: 

Caregivers and clinicians should 
be aware of the risk for serious 
illness or fatal overdose from 
administration of cough and 
cold medications to children 
aged [less than] 2 years. 
Caregivers should only adminis
ter cough and cold medications 
to children in this age group 
when following the exact advice 
of a clinician. Clinicians should 
be certain that caregivers under

stand 1) the importance of 
administering cough and cold 
medications only as directed 
and 2) the risk for overdose if 
they administer additional 
medications that might contain 
the same ingredient. Caregivers 
should always inform their 
health-care providers of all 
medications they are adminis
tering to a child. 

In response to this report, the 
CDC and the National Association 
of Medical Examiners (NAME) 
investigated and identified three 
deaths in infants under six months 
of age. Coroners or medical examin

continued on page 18 
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COUGH AND COLD MEDS, 
from page 17 
ers determined that the cause of 
death in the three infants was inges
tion of cough and cold preparations. 

The three infants who died 
ranged in age from 1 to 6 months. 
They all had high levels of the nasal 
decongestant pseudoephedrine 
(SUDAFED) in their blood. (We list 
pseudoephedrine as a Do Not Use 
drug for children and adults 
because it can raise heart rate and 
blood pressure.) 

Two of the infants received a 
single pseudoephedrine-containing 
drug, one prescription and one 
over-the-counter. The third infant 
had been given both a prescription 
and an over-the-counter cough and 
cold combination drug - each 
containing pseudoephedrine - at 
the same time. 

Both of the infants who had been 
given a prescription had ingested a 
drug containing the antihistamine 
carbinoxamine. 

There were also detectable blood 
levels of the cough suppressant 
dextromethorphan and acetamino
phen (TYLENOL), the popular pain 
and fever reducing drug, in the two 
infants who received over-the
counter medication. 

The CDC made its estimate of 
emergency room visits with a nation

al tracking system called the National 
Electronic Injury Surveillance System 
- Cooperative Adverse Drug Event 
Surveillance (NEISS-CADES). This 
system was developed by the CDC, 
the Food and Drug Administration 
(FDA) and the Consumer Product 
Safety Commission to estimate the 
number of patients who visit emer
gency rooms annually because of 
adverse drug reactions. 

Experts: Cough and cold 
medicines could put kids at 
risk 

These findings should not come---' 
as a surprise - there have been 
multiple official statements regard
ing cough and cold management for 
children during the past decade. 

In 1997, the American Academy of 
Pediatrics issued a policy statement 
advising that parents should be told 
that efficacy of the cough suppres
sants codeine and dextromethor
phan in young children was 
unproven, and that there is a poten
tial for adverse drug reactions. 

In 2004, a systematic review done 
by the highly regarded Cochrane 
Collaboration, an international 
organization that reviews healthcare 
interventions, examined controlled 
clinical trials of over-the-counter 
cough and cold products. It found 
them no more effective than a place

'~'t< -g'f ! 

bo in reducing acute cough and 
other symptoms of upper respirato
ry tract infection (such as a cold). 

Two years later, the American 
College of Chest Physicians advised 
health professionals to stop recom
mending cough suppressants and 
other over-the-counter cough 
medications for young children 
because of associated adverse 
effects and the possibility of death. 

Small children require 
different doses of medications 

No FDA,..approved over-the-count
er products have dosing recommen
dations for children less than 2 years 
old. Consumers are advised to cons1..ut 
their doctor for this age group. 

Clinicians and health professionals 
commonly extrapolate a dose based 
on the patient's age or weight for 
children younger than 2. Such an 
extrapolation is based on assumption 
- which may not be true - that the 
effects of drugs are sinUlar in adults 
and children. Children are not little 
adults, meaning that they may 
handle drugs in a different way. 

What You Can Do 

The corrunon cold is a mild, self
limiting condition that will resolve 
in about seven days whether it is 

continued on page 79 
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Executive Summary ~ 

(~ 

ur Andersen LLP was engaged to perform an independent study to identify the cost and effort associated with store-based 
harmacy related activities, Funding support was provided by the National Association of Chain Drug Stores (NACDS) 
ducation Foundation, The primary purpose of the study/was to provide an assessment of the time and associated cost of 
3riorming activities, Arthur Andersen LLP was also asked to provide observations and identify opportunities for periormance 
lprovement at the stores. 

summary) 73,0/0 of pharmacy personnel staff time was spent on processing orders and prescripJ.!2.Qs) g% on managing 
ventorYl 5% on pharmacy administration and 13% on other miscellaneous activities, Pharmacists are spending over two
rds (680/0) of their time on these activities. 

c S 

\.0 Amount of Time Spent Per Pharmacy Process 	 Our analysis of the 36 discreet activities associated with 
processing orders and prescriptions suggests that 
pharmacists need only be involved in a few of these. 
We think that pharmacists need to be involved with 
reviewing and interpreting the prescription, assessing 
patients' drug therapy (including drug interactions), 
resolving clinical conflicts, contacting doctors concerning
approvals or prescription clarification, and counseling 
patients about prescription, Pharmacists spend onJy 

31 % of their time on these activities, therefore a 
significant opportunity exists to transfer pharmacist 
time to ancillary personnel, 

Other Health Mise 
Present Rx 	

10.2%
Disease Mgt 12.0% 

1,6% 

M8nage 

Inventory 
 Process Rx 

9,0% 24,3% 

::: .. min & Reg 

:.> 5,3%~ 

Deliver Order 
~ 16,3% Prepare Order 


21,2% 

http:prescripJ.!2.Qs


California State Board of Pharmacy 
1625 N. Market Blvd, N219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVlCES AGENCY 

DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLD SCHW ARZENEGGER. GOVERNOR 

NOTICE OF MEETING and AGENDA 

Communication and Public Education Committee 


Subcommittee on Medicare Drug Benefit Plans 

Contact Person: Virginia Herold 
(916) 574-7911 

Time: 9:30-12 noon 
Date: November 30, 2006 
Place: Department of Consumer Affairs 

FirsfAoor'Hearlng Room - .--. - -
1625 N. Market Boulevard 
Sacramento, CA 95834 

This committee meeting is open to the public and is 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 Candy Place at (916) 574-7912, at 
least five working days before the meeting. Ms. Place can provide further information prior to the 
meeting and can be contacted at the telephone number and address set forth above. This notice 
is posted at www.pharmacy.ca.gov 

Opportunities are provided for public comment on each agenda item. 

M~ETING AGENDA: 

A. 	 Call to Order 9:30 a.m. 

B. 	 Update of Medicare Part D Implementation - How is It Going? 
Comments from Patient Advocates 

C. 	 Perspectives of the Centers for Medicare and Medicaid Services 
For 2007 and Future Program Activities -- Lucy Saldana 

D. 	 Policy and Implementation Issues Specific to California
Teri Miller, California Department of Health Services 

E. 	 Issues Involving Specialized Settings (e.g., Long-Term Care, 
Infusion Pharmacies) 

F. 	 Open Discussiol1 on General Items of Interest for Pharmacies 

G. 	 Public Information Activities in Place or Needed 

H. 	 Adjournment 12 noon 
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purrrccists rbnnirg ~rvce ire. 
101 Lucas Volley Rood, Suite 210 . San Rafael, California 94903 
Tel: (415) 479-8628 • Fox: (415) 479-8608 . e-rnail: ppsi@aoLcorn 

c~()\ 
• O~ ~ ,,~ 

.. f) \\\\ f)~~California State Board of Pharmacy ~rvy (,0'(>.\ ,,::,J;~ 
Subconlmittee on Medicare Drug Benefit Plans f .... e e~ 

November 30,2006; 9:30 a.m.. 12 noo~"'::-7 e6\G:a.~c,e\\''O 00" 
Department of Consumer Affairs \a.~ ~ \) ",'~ 

1625 N. Market Boulevard ra.\\\01~(\eS~'3-\y~\) 'a: ~'i-e\C'l 
Sacramento, CA 9S834 v ~ev \ ~e 

Testimony of Fred S. Mayer, RJ)h., M.P.H. 

}>resident, I'harmacists 1)lanning Service, Inc. (PPSI) 


Meeting Agenda, Item No. G - Public Information Activities in Place or Needed 

Thank you for inviting Inc to testify in today's Communication and Public 
Education Comlnittee of the Subcommittee on Medicare Drug Benefit Plans. 

1 an] Fred Mayer, R.Ph., M.P.1I., I)resident of Pharmacists Planning Service, Inc. 
(PPSI) a 50] C (3) nonprofit public bealth, consumer, pharmacy education 
organization. 1 have been a practicing pharmacist for over fift)' years licensed in the 
State of California. 1 am also Past President of the California Public Health 
Associa tion. 

I ,vould like to spend my time in responding to what needs to be done to fix the 
Medicare Part D system, as follows: 

1. At the American Public Health Association (APHA) annual ,neeting held in 
Boston in November, 2006, PPS} put on a Medicare Part D Workshop (see pp 1) 

2. One of the most glaring problems of the MMA progranl is the failure to have 

unifornl standards for pharmacy practice (see pp 2). 


3. I'harmacy practice for measuring quality and access to pharmacy services was 

adopted January 24, 1997 by CMS (see pp 3-4). Formulary devcloplnent!quality. 


4. Since the MMA has been privatized with no standards we see Medco, one of 

the largest PBMs and one of tbe big four:s} paying a ISS IDillion donar fine to settle 

fraud/kick-back charges, illegal switching of drugs (see pp 5-6). 


5. I)PS] sees illegal activity of PBMs withholding information (see pp 7-10). 

6. The nUDlber one problem that needs to be solved immediately is the lack of data 

::lnd transparency which is not required under MMA. WE ARE TRYING TO FIX 

THIS LACK OF TRANSPARENCY WITH TIlE ENCLOSED FEDERAl. 

REGISTRY TO SUPPORT CMS' EFFORTS T?fIAKE PAR! I? ~ATA 

AVAILABLE FOR RF.SF.A uru Pl.nn. ... ~ _~.t._ -----. . 



7. Failure to have access to the information data and transparency issues results in 
fraud and abuse by the PBMslPDPsfHMOs and Inanaged care organizations. 

8. Example: Dr. David Graham said five widely used drugs are called unsafe and 
should be off the market. (Dr. Graham spoke at the APHA annual meeting - see 
page 11). 

9. These listed drugs are Accutane, Bextra (now off the market), Crestor, Meridia, 
and Serevent. Since most of the PBMsIPDPs, as you can see from the litigation, 
make their money from rebates/kick-backs and formularies, Crestor has now been 
put on many of the MMA formularies even though Dr. Graham said that it results 
in Dluscle-destroying side effects, Rhabdomylosis, and acute renal and kidney 
failure. One of top four, CCRxlPBM, now has Crestor as preferred brand. (ppO 12) 

1O~ What is needed is evidence-based medicine similar to what they have in Oregon 
and also what we used to have under the old lVledi-Cal drug formulary, a P & T or 
formulary committee with some oversight of CMS (see pp 13-14). 

11. Finally, MMA must have a simple process method in order to get "lnedically 
needed" prescription drugs in a timely manner similar to the old Medi-Cal 
"treatment authorization request (TAR)" which is not available. 

In conclusion, we need to do the following: 
1. Adopt standards of practice for the pharmacy profession that has already been 

done. 

2. Give eMS some congressional power for oversight which is presently not 

available. 


3. 	Adopt some measures to get transparencies over the PBMlPDP industry. 

4. 	Get evidence-based medicine (EBM) as soon as possible. 

5. 	Get some "teeth" into the FDA so that they can control the industry. 

6. Pharmacy has gone from 2 billion to 3 billion Rx's per year to now 4 billion in 
2007. We need to fix the 30 day supply system so that all pharmacies are allowed to 
give 90 day maintenance drugs. This will reduce Rx's by 50% allowing pharmacists 
to consult and save consumers/patients' money on co-pays. 

7. 	Finally, 'when all the above five fail, endorse the new Senate Bill SB 840 

to get California citizens universal health care, single payer and healthcare 

for an. 
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Medea Health pays $155 million to settle
fraud, kickback charges 
LINDA A JOHNSON
Associated Press 


TRENTON, N.J. - Prescription-benefits manager Medco Health Solutions Inc has agreed

to pay $155 million in fines to settle fraud, kickback and other charges brought by federal 

prosecutors in Philadelphia in a whistleblower case dating to 1999.

The agreement, announced Monday by Pat Meehan, U.S. attorney for the Eastern

District of Pennsylvania, involves multiple cases of alleged wrongdoing by Medco, the 


nation's No.2 pharmacy benefit manager. The settlement comes nearly six months after 

the two sides announced an agreement in principle shortly ...-----------------before a trial was to begin. 

;-	 ---
"This settlement and others like it represent a sweeping change in the way pharmacy

benefit managers do business," Meehan said in a statement, noting his office reached a

$137......lllillion settlement last year with Medco's biggest c~petitor, Nashville, Tenn.-based 

Caremark Rx Inc. 
~ 

~ 
"Hidden financial agreements between PBMs and drug manufacturers and health plans,

along with the bottom-line pressures of managem. en!, can influence which drugs patients

receive, the price we all pay for drugs and whether pharmacists serve patients with their 

undi~~ded professional judgment," Meehan sai~-" . ----- 

Franklin Lakes-based Medco said in a statement that there was no finding of wrongdoing 

by the company or any of its people, an agreement typical in government prosecutions of 

corporations.

"Even though we did nothing wrong, for our company and our clients it is the right 


decision to put these aged matters in the past," Medco said in a statement. 

Among other charges, Medco was accused of paying health-insurance plans kickbacks to 

obtain their business and of soliQfu:lg kickbacks frmn drug manufacturers to favQrtflelr 

drugs over competitors' producfs, partly by illegally pressuring pharmacists an~
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t9cWuch pr~scriptions. Medco also was accused of destroying patient prescriptions when 
its mail-order pharmades did not fill them as quickly as required by its insurance plan 
contracts. 

Those issues were brought to light by three whistleblowers, Associate U.S. Attorney Jim 

Sheehan said in an interview. One of them was a government informant and the other 

two were pharmacists employed at Medco's Las Vegas pharmacy who told the 
government the operation was poorly run, with prescriptions with the wrong number of 
pills or other problems being shipped to customers anyway. 

To settle those allegations, Medco will pay the government $137.5 million, Sheehan said. 

Medco also must set up a strid program to ensure it complies with all Medicare 

requirements and pharmacy practice requirements, with both an independent reviewer 

and the U.S. Attorney's Office reviewing its records annually for five years, he said. 

Meanwhile, Medco will pay an additional $9.5 mjJliQnlo~other civil charges in a case 

that Meehan's office expects to announce soon, Sheehan said. 

The remaining $8 million will cover a third case, Sheehan said, involving a Medco 

program that helped its health plan clients get reimbursed by Medicare for diabetes 
testing supplies used by retired workers. Medco, which used a third-party contractor to 

run that program, reported problems with it to the U.S. Attorney's Office and ended the 

program, Sheehan said. 

"What their contractor did was to create false documents to get payment from Medicare," 

Sheehan said. 

Medea announced the tentative settlement on May 5, when it reported on its first-quarter 
profit. That quarter, Medeo took a charge of $163 million before taxes, or 32 cents per 

share, to settle multiple federal legal cases. 

The issues covered by the $163 million charge included inflating the drug prices 

government health programs pard to Medeo, the company said at the time~--

Medco handles prescription benefits for about 58 millioo America~. either by processing 
eledronic claims from retail pharmacies or by shipping medications directly from its 

dozen mail-order pharmacies around the country. 
~ 

In trading on the New York Stock Exchange Monday, Medeo shares rose 12 cents to 

$57.60. 

On the Net: http~llwww.medco.eom 

Enjoy the ccnveni~nc6 
of home dtdivmy. 
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http:Tribe.net
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David B. N·ash; MD, MBA, 

9ut!f~l~ If!3 ftr 'cj, - ;t;f!!W~ ~~ ~ ~ fi;f 
b~ltle now brewing in Wa1ihlngtoll, 
D. C., ()ve1' th~, np.w tvledlc4P€ dr ug 
bC'Ilefit could ~eriou81y llmit the 

chok~ uf nH~dk~tlion~ that w111 b~ avaU· 
al)le to physkJans and DaLicntR, H t.he 
appr0cl('h 8uflPOrt(}d by h~lfltlth J.r.l~lU"'2l);ce 
pJ41ns is Hdopted, it will open the d~H)r I0f 
~xc~~~iY'e new rcstrictiOJl~ on access to 
m!clk.f\tiouSl.<;;::. 

'n1e ~truggl~ is c~nt~rE;d on gllideline~ 
~OW under cl~elopruent thft't provi'tie a 
Lf'nod~l uf the typ('$ (or "c.s,t'egorietl and 
da~~~") of agenlli that i'thL>U1d be av-dl 
C\bl~ to ~~~nlor ci~L~ns and people wi-nh 
di$abl1ltJ~.~ under the new ~1edicarc pre-
~'rlption drug benefit. 

If the ~irleljn~lj H..st too few c·lnss~~ of 
rlrug$\ jn~LJrsn.~ v.rill ~ain tnore power to 
llndt thf nurn ber of rnedk~tioh$ ~vBl·l· 
able iot' e<i~h di~as:: or condition. Tb~ 
olltcolne cvuld deterrnh1e whether th~ 
eldt'r'ly and the r.iiSl.:dbl~ct ~'\\11 have: f~cC'e!8 
10 the In{~dkati(1n~ th.ey ne-ed. 

Good he~lth policy and medical'prac-
t1Ct~ requIre protectlng pby~~c}ani abUlt,y 
lO chooS€ traIn cunOTli?' il broad range of 
phnrn1ac(~l!dctll agents, HO"T\h:)ver.1 the ini.. 
~l(\l oral1 of the ~fedkar~· i,uicielines,{
wrjrt.en by D. rnvatc' orgarltz·ation ctHed 

the U,So P}wnuacopeia (US.P) I doe5 not 
provh:le ilils protectior.. 

The USP rn~d:tl. if foliDwec by ln~ur-
ance plans. would leuve Mt~<i,icare p~tients 
with roony COIlUnon dl~.eas!:'~ a.T1(1 condl-
tllon~m-Qre vulnerable; to excesiive restric-
tioni on tbeir access to R1edication~L 
Treatm.ent of.high bIDOd IM"essure,whil>h 
aff.ch) tnoretha'l1 50% of ~11 Medicare 
pa1j:C'!n ts I i~ ju ~t o.ne exam·p,le, with 
arLij~l'n-CODvert1l1g enZYlne (ACE)-
inhibim~ stbing·one of the most conlrnon 
typ(is;~!cir.uStJ ~&ed Jot' this p~1l"po$e,. Cur· 
ren:tly" lOACE..inhibitor~llr(:j avaUAbj~ to 
,phytioi:H!lS,8ct~,use of diifere·:'lce~ In 
thes~ dr-uRs and dlffe1t)t)ces in PQtientB' 
n~~~., phys1d.ans rely on a It\l1ge of ACE· 
in.hlblt'Bre in caring for patle.tlts. 

The sarne .\$ true for selective 3erotnnllJ. 
reuptake !nhibitor~ (SSR~~). Research 
show.s that although Ult$e nwdlcatio:1s 
Ott (lU~ragt ar~ equally €tfecti.v~, :hey arr 
not equally e'ffective for indlvidurd 
patie~tsf 8tudtes ~'lso ha,v~ found that 
be~n,~O% and 40% of patients do viot 
re~{llnd to agiven SSRI'and ,ths.t.patlents 
who do nDt .do wel1 wIth an initial SSRl 
)ittln ·are 6t1cc.efi~fL'llly treated with an 
alternntLve citug in this dase. 

In light ,hele lmportant difference., 
patients covered under Medic.ue need 
saieguarciQ th1t will ensure that their 
health care provid~ ~an choose fro1n 
amongarangeo.fmcdJ.cationswithlneach 
class (s1J'c'h a5 the ACE-inhibitors and 
SSRIs) , Unfortunately, the iruidellnes 
drafted by U$?~ck t.h.ii basic protection. 

In an era olintreased health sp1!nciingJ 
cost conta.lnment is important; however, it 
should not'come at the expense oiQuality 
p~ti·ent eire, 1ne USP guie.elines thould 
b~, fix~d, Md· tMy ihcu1d be fixed now, If 
the Gr,i,ani2ation truly W8Jnts to help 
1Ylcdicare patient», it sho'uld go bttck to 
the druwin·2' board an-d devise guidellne~ 
that 8~sru~cdthe ability of a phye-ician to 
choo~e the meciJcine tlUlt is best fc.n" the 
indiVidual pttle·nt. 

As U$uaL rrlm lrt'teresteci in yourvieVv'S. 
You can reBcl1 mt: at david.nash@jeffer
son.eciu. 

VDI. ~o HO,2 • Ftanm 2!JD6 • P&T, 77 
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Walter L. Way, M_D. 

Box 191 


Ross, CA 94957 

("lS) 401-416' .ax (415) 925.. 1863 

e··~til W4by~~U~t.Bet 

Kimberly Belshe 
Director, California Dept HSS 
711 "P" Street 
Sacnunento CA, 95834 

RE: 90 day drug supply, availability in comnlunity pharmacies 

May I ask that you or appropriate people in your department 
address a serious problem with regard consumer drug availability. In 
order to obtain a 90 day supply of medication the supply must be 
obtained from a pharmacy provider Ie Precison Rx designated by the 
PBM supervising the Part D plan used by the patient. After ordering the 
drug it is supposedly returned by US~1ai1 in 5-7 business days. The 
enclosed letter details the difficulties Betty faced in attempting to get her 
glaucoma Rx which has been sent to the Pharmacy Board president. 

In addition, I include a copy of testimony given on 11/30/06 to the 
CaRd of Pharmacy, Subcommittee on Medicare Drug Benefits Plans by 
Fred S_ .Mayer,RPh..,M.P.H... Please note highlighted lten1 #6 of his remarks~ 

I think you can understand the difficulties facing Medicare patients 
attempting to navigate the many obstacles that PBMs have placed. in the 
path of the poor patient This is really unfair to all patients but 
particularly the elderly. Any help you can provide would be "\lelcome! 

All the best and we hope we will see you over the holidays. 

Sincerely,skd if7. 
Walter L Way, MD 
Professor Emeritus, Anesthesia/Molecular Pharmacology 
University of California, San Francisco 
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Walter L. Way, M.D .. 
Box 191 

Ross, CA 94957 
(415) 	461-4166 Fax (415) 925-1563 

E-mail ways@earthlink net 

Bill Powers, President 
California Board of Pharmacy 
1625 N. Market Boulevard N219 
Sacramento, CA 95834 

RE: 	Community Pharmacies--Inability to fill 90 day Rxs 

Dear President Powers, 

This letter concerns one of the many problems with Medicare Drug 
Benefits including Part D. My wife is a Medicare participant with Blue 
Cross Rx as our Part D provider. She suffers from preglaucomatous optic 
hypertension, which has been successfully treated with Travatan. We 
usually get a 90-day supply of her drugs from Precision Rx, which is the 
drug provider chosen by the PEM, Wellpoint. 

In mid-November we submitted her prescription to Precision Rx al1d 
received word that it had been mailed on 11/21. When it did not arrive 
by 12/1 we obtained another Rx and presented it to our local pharmacy_ 
Wellpoint denied them authorization because the original had been filled 
and sent out by Precision. This caused us great distress given her optic 
pressure problem and the possibility of strokeand/or blindness. After 
12 phone calls to various Wellpoint personnel we found that there was a 
means to take care of patients and we finally purchased Travatan on 
Saturday at 5:30pm from our local pharmacy! 

Our question is "Why can't community pharmacies be allowed to provide 
their patients with 90-day supplies?" Two benefits could be patient 
convenience (obtaining fairly priced medication without depending on 
USPS), and reduced cost because of one co-pay instead of three. 

We 	hope that you and the Board can pursue this unfair practice. 

Sin..cen.f~~" 
/th~->/!i~ 

RP~~ ~D Walter L. Way, 
Professor Emeritus, Anesthesia/Molecular Pharmacology 
University of California, San Francisco 
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kickbacks. 

I plead with the Federal Trade Co .. .h II mmlSSlOn to vigorously conti t k . 
c a. enge any merger or acquisition that the A enc nue 0 se.e to Identify and 
antitrust laws. PPSI in the ab I g Y has a reason to beheve violates the 

ove etter documents thirtee f th 
h::__~~!!!l1tion and co~~~_~ers__, n 0 ese transactions that rna)' 

~t~/Szt,(L ~)£
'--~esi;~:'''t;~IRPh_, M_P_~I '1r _ ... 

cc: Jon Platt 
Federal Trade Commission 
Northeast Region 
One Bowling Green, Suite 318 
New York, NY 10004 

-"~~~··~~~!!I...---__.. 

t 

.The s6me children 
BY-td~t1Uzn p. R&i.koff and . teenag~rs~a, th~y. had 

, 'BAtTIMORi'su~ heard vbic~S/gr6wn iSfu;plCiouS or 
become .D:iihlc~~Mtbr ~. tiling theWAs~';~i~~~~fl~t~~ cWg~·;. '"-----, " ...... ' 

of Rit~Adderan,Straftefu'cima Pa~~ritS a:f~ urged to give 'doc
()t11~!:",drugS' ,treatirig:~:~tith1tibn tors a,fulIbistorY-:of carruovaSCu;' 
defidthyPeractiviiy' dIsorder lar. or Ine#tta:problems.··and tell 
were'advised by the government physicians~i:f. th¢y~take antidepres
Wednesday to give ,patients . and san~s, sei~;¢.'ni_e.~cines orbldod 
their parents an additional warn thirillers,lli~'FDA ·advises. 'It Says 
ing,;.>;:. that; those medicines can AD.HIJdnIgs.:shp~ldri't, be taken 
ca~~!ti'~~AP~}iP~~~tri(:i<;:ari,d . by 'patierits With· 'heht diSease, 
hean ~i$febleIns,m~luamg:st(d- blood pressure'pn:lplems, hyper-
den d~ath. .'. ' thyroidism ot gliitlcoina. ' 

~tll!~;~;,;a~i.'~~~'
plc~$';.lii> :a .prescriptioru~ The 'j 

:~s.llJfi~, 
sign of heart or psychiatric pr()b

~w:~r~~a~,i~JA';rati~=
cifl.a#~p~(:" ...... , : ct., 

or:;Tom Laughren; director of 
psychi~try products at the .FOod 
and . I)'rug Administration,' em
phas.iz~dthatthe move Was pre
caUtlo~ary and ,should riotfiight
en patleIi~ away from takirig the 
drugs, whrch he said were: saje. 
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Useful dru infonnation: o years and still waiting 


re patients getting 
sound written drug 

infonnabon with their 
new prescriptions? This 
issue has been at the cen
ter of a contentious debate 
for Inore than 20 years. 
The divisions have been 
along ideological lines
wi th pharmacists and 
their associations favoring 
a J1 Inarketplace for infor
n121 bon" and conSluners 
prefening a govemment
regulated program with 
quality standards and 
oversight. 

e issue dates back to 
197 when the Food & 
Drug_Administration pro
poseQ the first plan. It was 
killed in the early days of 
the Reagan Administra.:." 
tion. In 1982( the NatiOi1
a1 CO!IDcil on Patient In
for~tion & Education 
(NCP,!£) w?s fonned, 
pled~g to meet patients' 
infonnation needs. ' 
~Apro

posed the rvl~dicati~l 
Guide rule. The Scllne ideo
logical forces that divided 
the FDA's 1979 plan greet
ed this proposal. A COln
pronuse was struck over 
the Medication Guide rule 
with the passage of Public 
Law 104-180 in 1996. This 
law called for the FDA to 
assess the effectiveness of 
current private-sector ap
proaches to providing 
patients with drug infor
mation. li7~p-atients
recei~ot
receive useful written 
informatlonbyt~}eai
2900[ t~epartmen-tof 
Health & uman Services 
wouw be requirea to 
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explore other initiatives. 
The HHS Secretary ac
cepted the JJ Action Plan," 
as it was known, on Jan. 
13, 1997. The Action Plan 
stated that mug leaflets to 
patients should be accu
rate, unbiased, sufficientiy 
comprehensive, under
standable, tiDlely, and 
useful. 

Next, tile FDA granted a 
contract to tile University 
of Wisconsin School of 
Phannacy to cond uct a 
national assessment of 
patient infonnation leaf
lets. h1 llme 2002, tile FDA 
released tile results of tilis 
asseSsment, whiC11covered 
aboutl;3OO leatIets diStrib
uted :rlaUonally by E!lar
maclSts for atenolol, ator
vastat~ gly~~, qnd 
nitroglycenn.· e survey 
founCrtJ:1aT"while 89% of 
patients received SOine 
written information, the 
information was only 
about 50% useful 

To Public Citizen, the 
concept that drug infor
mation can be 50% useful 
is unfathomable. Drug in
formation that contains 
only half of what it should 
is misleading, and mis
leading mug information 
is potentially dangerous. 

Based on the survey 
results, FDA concluded 
that progress has 
been Iuade in 
meeting the goals 
set under the law. 
The agency said 
it would continue 
to work with pri
vate sector part 
ners to inlprove 
the usefulness of 

patient inforDlation and 
D1eet the goal for the year 
2006, which calls for 95% 
of patients obtaining new 
prescriptions to receive 
useful written drug infor
Ination at the time of dis
pensing. 

Following the FDA's 
decision to delay actlQn 
until 2006, Public CitggD's 
Health Research Group 
filed SUIt agaInst th_~ 
agency tilis past F~lI)', 
challengIng the FDA's 
failure to seek public CODI
ment as required by the 
law. Negotiations began 
almost immediately, and 
the suit was settled in 
April. In the settlement, 
tile FDA agreed to hold a 
public meeting this month 
and to open a docket to 
seek public comment. It is 
expected that SOllIe at tlUs 
meeting will raise the 
issue of pharmacist cO~l-1
selin£.and oral infonna
tion provIded by"h~th
professionals. 

'Consumer groups are 
strongly supportive of ver
bal interactions between 
healthcare professionals 
and consumers, but given 
the liIni ted anlount of 
drug infonnation that can 
be communicated to and 
retained by a consumer in 
this type of interaction, 

we continue to 
believe that FDA
approved wri l 
ten information 
provides patients 
with the best 
opportuni ty to 
avoid pfevent; 
a,ble adverse 
drug reactions. 
~

 

 

An August 1997 Office of 
Inspector General reEErt 
found that enforceDlent of 
patiel1tcolU1Seling laws by 
state pharmacy boards h~
been nururnal, lmderscor
ing ffle need for manaato
ry diStriEUtion of FDA
approved written drug 
inforrrration. ...., 

Several professional 
trade organizations, in
cluding SODle representing 
pl1t:1l111acy, have consistent
ly supported tile distribu
tion of lugh-quality drug 
information for consum
ers. I-Iowever, these SaIne 
org~tions also oppose 
FDA oversi ht of quality 
gui' elines such as t ose 
conta1l1ect In the Action 
Plan. Claiming support 
.wrure opposing regulatory 
oversight is disingenuous 
and does nothing for the 
image of pharmacy as a 
heal th profession. ]he
results of the University of 
WIsconsin survey clearly 
showthe poor quality' of 
m"ug n1toIDlation that con
swners can expect without
active FDA oversightof
quality guidelines. 
--With tile settlement of

the Public Citizen lawsuit, 
patient inforDlation leaf
lets will once again COlue 
up for public debate.
Pha~ could cultivate
sn:~!~e~_Eatients by re
membering that volun
tary-progJ-:-ainsl~d

for 20 years and by su
porting the only viabte 
alternative available--an
FDA-~llated progranl. 
THE AUTHOR is a research analyst for 
Health Research Group, a division of
the consumer advocacy organization 
Public Citizen. 

 



DEPARTMENT OF HEALTH &. HUMAN SERVICES Public Health Service 

Food and Drug Administration 
JU L 2 6 2005 / Rockville MO 20857 

Frederick S. Mayer, R. Ph., M.P.H. 
PresidentJCEO 
Pharmacists Planning Services., Inc. 
J 01 Lucas Valley Road, Suite 210 
San Rafael, CA 94903 

Re: Docket No. 2000P-1671/CPl 
. : .", 

Dear Mr. Mayer: 

This letter responds to the citizen petition subnlitted by Phannacists Planning Services, 
Inc., requesting that the Food and Drug Adlninistration (FDA) issue a patient Inedication 

- -------. 
guid~ (MedGuide) for distribution with all prescn tion non-steroidal anti-inflalnmator 
drugs (NS s , Inc U lng the so-called "COX-2 sele ive" drugs~ to provide patients 
appropriate warning and risk infonnation relating to gastrointcstina (GI) blee lng 
assoc~with the use of these drugs. For the reasons described belov.;,Your petition is 
granted. 

On April 7, 2005, FDA issued a Public Health Advisory (PHA) in which it announced 
several actions relating to both COX-2 selective and non-selective NSAIDs, including 
plans to issue a MedGuide for patients addressing the cardiovascular and GI risks 
associated with the use of prescription drugs in this class. The MedGuide will inform 
patients of the need to discuss with their doctor the risks and benefits of using 
prescription NSAIDs, and the inlportance of using the lowest effective dose for the 
shortest duration possible if treatment with an NSAID is warranted for an individual 
patient. 

We have attached the PHA and related documents issued by FDA on April 7, and our 

melnorandum entitled "Analysis and recommendations for Agency action regarding non

steroidal anti-inflammatory drugs and cardiovascular risk." These documents detail the 

scientific and regulatory findings upon which FDA based these actions. 


Accordingly, your p~tition is granted. Thank you for your continuing interest in 
promoting public awareness of safe use of medications. 

- Sincerely, 

-,"

;VV71?o« .pc~"-th7 A- / hA. ). ~L. .) 

- ~~ @ Steven K. Galson, M.D., M.P.H. 

Acting Director f)--

 ...-'{~. 

~


Center for Drug Evaluation and Research
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Get emergency help right away if you 
have any of the following symptoms: 
• 	 shortness of breath or trouble breathing 
• 	 chest pain 
• 	 weakness in one part or side of your body 
• 	 slurred speech 
• 	 swelling of the face or throat 

Stop your NSAID medicine and call your 
healthcare provider right away 11 you 
have any of the following symptoms: 
.. nausea 
• more tired or weaker than usual 

., Itching 

• your skin or eyes look yellow 

.. stomach pain 

., flu-like symptoms 

• 	 vomit blood 
• 	 there is blood in your bowel movement 

or It is black and sticky like tar 
• 	 skin rash or blisters with fever 
• 	 unusual weight gain 
• 	 swelling of the arms and legs, hands 

and feet 

N 
I-l

These are not all the side effects with NSAIO 
medlclnes, Talk to your healthcare provider 
or pharmacist for more information about 
NSAID medicines, 

Other information about Non-Steroidal 
Anti-Inflammatory Drugs (NSAIDs) 
Aspirin is an NSAID medicine but It does not 
increase the chance of a heart attack, 
Aspirin can cause bleeding in the brain, 
stomach, and intestines, Aspirin can also 
cause ulcers in the stomach and intestines, 
Some of these NSAIO medicines are sold In 
lower doses without a prescription (over -the 
-counter), Talk to your healthcare provider 
before using over-the-counter NSAIDs for 
more than 10 days, 

@ 


NSAID mgdicin~s that need a 
greSQricllgn 

Generic Name Tradename 
Celecoxib Celebrex 
'Dlclofenac Cataflam, Voltaren, 

Arthrotec (combined with 
misoprostol) 

Diflunisal Dolobid 
Etodolac Lodine, Lodine XL 
Fenoprofen Nalfon, Nalfon 200 
Flurbiprofen Ansaid 
Ibuprofen Motrin, Tab-Profen, 

Vicoprofen (combined 
with hydrocodone), 
Combunox (combined 
with oxycodone) 

Indomethacin Indocin, Indocin SR, 
Indo-Lemmon, 
Indomethagan 

Ketoprofen Oruvail 
Ketorolac Toradol 
Mefenamic Acid Ponstel 
Meloxlcam Mobie 
Nabumetone Relafen 
Naproxen Naprosyn, Anaprox, 

Anaprox OS, EC-Naprosyn, 
Naprelan, PREVACID 
NapraPAC (copackaged 
with lansoprazole) 

Oxaprozln DalQrD 
Piroxicam Feldene 
Sullndac elinoril 
Tolmetin Tolectin, Tolectin OS, 

Tolectin 600 

This Medication Guide has been approved by 
the U.S. Food and Drug Administration, 

.,.""""."" ......... "", • ...... ""'.~w 'v, """11 "', .... , y ............ ,." .... , .. ,_., .. ,._._. _. -:::J% ) ... _ 


(See the end of this Medication Guide for a list of prescription NSAIO medicines,) 

What is the most important information I 
should know about medicines called 
Non-Steroidal Anti-Inflammatory Drugs 
(NSAlDs)? 

NSAID medicines may increase the 
chance of a heart attack or stroke that 
can lead to death. This chance increases: 
• 	 with longer use of NSAID medicines 
• 	 in people who have heart disease 

NSAID medicines should never be used 

right before or after a heart surgery 

called a "coronary artery bypass graft 

(CABG)," 


NSAID medicines can cause ulcers and 
bleeding in the stomach and intestines 
at any time during treatment. Ulcers 
and bleeding: 
• 	 can happen without warning symptoms 
• 	 may cause death 

The chance of a person getting an ulcer 
orbleeding increases with: 
• taking medicines called "corticosteroids" 

and 

., longer use 

• 	 smoking 
• drinking alcohol 
• older age 
• 	 having poor health 

NSAID medicines should only be used: 
• 	 exactly as prescribel 
• 	 at the lowest dose possible for your treat

ment 
• 	 for the shortest time needed 

What are Non-Steroidal Anti
Inflammatory Drugs (NSAlDs)? 
NSAIO medicines are used to treat 
redness, swelling, and heat 

medical conditions such as: 
• 	 different types of arthritis 
• 	 menstrual cramps and other types of 

short-term 

Who should not take a Non-Steroidal 

Anti-Inflammatory Drug (NSAID)? 

Do not take an NSAID medicine: 

• 	 if you had an asthma attack, hives, or 

other allergic reaction with aspirin or any 
other NSAIO medicine 

.. 	 for pain right before or after heart bypass 
surgery 

Tell your healthcare provider: 
• 	 about all of your medical conditions, 
• 	 about all of the medicines you take, 

NSAIOs and some other medicines can 
interact with each other and cause seri
ous side effects, Keep a list of your 
medicines to show to your healthcare 
provider and pharmacist. 

.. 	 if you are pregnant. NSAID medicines 
should not be used by pregnant 
women late in their pregnancy. 

• 	 if you are breastieeding, Talk to your 
doctor. 

What are the possible side eHects of 
Non-Steroidal Anti-Inflammatory Drugs 
(NSAlDs)? 

Serious side eHects Include: 
• 	 heart attack 
• stroke 

" high blood pressure 

• 	 heart failure from body swelling 


(fluid retention) 

• 	 kidney problems including kidney failure 
• 	 bleedina and ulcers in the stomach and 

intestine 
• 	 low red blood cells (anemia) 
• 	 life-threatening skin reactions 
• 	 life-threatening allergic reactions 
• 	 liver problems including liver failure 
.. 	 asthma attacks in people who have 

asthma 

Other side eHects Include: 
• 	 stomach pain 
• 	 constipation 
• 	 diarrhea 
• 	 gas
• heartburn 
It nausea 
• 	 vomiting 
• 	 dizziness 



COUMADIN® (COU-ma-din) Tablets
MEDICATION GUIDE (Warfarin Sodium Tablets, USP) Crystalline 

~ead this Medication Guide before you start taking 
;OUMADIN (Warfarin Sodium) and each time you get a· 
efil!. There may be new information. This Medication 
iuide does not take the place of talking to your healthcare 
lrovider about your medical condition or treatment. You 
nd your healthcare provider should talk about COUMADIN 
then you start taking it and at regular checkups. 

Vhat is the most important Information I should 
.now about COUMADIN? 

Take your COUMADIN exactly as prescribed to lower 

the chance of blood clots forming In your body. (See 

"What is COUMADIN?").. 


COUMADIN Is very Important for your health, but 

It can cause serious and Ufe-threatenlng bleeding prob

lems. To benefit from COUMADIN and also lower your 

chance for bleeding problems, you must: 

• 	Get your regular blood test to check for your 

response to COUMADIN. This blood test is called a 
PTjlNR test. The PT/INR test checks to see how fast 
your blood clots. Your healthcare provider will decide 
what PTjlNR numbers are best for you. Your dose of 
COUMADIN will be adjusted to keep your PTjlNR in a tar
get range for you. 

• Call your healthcare provider right away If you get any of 
the following signs or symptoms of bleeding problems: 
• pain, swelling or discomfort 
• headaches, dizziness, or weakness 
• unusual bruising (bruises that develop vyithout 

known cause or grow in size) 
• 	nose bleeds 
• bleeding gums 
• bleeding from cuts takes a long time to stop 
• 	menstrual bleeding or vaginal bleeding that is heav

ier than normal 
• 	pink or brown urine 
• red or black stools 
• coughing up blood 
• vomiting blood or material that looks like coffee 

grounds 

Vlany other medicines, including prescription and non
)rescription medicines, vitamins and herbal supple
nents can interact with COUMADIN and: 
, affect the dose you need, or 

, increase COUMADIN side effects. 


'ell your healthcare provider about all the medicines 
ou take. Do not stop medicines or take anything new 
Inless you have talked to your healthcare provider. 
~eep a list of your medicines with you at all times to 
how your healthcare provider and pharmacist. 

)0 not take other medicines that contain warfarin. 

Varfarin is the active ingredient In COUMADIN. 

,0"""'..0 fn..n,fc ,.. ......... ,_... ____ & .. __ ! .... L "..,.,... ••• _ ... ---

• 	Eat a normal, balanced diet. Talk to your doctor 
before. you make any diet changes. Do not eat large 
amounts of leafy green vegetables. leafy green veg
etables contain Vitamin K. Certain vegetable oils also 
contain large amounts of Vitamin K. Too much Vitamin 
K can lower the effect of COUMADIN. 

• Avoid drinking cranberry juice or eating cranberry 
products. 

• Avoid drinking alcohol. 

• Always 	tell all of your healthcare providers that you 
take COUMADIN. 

• Wear or carry Infonnation that you take COUMADIN. 

What is COUMADIN? 
COUMADIN is an anticoagulant medicine. It is used to 
lower the chance of blood clots forming in your body. Blood 
clots can cause a stroke, heart attack, or other serious 
conditions such as blood clots in the legs or lungs. 

Who should not take COUMADIN? 

Do not take COUMADIN if: 

• your chance of having bleeding problems is higher than 
the possible benefit of treatment. Your healthcare 
provider will decide if COUMADIN is right for you. Talk to 
your healthcare provider about all of your health conditions. 

• you are pregnant or plan 	to become pregnant. 

COUMADIN can cause death or birth defects to an 

unborn baby. Use effective birth control if you can get 

pregnant. 


• you are allergic to warfarin or to anything else In 

COUMADIN. 


What should I tell my health care provider before 

starting COUMADIN? 

Tell your healthcare provider about all of your health 

conditions, Including If you: 


• have bleeding problems 

• fall often 
• have liver or kidney problems 
• have high blood pressure 
• have a heart problem called congestive heart failure 
• have diabetes 
• 	drink alcohol or have problems with alcohol abuse. 

Alcohol can affect your COUMADIN dose and should 
be avoided. 

• are pregnant or planning to become pregnant. 

See "Who should not take COUMADIN?" 


• are breastfeeding. COUMADIN may increase. bleeding 
in your baby. Talk to your doctor about the best way to 
feed your baby. If you choose to breastfeed while tak
;~OUMADIN, both you and your baby should be 



v healthcareprovider about all the medicines you 
.; including prescription and non-ErescriPtwn me<!i:-.. 

les, vitamins, and her al su lem nls. See iiWhat IS 

! mo~rtant in ormation should know about /: 
UMADIN® (Warfarin Sodium)?" ~ 

w should I take COUMADIN? "0 ' 
rake COUMADIN exactly as prescribed. Your health

:are provider will adjust your dose from time to time 

jepending on your response to COUMADIN. 


(ou must have regular blood tests and visits with your 

lealthcare provider to monitor your condition. 


rake COUMADIN at the same time every day_ You can 

ake COUMADIN either with food or on an empty stomach. 


f you miss a dose of COUMAOIN, call your healthcare 

)rovider. Take the dose as soon as possible on the 

;ame day. Do not take a double dose of COUMADIN the 

text day to make up for a missed dose. 


~all your healthcare provider right away jf you take too 


ouch COUMADIN. 

~all your healthcare provider if you are sick with diar

hea, an infection, or have a fever. 


'ell your healthcare provider about any planned surger

es, medical or dental procedures. Your COUMAOIN may 
lave to be stopped for a short time or you may need 
our dose adjusted. 


:all your healthcare provider right away if you fall or 

ljure yourself, especially if you hit your head. Your 

ealthcare provider may need to check you. 


lat should I avoid while taking COUMADIN? 

)0 not start. stop, or change any medicine without talk
19 with your healthcare provider. 


)0 not make changes in your diet, such as eating large 

mounts of green, leafy vegetables. 


)0 not change your weight by dieting, without first check
19 with your healthcare provider. 


void drinking alcohoL 


10 not do any activity or sport that may caut;e a serious 


ljury. 


at are the possible side effects of COUMADIN? 

OUMADIN is very important for your health, but it can 
ause serious and life-threatening bleeding problems. 
ee "What is the most important information I should 
now about COUMADIN?" 

erious side effects of COUMADIN also include: 
death of skin tissue (skin necrosis or gangrene). This 
can happen soon after starting COUMADIN. It happens 
because blood clots form and block blood flow to an 
area of your body. Call your healthcare provider right 
away if you have pain, color, or temperature change to 
any area of your body. You may need medical care 
right away to prevent death or loss (amputation) of 
your affected body part. 
"purple toes syndrome." Call your healthcare provider 
right away if you have pain in your toes and they loo~\ 
purple in color or dark in color. 

Other side effects with COUMADIN include allergic reac
tions, liver problems, low blood pressure, swelling, low red 
blood cells, paleness, fever, and rash. Call your healthcare 
provider if you have any side effect that bothers you. 

These are not al\ of the side effects of COUMAD1N. For 
more information, ask your healthcare provider or pharmacist. 

How should I store COUMADIN? 
• Store COUMAOIN at room temperature between 59

0 

and 

86° F Protect from light. 


• Keep COUMADIN and all medicines out of the reach of 

children. 

General Information about COUMADIN 
Medicines are sometimes prescribed for purposes not 

mentioned in a Medication Guide. Do not use COUMAOIN 

for a condition for which it was not prescribed. Do not give 

COUMADIN to other people, even if they have the same 

condition. It may harm them. 


This Medication Guide summarizes the most important 
information about COUMADIN. If you would like more infor· 
mation, talk with your healthcare provider. You can ask your 
healthcare provider or pharmacist for information about 
COUMADIN that was~r!~!~~ ~?~,~~ealthcare professionals. 

Botanical (Herbal) Medicines 

Caution should·beexercised when botanical medicines (botanicals) are taken con

comitantly with COUMAOfN. Few adequate, well-controlled studies exist evalu

atlngthe potential for metabolic and/or pharmacologiC interactions between 

botanicals and COUMADIN. Due to a lack 01 manufactUring standardization with 

botanical med,cmal preparations, the amount of active ingredients may vary. This 

could furthe~ confound the ability to assess potential Interactions and eHects on 

antlcoagulallon. It IS goo.d practice to monitor the patient's response with addl' 

lIonal PT!'NR determinations when initiating or discontinuing botanicals. 


~peClflc botanl~als reported to aHect COUMADIN therapy include the following: 
Bromelams, danshen, dong qual (Angelica smensis), garlic, Ginkgo biloba, gln

., seng. and cranbeny products are associated most often With an INCREASE in the 
eHects of COUMADIN. 

.• Cc:enzyme 010 (ubidecarenone) and SI. Jo!1n's wort are associated most 
offen With a DECREASE in the eHects of COUMADIN. 

Some ~otanicals may cause bl~eding events when taken alone (e.g.• garlic and 
Ginkgo bllobal and may have anttcoagulant. antiplatelet, and/or fibnnolytic prop
erties. These effects would be expected to be additive to the anticoagulant 
eHects of COUMADIN. Conversely. other botanicals may have coagulant proper
ties when taken alone or may decrease the effects of COUMADIN. 

SomEl botanicals that may affect coagulation are listed below for reference; tlOW' 

ever, thiS hst should not be considered all·inclusive. Many botanicals have "everal 
common names and scientific names. The most widely recognized co"'r;lmon 
botarllcal names are listed. 

Bolanica1s that contain coumarins with potential anticoagulant effects: 

Altalla Celery 

Angelica (Dong Quai) Chamom.le (German and ::::;~ Flower 


~~~~~aOd D~~~'~~~'} Prickly Ash (NOr/hell') 

Asa Foehda Fenugfeek ~~~S~;~vef 
Bogboan' H[)fsO crl<lSlnul Sweel Clover 

:':~u ~i~~~;:~ish Sweel WO(Xllufl 

Capsicum' Meadowswo81' ~j7~~~~~;'" 

Cassia' Nenle W.ld Lenuce 


Tl·000048 10/06 

\ 

lCont~ns coumar~n~ and .sahcylate 

leonla.ns COUfnanns and has htmnolyltc proper1le~ 


lConlalns coumarin!:. and has anlJplateier propenlt':'!:' 

:COfJlatnS s.ahcylate and has coagulanl propertIes 

Has anlrplatelet and fllmoolyoc properties 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
--Rockvflle M[J2085T 

October 20, 2006 

Frederick S_ Mayer, R_Ph., M.P.H_ 
Pharmacists Planning Service, Inc. 
101 Lucas Valley Road 
Suite 384 
San Rafael, California 94903 

Dear Dr_ Mayer: 

Your petition requesting the Food and Drug Administration to regulate labeling and 
packaging of Acetaminophen/APAP containing products was received by this office on 
10/19/2006. It was assigned docket number 2006P-0423/CP 1 and it was filed on 
10/19/2006. Please refer to this docket number in future correspondence on this 
subject with the Agency_ 

f 

Please note that the acceptance of the petition for filil19 is a procedural 
matter in that it in no way reflects an agency decision on the substantive 
merits of the petition. 

Sincerely, 

nnie Butler, Director 
Division of Dockets rJlanagement 
Office of Management Programs 
Office of Management 

~< r 

DEPARTMENT OF 
HEALTH &. HUMAN SERVICES 

Public Health Service 

Food and Drug Administration 

Rockville MO 20857 



p-urrrccisis rnnnirg ~rvce ire. 

101 Lucas Volley Rood, Suiie 210 . Son Rafael. California 94903 
Tel: (415) 479-8628 • Fox: (415) 479-8608 . e-mail: ppsi@aoLcom 

October 23, 2006 

Docurnents Management Branch 

Food and Drug Administration 

Department of Health and Human Services 

5630 Fishers Lane, Room 1061 

Hockville, MD 20852 


The undersigned submits this Petition under Section 21 CFR ] 0.20 and 21 CFR 
] 0.30 and other pertinent sections of the Federal Food and Cosmetic Act or any 
other statutory provision -which authority has been delegated of the Commissioner 
of Food and Drug to request the FDA Commissioner to regulate labeling and 
packaging of Acetaminophen/APAP containing products. 

I strongly request that you immediately consider this petition which has been signed 
by twenty-three (23) physicians along with pharmacists in the interest of public 
health and safety. 

Sincerely,------ ' 

~~2.Pi£~. 
Fredenck S. Mayer, R.Ph., M. 

President, PharnJ3cists Plan g Service, Inc. (PPSI) 

101 Lucas Valley Road, Suite 384 

San Rafael, California 94903 

Telephone: 4]5479-8628; Fax: 415 479-8608 

Email: ppsi@aoLcom; Website: www.ppsinc.org 
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Dockets Management Branch. 
Food and Drug Administration. 

Room 1061, 

5630 Fishers Lane, 

Rockville. MD 20852 

October 11. 2006 


The undersigned submit this Petition under Section 21 CFR 1020 and 21 CFR 10.30 and other 
pertinent seclions of the Federal Food. nnJg and Cosmetic Act or any other statutory provision 
which authority has been delegated of the Commissioner of Food and Drug to request the FDA 
Commissioner to regulate labeling and packaging of Acetaminophen/APAP containing producls. 

ACTIONS REOUESTED: 

1. Mandate all non-aspirin containing OTe medicines with AcetaminophenlAPAP to be clearly 
labeled "Contains Acetaminophen. Do not take with any other Acetaminophen/APAP" 
2. Regulate maximal Acetaminophen/APAP dosage/number of pills. We suggest SOO mg. tablets 
to be no more than 32 or 16 in a pack, that is 16 or 8 gms. and that the pack be mandated to be 
in blister packs 
3. Mandale the association of Acelaminophen/APAP containing tablets with an FDA-approved 

MedGuide detailing the recommended dosages and possible adverse drug events of these 

products, including increased risks with chronic alcohol consumption. 


Multiple FDA-issued letters and Board of Pharmacy letters, January-February, 2003, FDA 
Consumer Magazine articles both Dr. Stephen Galson, M.D., MPH of the FDA, have addressed 
the above issues without substantive regulatory action or a decrease in APAP toxicity cases; in 
fact, liver toxicity from APAP is now the number one cause of acute liver failure in the United 
Stales (see below)_ 

STATEMENTS OF SCIENTIFIC BASIS FOR PETITION: 

1. Acetaminophenffylenol products are marketed for pain relief. to reduce fevers, headaches, 

toothaches, sore throats. migraines, neuralgia, menstruation pain, backaches, aches and pains 

from cold and nu and many other medically indicated conditions. 


2. Most consumer/patients do not know that Tylenol is Acetaminophen (APAP). 

3. Most consumer/patients do not know that Acetaminophen (APAP) is present in > 100 
preparations with different names_ 38% patients with APAP-induced liver failure look two different 
preparations containing APAP (1) 

4. Most consumer/patients are not aware that there are a number of scientifIC reports stating 
that chronic alcohol use is associated with more severe outcome. It is usually stated that if a 
patients consumes three or more alcohol beverages daily. he/she should take no more than 2 gm. 
of APAP daily vs. the offICial maximum recommended dose of 4 g. Acute liver failure has been 
well documented in these cases (1. 2) 

5. The minimum APAP intake associated with unintenlionalloxicity was 1 gram/day. well 

below the maximum recommended dose (1) 


6. The number one generic prescription drug being dispensed in the USA today is Vicodin and 
its generic equivalent Hydrocodone Bitartrate with Acetaminophen, 5 mg-SOO mg with over 100 
million prescriptions. Vicodin as well as other similar narcotic-containing combinations contain 
Acetaminophen (APAP) anywhere from 325 mg to 750 mg. A recent study suggested that 62% of 
unintentional APAP overdoses leading to acute liver failure were using a narcotic-containing 
preparation. often for more than 30 days suggesting addiction to the narcotic with gradual 
increasing dosage (4). 
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7. Acute liver iaiiure (ALF) cases caused by AcetaminophenfTyJenol rose from 28% in 1998 to 
51 % in 2004 and was 490/0 in 2005. This research project was conducted by the US Acute Liver 
Failure Study Group (ALFSG). Acetaminophen hepatotoxicity far exceeds other causes of acute 
liver failure in the United States (1, 5). 

8. The AlFSG also found that 178 or 65% of 275 patients identified as having APAP-induced 
liver toxicity survive. 74 patients, or 27%. died without a liver transplant; 23 patients. or 8%

, 

underwent a liver transplant operation (5). 

9. Recently the administration of therapeutic dosages of APAP to normal volunteers resulted in 
their tripling their baseline transaminases in 65% of the cases. About 400/0 of normal individuals 
developed transaminases > three times the upper lim;t of normal (6). 

References: 

L Blendis L Gastroenterology 2006;131:963-4. 

2. Draganov P el aL Postgrad Med 2000~107(1 ):189-95 
3. Drug Topics Magazine online, March 20, 2006. 
4. Drug Topics Magazine, August 7, 2006, pp. 63-65 
5. Larson et aL Hepalology 2005~42:1364-1372. 
6. Watkins P el al. JAMA 2006;296:87-93. 

There is no environmental impact associated with this Citizen's Petition and we wish to be 

excluded under 21 CFR Sec. 25.24. 


The undersigned certify, that, to the b t knowledge and belief of the undersigned this Petition 
includes all information and view 0 hich the Petition relies. and tha . includes representative 
data and information known to e etitio .Wh~iCare f the Petition (21 CFR Sec.
10.30b). 

((). 
Signature 
Name of Petition Fre rick S. Mayer. R.Ph .. M.P.H. 

esident, Pharmacists Planning ice, Inc. (PPSI) 
101 Lucas Valley Road, Suite 384 
San Rafael, CA 94903 
Telephone: 415479-8628; Fax: 415479-8608 
Email: ppsi@aotcom; Website: www.ppsinc.org 

Maurizio Bonacini. M.D_ 
Department of Transplantation 
Director. HIV-liver Clinic 
California Pacific Medical Center 
2340 Clay Street. Room 234 
San Francisco, CA 94115 
Telephone: 415 600-1026 
Email: BonaciM@sutterhealth_org 
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S LF-C E 

PPSI to FDA: Regulate 
acetaminophen labeling 

Sandra Levy 

Pharmacists Planning Service 
Inc. (PPSI) has submitted a 
citizen's petition to the Food 

& Drug Administration to regulate 
the labeling and packaging of acet
aminophen / APAP-containing 
products so that the label states, 
"Contains acetaminophen. Do not 
take with any other acetamino
phen/ APAP." PPSI is also asking 
that no more than 50 tablets be 
sold in a bottle and that the FDA 
mandate a MedGuide. 
"M~eople don~ ,--

oph!!n, and they certainly 
know-l'ylenol is aceta~in

don't know that AP~P 
(the abbreviation for acet
aminophen) is in Vico.Q,in 
and otl:!gr prod~," ex
plained Fred Mayer, R.Ph., 
president of PPS]' Point

ing out that in England Matthew Seamon 
acetaminophen can only 
be sold behind the pharmacy 
counter, Mayer said the maximum 
the pharmacist can sell is up to 32 
tablets. "We're asking for up to 50 
as the maximum quantity that can 
be sold." 

Maurizio Bonacini, M.D., trans-
JCl~t hepato1ggist at!pe Califor

nia Pacific Medical Center, San 
FTancisco, who si~ed tIle petition, 
tol(f't)rug Tt.;£ics, Ihere are dataI 

sfiowmg that acetaminojilieiITs the 
No~ 1 cause of liver faiiure." =--

BonaClnI referred to a study 
published in the July 5 issue of the 
Journal of the American Medical As
sociation (JAMA) that showed an 
association between the dosage of 
4 gm a day of acetaminophen and 
elevated alanine aminotransferase 
(ALT) levels. 

___

What does the pharma
cy community think 
about this petition? Mat
thew Seamon, Phann.D., 
assistant professor at 
Nova Southeastern Uni
versity College of Phar
macy, Ft. Lauderdale, Fla., 
thinks consumers should 
be made more aware of 
the risks of taking cough 
and cold meclications at the same 
time as pain medications that con
tain acetaminophen. 

Seamon said he would not like 
__ ----, to see pregnant women's 

access to acetaminophen 
limited, because they 
might take a nonsteroidal 
anti-inflammatory drug 
(NSAID) instead. "That is 
probably less safe for a 
pregnant woman," he as
serted. 

Janet Engle, Pharm.D., 
associate dean for aca

demic affairs and clinical professor 
of pharmacy practice at the Uni
versity of illinois at Chicago Col
lege of Pharmacy, pointed out that 
acetaminophen dosing in
formation for children un
der the age of two is need
ed. Engle said parents 
don't always call their 
physician to find out the 
correct dose to give their 
children. "They just guess, 
and that could lead to 
overdosing or underdos
ing," she contended. 

Paul Lofholm, Pharm.D., clinical 
professor of pharmacy at Universi
ty of California School of Pharma
cy, warned that recent data suggest 
that women who took Tylenol o!,- a 
chronic basis had a higher inci
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'Mil tnnir_~ 

dence of high blood pressure. 
Rick Dart, M.D., Ph.D., director of 

th~ Rocky M~tain POison-.!.Qrug 
C~ter in Colorado, ~ 
is sUpP.Qrted by McNeil Consumer 

&. SEecialty PharmaceJJti
cals, said, "We've adroiu(s
tered acetaminophen to al
coho~ents and ~ave 
not~foUnd any evidence of 
injury to their livers af'aIL" 

Dart continued, °We're 
seeing a higher proportion 
of deaths from people who 
take a cold preparation 
with acetaminophen to

gether with regular acetaminophen 
or who use an opioid combination 
with a straight acetaminophen." 
Qart said education is needed to 
warn patients. He also caution""E;d 
that if it is difficult for patients to ac
cess acetaminophen or if consumers 
are frightened away from the prod
uct, they might take NSAIDs in
stead. IJPeople overuse NSAIDs, 
too, and that leads to gastrointesti
nal bleeds. More people have died 
from nonsteroidal abuse and Gl 
bleeding than from acetamino
phen/' he said. 

Finally, M~ch,
spokesrn~McN~iL!.he maker 
of ~ gave this response, 
uThe- ..company stro~ ~_om

mend~ that ~on
sumerWIloliSes a mooi
cine'-whether~ oTe 

me~
tion medicine, read the 

pr~
, the. dosing information. 

AlI~
tain the warning 'Do not 
use with any other prod
uct containing acetamin

ophen,"1 he said. 
Beckerich added that McNeil 

has implemented labeling and ed
ucational interventions for both 

consumers and h~. p 
viders. L1'~ 

http:spokesrn~McN~iL!.he


DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 
Food and Drug AdministTation 
Rockville MD 20857 

Frederick S. Mayer, R.Ph., M.P.H. 

President, Pharmacists Planning Service, Inc. (PPSI) 

101 Lucas Valley Road, Suite 210 

San Rafael, California 94903 


Re: Docket No. 2004P-0315 
Comment No. CPl 

Dear Mr. Mayer: 

This letter responds to your citizen petition dated June 23, 2004. Your petition requests that the 
Food and Drug Administration (FDA) switch pseudoephedrine from over-the-counter (OTC) status to a 
"Pharmacists-Only" class of drugs requiring mandatory consultation, patient history review, 
identification, and registration. The petition was filed in the FDA Division of Dockets Management 
under Docket No. 2004P-0315 and logged as Comment No. CPl. For reasons discussed below, your 
petition is denied. 

Congress reauthorized the Patriot Act of 200 I as the USA Patriot Improvement and 
Reauthorization Act of2005 (PIRA). Section 701 of the PIRA includes the Combat Methamphetamine 
Epidemic Act of 2005 (Meth Act) which restricts the sale of pseudoephedrine, a precursor to the 
production of methan1phetamine. The restrictions are described in detail in the Meth Act part of PIRA 
(copy enclosed). The PIRA was signed into law by President George W. Bush on March 9, 2006. The 
Meth Act, part of the PlRA, amended the Controlled Substances Act, which is under the jurisdiction of 
the Drug Enforcement Administration (DEA). Accordingly, the FDA has no authority to grant your 
request because your petition has been addressed by the Meth Act. Therefore, your petition is denied. 

Any comment you wish to make on the above information should be submitted in three copies, 
identified with the docket and conunent numbers shown at the beginning of this letter, to the Division 
of Dockets Management (HFA-305), Food and Drug Administration, Room 1061,5630 Fishers Lane, 
Rockville, MD 20852. Additional comments may be submitted directly to the DEA. 

Sincerely yours, 

,,1 ~. Il'~ I~ 
~ \8-\ \'Q.V' 

~arga:ret O~K. Glavin 
Associate Commissioner for Regulatory Affairs 

Enclosure 
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CLINICAL KNOWLEDGE, RESEARCH, THERAPEUTICS 

Kaiser Permanente Primary Care Model: 

One Area's Perspective 

, . ~ 'bY: Davit'f Gna,I'l, 8narrm. 0,' , 

,,- ..- -'-_.' 

The primary care pharmacist model at 

Kaiser Permanente (KP) is one phar

macy strategy in the management of 

,1edicare Part D Medication Therapy 

vlanagement (MTM), newer cardio

'ascuiar risk prevention programs 

.nd patients with chronic condi

ions to optimize HEDIS and 

)ther quality goak 

While not a novel concept, 

)harmacists in the primary care 

nodel work in a team environ

nent, physically integrated with 

)hysicians, nurse practitioners, 

)hysical therapists, social work

~rs, psychologists, clinical health 

::ducators and support staff includ

,ng administrators, nurses and medi

::al assistants. The provider to pharma

cist ratio is approximately 15-20 to one. 

Al! patients managed belong to the group of 

physicians within the team. This interdisci

plinary approach to care is coordinated 

by the physician of that patient. He/she 

provides the comprehensive health care 

plan that is designed, implemented and 

monitored by the appropriate member of 

the primary care team. The pharmacist'S role 

on the team serves as the medication spe

cialist and is involved with treatment plans 

that include initiating, titrating, discontinu

ing and monitoring of drug therapy. 

Primary care pharmacists must have 

completed at least a one year post-graduate 

residency program, preferably in pharmacy 

practice, or have equivalent experience in 

direct patient care. Pharmacists work under 

protocol and a scope of practice. These pro

tocols are developed in conjunction with the 

physicians, pharmacist managers and 

in accordance to national/institutional 

clinical guidelines to ensure appropriate 

care is provided to the patient. Specific 

language within the protocol defines the 

pharmacist responsibility and monitoring 

strategy. Primary care pharmacists will 

manage, under protocol, a wide variety of 

chronic diseases includine: hypertension, 

hyperlipidemia, diabetes, asthma, depression, 

thyroid disorders, and congestive heart failure 

in the context of attaining specific therapeutic 

outcomes and managing polypharmacy, 

non compliance and/or non formulary issues. 

However, as the primary care area is usually 

a first stop in the health care system, general 

medicati~n issues or disease states require 

pharmacist to be versed in all areas of 

pharmacotherapy. 

Primary care pharmacists will see patients 

in a setting similar to a physician exam room, 

communicate with the patient via phone or 

conduct group classes. Pharmacist to patient 

responsibility (medication therapy manage

ment) includes: 

1) reviewing the medical record and medi

cation profile. 

2) identifying chronic medical condition 

and potential drug related problems. 

3) developing a medication treatment plan, 

4) assessing the patient's knowledge of 

medication/disease, medication compliance, 

adverse effects, drug intera~trs, and lifestyle 

modi fication. 

5) performing appropriate physical as

sessments related to medication therapy. 

6) ordering appropriate laboratory testes) 

related to medication therapy. 

7) selecting, initiating, modifying, 

discontinuing medication(s) per 

protocol. 

8) monitoring and evaluating 

for adverse effects, complications, 

ahd therapeutic outcomes. 

9) providing and reinforcing 

patient education / information 

designed to enhance patient un

derstanding and patient adherence. 

10) referring to other health 

care professionals within the broad

er health care management services, 

when appropriate. 

11) documenting, communicating and 

coordinating medication therapy issues. 

Additionally, primary care pharmacists 

provide drug information to the rest of the 

members of the team, assist in the manage

ment of formulary, cost effective prescribing 

and resolve operational pharmacy medica

tion-related problems. 

Patients are referred to the pharmacist by 

the physician to address any type of medica

tion questions, pharmacy related issues, ad

verse drug reactions, as well as for manage

ment of chronic condition through a number 

of primary care team workflows. A primary 

care pharmacist
7 

throughout the workday> 

can receive any number or diverse type of 

patient care medication issues for resolution 

or any type of physician referraL This re

guires they be flexible, efficient, versatile and 

autonomous in managing their own practice. 

The first example is one type of patient 

referral that is simple and straightforward, 

demonstrating the collaboration of care 

by different primary care team members. 

A Medical Assistant Blood Pressure clinic 

(MABP) utilizes the strengths of the in

dividual primary care team members to 

integrate and develop a potentially more 

time-efficient hypertension clinic. 

In the Northern California area, patien 



/ 

1 hypertension or identified via computer 

aving elevated syswlic/diastolic blood 

;sures or without a documented reading 

he past year are scheduled to see a medical 

stant. At the visit, patients obtaln a blood 

;sure reading, pulse and a medication his

'. In the event that the BP is greater than 

/110, the patient is automatically triaged 

charge nurse and physician for acute 

1agement of hypertenslon. I f the blood 

5sure is bet\veen 140/90 and 180/110, 

1ysician referral is generated for the 

rmacist to manage the hypertension. Bv 

me, the pharmacist will yerify the medi

on historv previoush provided b\' the 

lent, perform an assessment of medicatlon 

')pliance and lifestyle modifications, de· 

)p a treatment plan, initiate/modify cur

t medication therapy, provide drug con

ation, ensure understanding and establish 

tropriate follow up, i.e. return to MABP 

lic and document in the medical record. If 

patient returns w the M:'\BP clinic and 

ttinues to be elevated, the cycle repealS. If 

patient improves to the therapeutic goal, 

patient is discharged out of the clinic for 

ow up by the physician without needing 

jee the pharmacist. Three to four patients 

I be managed per hour while utjlizing the 

:ngths of the primary team members to 

nage hypertensive patients cost-efficiently. 

;ults of a six month pre-to post-pharmacist 

o]vement reveals average blood pres

es were reduced from 150/83 to 125r9 

hover 650 patients completely managed. 

lile it IS possible to hire the abov-e person

nel into a stand alone hypertension clinic, the 

advantage to the primary care model provides 

disease state variety to the pharmacist, patient 

familiarity and the time and ability to review 

medication profiles for additional medication 

issues that need attention. 

Another example of integrated care via 

primary care model can be seen conceptually 

in a Antidepressant Medication Management 

program. HEDIS requires Optimum Prac

titioner Contact (defined as at least 3 follow 

up visits with a physician or mental health 

provider within the first 12 weeks of acute 

treatment), Effective j\cute Phase Treatment 

(medication compliance within 12 weeks) 

and Effective Continuation Phase Treatment 

(medication compliance within 6 months) af

ter a new episode of depression. Most patients 

diagnosed with depression/anxiety are man

aged in primary care with more complex cases 

referred to psychiatry. Using the primary care 

model approach, the pharmacist works along

side the physician, social workers and psy

chologists to ensure that the patient is com

pliam with the optimal practitioner contact 

criteria. He/she provides medication therapy 

management and coordinates drug therapy 

with the behavioral, non-drug counseling and 

lifestyle modifications provided by the other 

team members. The ultimate objective is to 

ensure adherence to medication therapy by 

monitoring and evaluating for adverse effects, 

complications, therapeutic outcomes, and 

adjusting therapy as necessary_ 

Primary care pharmacists work closely with 

pharmacy operations and ~1very active 

members of their team. They attend depart

ment team meetings, develop clinical pro

grams with other team members and will 

provide a cost effective pharmacotherapy 

approach to care. They provide education re

garding new approved medications, preferred 

agents, formulary changes, media balance and 

update the team on possible supply chain is

sues. For the patients having trouble affording 

medications, the primary care pharmacists 

uses this knowledge to provide a necessary 

service to help address cost issues and ensur· 

ing compliance to changes in therapy. 

Medication Therapy Management in 

Medicare Part D at Kaiser Permanente is 

the culmination of all pharmacy programs 

and models well into the primary care 

pharmacist modeL MTM at KP consists 

of identifying patients with chronic condi· 

tions; chronic medications and a $4000 drug 

expenditure. These patients have multiple 

medical problems and have a potential to be 

at personal cost risk. MTM services include 

reviewing diagnoses, laboratory services, 

medications, immunization and social history 

and evaluat;ng for duplicative therapy, drug

drug interactions, drug-disease interactions, 

adherence issues, multiple prescribers, drugs 

that are potentially problematic in elderly, 

therapy gaps, and opportunities to reduce 

cost. MTM patients are divided up amongst 

the primary care pharmacists by the physician 

of the patient. Similarly, with a coordinated 

approach, patients are referred by the physi

cian for management and the pharmacist will 

address the previous medications issues. Giv

en the wide experience of managed chronic 

conditions, and often, familiarity with the 

complicated patients, primary care pharma

cists are then capable to carry forward the 

recommendations to optimize patient medi

cation issues, optimize therapeutic outcomes 

and refer to team members or specialists for 

further care. @ 

David Chen, Pharm. D is the Clinical Operations 

Man~ger of Kairer Permante in the Napa~ 

SerVIce Area. \. tJ 



I COMMUNITY PRACTICE ~ 

..Ph.s chafe under systems 
that time their dispensing 

Reid Paul 

A s reimbursements for drugs 
keep falling, chains must fill 
more prescriptions-and ap

ply even more pressure on their 
pharmacists to dispense quickly
to make up for their loss. But phar
macists claim this is leading to more 
drug errors. 

The practice of timing pharma
cists on how quickly they fill pre
scriptions is increasingly being 
called into question. One national 
chain, for instance, uses a red light 
on their pharmacists' computer 
screens to warn them if they are 
falling behind in their dispensing. 

"My main concern is with the 
impact on staffing and the pro
fession," commented Charles 
L Duhon, R.Ph., a community 
pharmacist who practices in Ok
lahoma. "You feel like the guy 
behind the hotdog stand. It is all 
money, money, money, as fast as 
you can." 

Duhon is particularly concerned 
about the effect on young pharma
cists who come to pharmacy as ide
alists and leave embittered. "Most 
pharmacy students are not aware 
what they will be facing when they 
get out of school," he said. 

Kaiser Permanente has had a 
standard of filling each new pre
scription within 15 minutes for 
more than six years, noted Steven 
Gray, Pharm.D., ].0., who heads 
professional affairs for the HMO's 
pharmacy operations. 'The service 
standard is for the entire pharmacy 
operation," he explained. "Eighty 
percent of prescriptions should be 
filled within 15 minutes." 

lhe goal, Gray said, is not to sin
gle out pharmacists who do not 
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meet the standard, but rather to fo
cus on how the pharmacy can be im
proved to produce efficiently. "If a 
pharmacy starts to fall below stan
dard, we send in a pharmacy im
provement team [PIT]," he ex
plained. The team works with 
management and staff to see what 
the problem is. Based on PIT recom
mendations, Kaiser may hire addi
tional staff for the pharmacy or 

change procedures to meet the phar
macy standard. 

Kaiser said its IS-minute rule 
came out of surveys of pharmacy 
patients. "We find a correlation be
tween member satisfaction and the 
waiting time," Gray reported. 

Kaiser maintains that automated 
refills and training are key ingredi
ents for meeting the service stan
dard. The vast majority of refills 
are handled at centralized robotic 
fill centers. Furthermorer with e
prescribing, prescriptions are often 
started before patients even enter 
the pharmacy. The· Kaiser HMO 
model with the physicians and 
pharmacy under the same roof also 
helps to increase efficiency and re
duce the time pharmacists spend 
on the phone. "In my opinion it is 

the most forward-looking pharma
cy group in the nation, ahead of 
most everyone," said one current 
Kaiser pharmacist who asked not to 
be identified. 

"It is such an efficient organiza
tion. On a typical day, you'd work 
behind the counter dispensing med
ications for an hour then consult for 
an hour," the Kaiser pharmacist ex
plained. "It's not like a factory as
sembly line." Still, he went on to 
note that phannacists are judged 
daily based on their speed. 

It is that judging that causes con
cern for many observers and raises 

questions about the value of such 
time-based service standards. 
And while many observers 
agreed that Kaiser is respected for 
its efficiencYr similar workplace 
standards that exist a t several 
large chain pharmacies are trou
bling. "We are concerned about 
prescription errors and the impact 
on consumers," insisted Fred S. 
Mayer, KPh., M.P.H., president, 
Pharmacists Planning Service lnc 
(pPSI) , a phannacy-related con
sumer advocacy group. "If you 
believe the studies, pharmacists 

should not be filling more than 180 
prescriptions per shift." 

Some drugs, especially those with 
black box warnings, may need extra 
time, Mayer argued, and timers 
place an undue pressure on phar
macists to focus more on time than 
on patient safety. While he admitted 
that Kaiser Permanente's pharmacy 
operations may be able to handle 
the volume, he worries that at other 
chain pharmacies, the same safe
guards and quality control mecha
nisms may not be as stringent. 

In all likelihood, this debate over 
the efficacy, safety, and professional 
impact of timed service standards 
will only continue as the practice 
spreads. "What we need to do," 
Duhon demanded, "is get together 
to change the system." [@ 

www.drugtopics.com 
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Improving the California Pharmacist/Patient Consultation Proc( 

In collaboration with the California 
Board of Pharmacy, the California 
Pharmacists Association, and California 
AARP, the Center for Health Improvement 
(CHI) recently completed a two-year study 
(2004-2005) that examined the mandated 
pharmacist-patient consultation process 
and its effects on Californians aged 65 
and older. The focus on seniors was 
important since persons aged 65 and older 
are prescribed twice as many medications 
as those under 65. Approximately 90 
percent of older persons take at least one 
prescription drug, and nearly half use five 
or more different dmgs. Additionally, 
older adults have more chronic diseases 
and multiple conditions, thus the 
consultation process becomes more 
relevant and complex. 

The following provides a summary of 
the CHI study: 

The Institute of Medicine recently 
raised the issue of medical errors overall, 
and determined that prescription drugs are 
a significant source of such errors. That, 
combined with the above statistics and 
the fact that an analysis of adverse drug 
events (ADEs) among older adults in an 
ambulatory setting indicated that 27.6 
percent of the documented ADEs were 
preventable, prompted the selection of the 
older adult population for the pharmacist
patient consultation study. 

Federal and State Mandate 

In August ) 990, the Board of 
Pharmacy enacted regulations requiring 
pharmacist-patient consultation for all 
new or changed prescriptions. These 
regulations preceded the federal mandate 
and were also more stringent (the federal 
mandate required offering to counsel 
Medicaid recipients upon receipt of a 
new prescription). The regulations were 
enacted to ensure that the necessary 
dialogue occurs between patients and 
medication experts to promote safe 
and effective medication use. The 
only California study to examine the 
effectiveness of the counseling regulations 
was conducted in the early 1990s. 

Study !Vlethodology 

The CHI study consisted of: 
1. 	 A literature review; 
2. 	 A review of Board inspection and 

complaint data; 
3. 	 A statewide survey of pharmacists. 

The written survey of pharmacists 
involved sampling 3,000 of the 
approximately 5,000 Califomia
licensed community pharmacies. 
A 32.4 percent response rate was 
achieved, and the independent! 
chain pharmacy ratio was 45.4 
percent to 54.6 percent. Kaiser 
Foundation outpatient pharmacies 

were also included in the stud: 
4. 	 Focus groups of pham1acists, 

physicians and patients; and 
5. 	 A policy roundtable discussiOl 

Key Areas for Improving Consuhati 

The CHI study found two key 
areas of consultation were noted by 
respondents as requiring improvemen1 
the first being that pharmacist time a 
insufficient compensation specific to 
consultation were identified as critical 
barriers to maximizing the pharmacist 
patient consultation. Non-compensate.
time-consuming activities include, am
others, the requirement for pharmacist
to submit a prescription for insurance 
approval, only to be notified of the nel
for prior authorization. The pharmaci~
then required to contact the prescribin
physician. As fonnularies become mo
complex, phannacists electronically 
transmit infomlation for prescription 
approval. Pharmacies are charged for 
transmittals, and if the prescription is 
covered by the formulary, the pharma
are not reimbursed for the transmittal 

Time and Compensation 
Recommendations 

Consider changing the pharmacis 
phannacy technician ratio, 
which is currently 1: 1 with two 
phannacy technicians allowed fOJ 
eaChadditionalPharrnacist in th~ 
phanT};cy. The National Assosat 
of Boards of Pham1acy surv~d 
pharmacists and found that "havi) 
more tech~icians available to assi 
with disp§sing duties would ioo 
pharmacist lime for counseling." 

Continue to examine California 
regulations that might discourage 
use of technology. The promotion 
technology should not have to COl 

at the expense of pharmacists but 
free them from administrative aTH 
other activities. 

Create financial incentives based 
phannacists' performance. As 
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Improving Consult 
Process 
Continued from Page 16 

is occurring with hospitals and 
physicians, financiaJ incentives 
awarded to pharmacists can encourage 
continued quality improvement. 
Performance m(:asures could include 
patient satisfactioI11 dispensing 
efficiency, and additional services 
~mch as medication compliance 
l'norlitoring, diseas.e management 
counseling, and medication profile 
review. 

Pharm'ld:;;t/Patient and Pharmacist! 

Physiei.1Hl Cornrnunication 


The CHI al~o found that another 

sig;njfjcan( barrier to maximizing the 

consultation process is pharmacist 

pa(icnt c()mm'Unication~ as wen as 

pharmacist~physidan communic.ation. 

Before the pharmacist can Sllcces.<)fully 

cornmunicate with the patient, the 

pat.ient must be educated about the 

process of navigating fhrmulary issues, 

c()ITlmunicating with the physician, 

understauding the time needed for pn()r 

authorization and cQordination wjth 

changjng formulat·ies. Patients need 

to understand. the importance of the 

clinical information that phannacists 

provide, and that patient participation 

in the consultation is critkal. Nearly a 
quarter of the survey lC'Spondentr;; rated 
the Up~tienfs refusal to participate" as a 
significant barrier. $uryey results s.howed 
that 50 percen~ ofolder patients waived 
the cOIlsoJtalion--an$wering the survey 
with Hsometimestt, "often'" Of" always." 

TIle survey results reveaJed 
that nearly a third of the pbalmacist 
respondents spend 10-25 percent of their 
time communicating with physicians. 
That communication is inefficient at best: 
sending and receiving faxes, calling and 
leaving messages. Both phannaci~ts and 
physiCians described their frustration 
with these activities and noted that 
better patient care required better 
communication.. 

See Improving Consult Process~ Page 18 

Where to Find Answers to Your Legal· 
Questions 

Pharmacy law is detailed and complicated. The Board strongly encouraget-; 
licensees to seek out answers to their legal questions by accessing pharmacy law. 

Licensees of the Board have a number (:tf choices when they seck to obtain copies 
of pharmacy law. 

1. 	 The Board has on its Web site a copy ofall California pharmacy taws and 
regulations. The addres...:o IS wWw.pharmacy.ca.gov/[aws~regsflawbook.pdJ. 

1ncre are several advantages of using this source for pharmacy law, It is free. 
It also contains a detailed index7 developed and used ·by board sta ff., which is not 
publisbed in either of the following lawbooks. 

2. 	 LawTech, who has publis.hed our lawbook for the last six years, offers a 
lawbook (Pharmacy Law with Rules and Regulations) and a CD vers;on for 
sale. Ordering infonnation it available via a link from the Board's Web site 
or by calling 1~800-498-0911 X 5. 

The cost for th;s lawbook is $21,99, The CD version is aho $21.99. 

3. 	 LexisNexis has also produced its first version of our lawbook ·(Cal1fornia 
Phannacy Laws wit.h Rules and Regulations). Again, ther~ is also a CO 
version of this publisher's lawbook. You m~ly order by calling 
1.-800-833-9844. 

This lawbook alone is available for $177 and the lawbook with the CD is $22. 

What about prescri.ptions written 
by prescribers in Mexi.co? 

In March 2006, Califomiats third-largest heaith insurer; Health Nett announced 
that it plans to sell poliCies that ailow individuals or families to see doctors in the 
U.S. or in Mexico. This development raises questions: 

Q. 	 Can a California piaarmacist fin a prescription for a California Health Net 
pa.tient based on a prescripti(}n written by a dQc:t(tr licen$ed to practice in 

. Mexico? 

A. 	 No. Section 1717(d)Qfthe California Code ofRegulations stipulat¢$ that a 
pharmacist may dispense . pursuant to a prescription written by U •••a prescriber 
licensed in a ~te other than Californi~:t7 which means a state (not a territory or 
possession) within the' United States, not a foreign country. 

.Q. 	 C~n a CalifOl"nia phannacist fill. a prescription written. by a prescribe.. who 
is licensed to prescn'be in California or anotber state, but .practidng in 
Mexico? . 

A-	 Ye$~ as long as the prescnOer is licensed in the same licensure classification 
_	that California law petIn;it$.to prescribe drugs. It is., ofcourse, the pharroacisfs 

responsibility to verifY the prescriber~s license with the respective regulatory 
board of the state where the prescnber is licensed.. 
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ror complete dl?t.ils, pie.... sae lull'prestribing Inlomalion for Lenpro, ' 

Chlldf1!ll and Adoleswrts AIIUdepressants inmased Iht risk ul SIIitidallltinking and behavior ltuitidality) in short·Ierm studies in children and adolestents wilh Major Depressive Oisnnler IMOD) and otber psyclriatrit: dlsnrder; Anyooe considering the USf 01 Lmpro or any other antidepressanl in a child or 
'i balance ll1is risI: with !he clinical need. Patients wbo ale started on I11arapy ;hould be obs8rved closely In< clinical womning, suicidality, or unusual chall\les In belr.ivior. Families and careoJvers should be advised of the nemilOf cJOSl! onsanration and communicatillllwlillthe prescriber. lexapro is nol ~ 

'n pedialrit P4'jon~,IS!e Warnings and PrecauliOllS: Pediatric lls!) Pooled il\3iys1:s of shelHem 14m 16 weeks) placebo-controlled 1rla~ of 9 anhdepressant drugs ISSRIs and o1he!s) in cJuldreA aed a40lesunts wllh ma)Of df1)TesSiV1! disonler (MOD), obsessIVe compulsM! dlsonier (OCO), 01 Othel psy. /"" 
,a lotal 0124 !rials iJrrolviflD O'/tf 4400 palients) have revealed agrea\er risI: 01 adv1!nre events rtpresenting SIIitidal thiniing or behavior (SIIitidalily) during Iha first lew months of tru\mell! in those -ivin9 antidepressants, The 3'fflf3ge risk 01 SlIth events in patients ret!iving intidepressants was 4%, 
risk of'l'fo.IIlll1litidtsDttllrmlin!hesetriats, 

JHS Concomitmt use in patients tlkmg monoamine oxidase intu1Jil0f5IMAOIs) IS conlraindicated (see WARNINGS) Concomitlnt use in patients IaIong pimozide is COIllraindlCated lsee Dreg InterntiOO$ - PimOlide and Celw), Lexapro is cO!1Ir.liIlillcaled in patients with ahypersensitivlly to escitaJopram 01 citIIopram 
ave ingredients IIllf)Jpro, WARNINGS WARNIHGS-CIinical Wor;ening and Suicide Risk Clinical Wol1ltning and Suicide Risk Palients with major depressIVe disorder (MOO), bolh adull and pediatric, may expenence wlllsening olm depression andior me emergence ill sulDllalldealliln and llehavlDr (sulClllalny) or 
111 behaVior, whetller or nol they are laklllg antidepressanl medicatiO<15, and th~ risk may pelSlSl until SlgnifJ(;anll1lmission occurs There has beena long-standing COIlcem that antidepressants may have arole III inducing WOr>ef1ing of depressKln and !he emergence 01 sulCidalrty in certain patients. Antideplessants increased 

JI tlunklOg and behaVior (SUicidaliJ'fuin short·lerrn Studies In children and adolescents with MaJOf Depressive Disorder (MOD) and other psyci1ialnc d~o.rders. Pooled analyses 01 short-lErm placebo;;onlrolJ IriaIs 019 antIdepressant drugs (SSRls aOO Olhers) in children and adolescents with MOD, OCD, or other psycll· 

':~;j:r!~~=nO:~am~~e~~~~t'~~~~:d~~~~~J~~de~~~:~;d~i:~'~~~~~~i~b~u~:~:'::~:~8btr:n~:==~~:!V~~~~~~~=:~=lfo~=d:,~~~~;;:~~l:~
"I. No suicides DttUJTetI in 311)' ollhese Inal;, It IS unknown whe!her!he sUicidality nsk mpediainC patients extends to longer-ierm use, Le" beyond several months, It ~ also unlmawn whether the suicidaflly risX extends \0 adults, Alt pediatric patients being !reated with anlidep=nts lor any illdicaliQfl should be 

osely lor clinitalworsening, SlIicidality, and II!I\lSUiI changes io behavi!l!, especially during tha initial lew months 01 a tnur;e 01 drug Iherapy, or at times 01 dOS1! changflS, oithef 1lI_or decrm<$. SuclI obsemIInrIwGlIld generally include a110'" WIHllJy fate·llHace tnntati with patients or ll1eir tamily mem
lllivet'S during the fusl4 weeks 01 lreatmen\. then every oilier week visits lor the olUl4 weeks, ilIen at 12 weeks, and is clinically indicated beyond 12 weeks, AdrJllIonal coollcl by Itlephll!re may lit a~ ll8!weea taC&-\n-taca visits, Aduill with MOO or cn·mo.rbld depression in the setting of Ilfher psychlalrit 
Ig ireated with antidepressants should be observed similarly lor clinical_log and suitidality, especially during the IniUalle'it mall1hs 01 aCOtlrst 01 drug ilIerafll, or at "milt ot dose tIra"1les, eI\het Inawu or iletreases. The lon_ symptoms, anxiety, agltlban, panic altlcks, insomnia, irritJbmty, iJoslility, 
ess, impulSivity, akathlsia IPS)Id1omolD! restlessness}, hypomanm, and mania, Ime betn reported in adutt and pedJalnc palJents being trealfd with anMepressants lor major depressive olSOrder as well as for other indilAtions, both psychiatnc and nonpsychlalric. A1UlOugh acausal un< belween !he emergence of suell symp
Ulfl IIlf worsenmg 01 depl1lSslOn andior Ihe emergence 01 suicidal impulses has nol been estlbhshed, thel1l ~ concern lhat suell symptoms may represent precursoro 10 eme'1ling swcidaJity. Consideration should be !)JVen to d!anying the therapeutic regimen, ulcludmg passlb~ dlsconlinumg the medication, Ul panenll whoseIS persistently worse, or who are expenencmg emergenl suiodality or symplDms thai might be preturoors 10 worsening depression or suicidaJity, especial~ tl illese symptoms al1l sevel1l, abrupl in onset Dr wele not part 01 the patient's presenting symploms, II the decisIOn has been maile 10 dlSCorlimue treatment medicatIOn 
ap!!led, as rapidly as is Iea~ble, bul with recogniIJon lhal abrupt dlSContinuallOn lAn be associatetl With certllll symptoms lsee PRECAUTIONS and DOSAGE AJlO AIlMINISTRATJOtt-lltscnntlnualiOli 0I1rutrnenl wilb lrnpro, in tull prestriblng inluomation lor a destription of ille risks 01 dlStontinuation ollexapro) 
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IverdOSl. Families and lAreQlver.; 01 adults being lreated for depression should be similarly advised, Screening Patienlt lur Bipolar Oisonier: Amalor depressive episode may be !he initial presentllion of bipoiaI ~ISOrder, It is g.eiieral~ believed (though nat eslablished mcontroUed tnals) lhal treatrllg such an episode Wllh an.a '.. . . . , . 
deler 
reui ,and menial staws thangesillal 
I1Ime betln reportl!d In paUents ahave rettnUy disclJnUnued SSRi Irnatroentand have been started an an MAOL Some cases presenletl with iIIatures I1!S8mbilllg neuroleptic mallvnanl syndrome, Furthennore,limiltd anlmaJ data on ilIe elfects 
~ use . IU

Wt
may act synergistically In elevale blood pressure and evaie behatioralmitltion. Thorelol1l, n1$ recommended Ilr.!l Lwpro should IlIlt bft used in wmbiratimJ wilb an MAOt, Of within 14 days of discontinuing Irtatmenl with an MAOI. Simibrlj, at le35114 da.ys 
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rsors (such as IlyptoPhan/ is not recommended lsee PRECAIJl10NS . Drug Inmraclions), PR~U';lONS Inlonnafion I.or Patients Patients should be cautioned about the risk of serotonin syndrome with the C!JOCOfflitlnI use of Lexapro and Inptarrs, Ifilrnadol or other sefOtonerg~ agents. Drug Interaclions S.rolrmergic Grogs: 
It mechanism oj action of SNRls and SSRls Inctuding Lexapro, and !he polenliallnr selOtonin syndrome, caution is adVIsed when Lexapro is coadministered with other druos lhal may aHect the serotoru:f\jic neuro\r.!nsJnillf; systems, such as Inplans, flnezofid Ian antibiotic which is a reversible non·selective MAOI), lithIUm, 1Ja· 

~~r~h~~~oaJ:::~~~~~:~~~Id:~:~~~~~~~:~~a~J:.P~~,;~~;~~~I~~~~t~~!:~p:~;\:ue::e(~edJ:N~~~;~n~~::~~:a,==o~~=':~~~~~~~I~:a~tt~t: ~~~1sS;: ~~R~S~~~~o~~o;,~g~~~,~~~::
(e IIlhlbitors), !here have bee/) SpIlIllaneous reports 01 adverse events occurnn~ upon ruswntinuabon 01 these drugs, particularly whenabrup~ iOOurung!he lollowing: dyspholic mood, irritability, agitation, dizMess,sensGI)' disturbances (e,g" pal1lS!hesias S!Jell as electric shod sensations), anxiety, conluSlon, headar.iJe, letllilr· 
13llabifity, insomnia, and hypomanra. Winle Ihese events are generally seH·lumbng, Ulere have been reports 01 senuus distonbnUaUon symploms. Patients shOlJid be monitored lor Ihose symptoms when diSCOntlnlllllg treaImeJ1j willi Lexapro Agradual reduction In Ure dose rathel than abrupl cessahon IS recommended when 

'~:~:dFn~~6rsr:~,::o~~~e:e~n:ea:~~~=:~::i~~~: ~~es.:=t=~g;:~:e~:~:::r~:~d~~~~bru=~::J~==~:=~~~:~~~:e(~~~~IS~~~D:=~~:~I~:~'~g~~drr~; 
r~:I::;;~e=~~:~n~~=~~~~;=:'~~:~'l:ii~on~';~te'rwi~~~=~~n~:~~~~~~~gN~;~~~:~=:!he risk 01 bteedi (Sltllrui 1nImcIioos) AIIOOugh these studies focused on uppergaslromteslJml bleed'Jg, there is reason to bel~ve lhal 

associltion with Lexapro treatment All pahents WiUl these events have retOYe/ed with dlScontinuabon 01 esdt!loprarn arnVor medrcalmtervenUon, Hypomtremlil and SIADH have also 
controlled trials 01 Lexapro in major depressive disorder, activation 01 rnaniaJ11ypomania was reported in one (0,1%) of 715 patients treated with Lexapro and in none olille 592 patients 

=~~~~~~na~=~lr:~r~:~ ~~~m~t~i~!;~~~I~~~=:::~I~a~\~a~f~~~~!:~:~~dr~:~~a*,~~J~e~:~;e~ i~;;:~~~Iam~:r~eg~:~ ~~e~~n~":!d~:~~~~~":dO~ri:j~d~~~~(: ~::~~~r~~~o~~C~~~le~~u~IT~~~,b.= ~;t~o:,~~l:fo~ 
reported in assoc13ti<m wilh lexapro trnatmenl L~e olher dmgs ell;x;hve in !he trnatment 01 Ilkljor depressive disorder, lexapro sbould be mtroduced with care in pallfnls wilh a history 01 seizure dISorder, l!!Ierf£wce ",ttl Coanrul'\' and Molor Penonnance In a study In norrn~ volunteers, lexapro to mgfday did nol produce 
t 01 intellectualluriction or psychomotor p£f1orrnan~. Because any psychoactivedrugmay Impair ludgment. illlOking, or molor skills, however, patients should be lAuilOned aboUi operating hmrdous machinery, irduding automobiies, untillhey are reasomb~ ~rtlill tllallexapro therapy does not ailecllhell ability 10 engage 
ivilies lise in Palients Wh Concomitanl Inness C"nlcal expenence with Lexapro In pahents with certlm concomllant syslemlC iUnesses is "lOlled, Caullon IS advISable In USlIl9 Lexapro in patrenls wilh diseases or COfllf~1OIlS thai produce altered metabolism or hemodynamIC responses. Lexapro l13s nol been syslemallcally eval 
Itierrts with . . " ' . . . , . .., , . plasma concenllatlons WeIC increased. 1he 
ded dose of Lexapro pallenls with seVeIe renalnnpdlnnenl hal't 
aleddunngchronit. . . ,. , ,. . . , , ISlakenillcombmallOnwllllolhClcenlrally
lS, Alcohol· AlUlQugh Lwpro did nol polenliale Ihe wgnitive and mOlDr eNeets 01 alcohol 10 aclmlCallnal, as, with olher psycholroplc medications, the use 01 akohol by pallents ial<lng Lexapro is not rcrommended. Monoamine OXJdase Inhlbilors (MADls) . See ,cOHTRAlHDlCAnONS and WARNINGS. Ofilgs Thallolenere Willi 
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led in an Increase ro citatopraln AUC and CM 01 43~, and 39%, respech'lel),. The cHnical Significance 01 these frodings ~ unknown, DigoxlII' In subjects who had reeeived 21 days 0140 mjJIday racem~ dtalopram, combined adrOinislJalioli 01 citalopram and dlgoxln Ismgle dose 01 1 mg) did nol slgnlflCanl~ aHecl Ule pharma· 

~;~~~~~~a~g~~i~I~:~~~~~~~,~~~~~~~~~ra::r~~:~~~tsm%:~~~~~~ut~nl:~~~~e~:~:y~~:~L~ksJr~a~~~~~~:tc~~:~~sre~~:~~~~I~1a:~~~~~:~=~~~i~~:el~~~~~~~i~~e~~~O!:~l::~[~~~~raa~I~~U~~n~~e~h~~~'~~;:f;,e!~
lssoaated With amean Increase 10 OTc values of approximately 10 msec compared to. plmOZlde glV£n alone. Racemic cltalopram did nol aller the mean AUG or c... 01 pimollde, The mechanism 01 this phanmacodynarnic interaction is not known. Sumatnplan . There 113'1e been fare po.slmarl:etll1g reports describing pallents Wlill 
hypenellexia, and incoordimtio.n 10Rowing Ule use of an SSRI and sumalriptln, If concomitant treatment witli sumalriplan and an SSRI (e,g" ftuoxetine, nuvoxamine, paroxetine, sertraiine, dtalopram, escita!o~r.lm) ~ clinically warranted, appropnate observation ul the patient is advised. Theophylline· Combined adminislration 

Q:~~lm~4J.~~~~ ~rslra~d ~~I~;:~~sti:': 1:w:eo:V~~I~I~,~I~,~O:n~~~~b~~~t~~ ~u~~~c~=~;~~o~~~~~in:a~:~:~~~~~(~~~~ 1~~~~~~~~~~~II:;ti~P~~)~::~~~I;:~~'~:'::;I~~ ~ ~1~)~i~~0~~g~~~~;a~~nh~~a~~k~~:rf~~~
'pme, aCYP3A4 substrale, Allhough trough otalopram plasma levels were unafieeled, given' , possibility lhal lAmamazepine mighl increase the c1ealilnce 01 escitalopram should be considered tl the two drugs are coadmimstered, lriazolam· Combmed admlnislrallon 01 racemiC 

li~~~~n~~I~ :ZW, l~lo<!(~~~~e~Y:~i~u~0~~~~n~:~~~ma*~7~:~~~~co ~~~i~e~ ~~~~:.D~t':~~v\':(~~;~:~~~~~:~:.~:na0~':~~i~~~~~~r~~~~~~:0~d2~}~rJ'n~f~~~~;:~~r~~~~~~e~~r~:;~~i~~: 
Jl<llopram. CYPJM and -2C19 Inhibitors· In VItro slUdle5 indlcaled that CYP3A4 and ·2C19 al1llhe primary enzymes involved in the metlbolisrn 01 escitalopram. However, coadministration 01 escitJlopram (2tJ mg) and ritornvir (600 mg), a polent inhibITor 01 CYP3M, did nol sigmncanlly allef.llhe phannacokinehcs 01 escllalo' 
ause esdtalopram is melabolized by multiple enzyme systems, inhibition 01 asmgleenzyme may nol appreciahly decrease escitllopram dearallC1!, OmgsMelabofued by Cytoctirome P4502D6 ·In vrtrosludies did nut ONeal an inhibitory effect 01 escrtalopram on CYP206.ln addition. sleady slale levels 01 racemiccitllopram were 
canlly dlHerent in poor metibolllCrs and extensive CYP206 melabolllClS altermulliple-duse administration 01 citalopram, suggesting, lhal coadminislration. willi escila!opram, 01 a drug lhal inhibits CYP206, is unlike~ 10 have clinical!): Slgniflcanl efiects on escitalopram metabolism, However, "Jere are trmiled mVIVO datl sug· 
IOodest CYP206 inhibitory ellect lor esataloprarn, i.e., coadrninistration 01 escrtalopram (20 mg/day lor 21 days wrill the tricyclic antidepressant desipramine (srngle dose 0150 109), a substrale lor CYP206, resuned in a40% 1IlCICa5e In C_and a tOO% increase in AUG of desipramine. The cluneal Stgnificance 01 illis fmding ~ 
NevertlJeless, caution is indllAled In the coadmin~lration of escitllopram and drugs metabolind by CYP2 Iille betl'adrene'1lic blocker metoprotol (gNen in asingle dose 01100 
2Sed meloprolol plasma Irlvets Ir.we been associaled willl decreased cardlilselectivity. CoadminislJation 01 . ludles of the combined use oj EC1 and esatllopram: Carcinogenesis, 
:sis, Impairment ol Fertility Can:inooenesis RacemiC citalopram was administered in the diello NMRVBOM strain mice and CCBS " . Mng up to 240 mg/l<ll'day, TIlere was an increased mcWence 01 small 
In:lIloma In rats receiving 8or 24 mg/l<gfday racemic citllopram, Ano-eflect dose lor illis finding was not estlblis\ied, The relevance 01 these findings to humans is unknown, ~ Racemic ciIaIoprarn was mutlgenic in the In vrtro bactenall1lverse mutation assay (Ames test) in 2015 bactCliai strains (Salmonel~ 1A98 
37) in the absence of meiaboic activation, 1\ was ciaslngenic in the in vffJo Chinese hamster tung cell assay lor chromosomal aberr.rtions in the presem;e and absence oj meiaboflC activation. Racemic citalopram was not mutlgenic in the in VItro mammalian lorwarll gene mutiMn assay (HPRn in mouse lymphoma cells or in a 
IvitrMn Yivo unscheduled DNA synthesis (UDS) assay in rat lIVer, It was not daslogenic in !he /II vitrochromosomaJalterrawn assay inhuman Iyrnphocyies or Ifl two in ~vomouse micronucleus assays. tmoainnen1ofFtrtilityWhen raalmlC cila!opram was admrnislered oral~ to 16 male and 24fema~ rats prior 10 and illrough
) and gestltion al doses 0132, 48, and 72 m!J!l<glday, Ilklting was d;x;rnased at all doses, and lertility was decreased at doses :? 32 mg/l<g/cIay, Geslallon duration was increased at 48 mg/l<g/day, Prngl\3nty-JIonteraloyenit EIIatIs Neonates exposed to Lexapro and other SSRts or SNRls, !ale in Ihe thild lrimester,. have developed 
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an increased risk lor persistenl pulmomry hypertensIOn 01 the newborn (PPHN), PPHN occurs 111 1·2 per 1000 live births in the general population and IS assoc~led willi substlntial neonatal mOluldlty and mortality. In aretrospective,case-conttol sludy 01377 women whose rnlants were born wllil PPHN and 836 women whose 
ire born healthy, !he risk lor developmg PPHN was applOximately six-fold higher lor Inlants exposed to SSRls after Ule 2(» week 01 gestauon compared to inlanl5 who had nol been exposed to antidepressants duling PreQrBOC)', TIlel1l ~ curren"y no corroboratIVe eVidence regardmg the nsk lor PPHN 101l0Wing exposure 10 SSRI5 
lCY; this is the firot study lhal has invesllgated the potential risk. The study did nollnclude enough cases with exposure 10 inruvidual SSRls to determille nall SSRls posed similar levels 01 PPHN risk. When ttealJrlg apreQnant woman with Lexapro dunng ille Ihlld lrimesler, Ihephysician shou~ carelully consider bolh the polen· 
Ind benefits 01 treatment (see DOSAGE AND ADMINISTRATION in hrll prescribing inlormation). Physicians sbould note that in a prospectm longiludiml study ol2tJt women wiUI ahistory 01 major depressmn who were euthyrnlC al the bl!l!lnnmg 01 pregmncy, women who dIScontinued antidepressanl medll;allon dunlljJ pleg· 
Ie mOl1lli\<.ely to experience arelapse 01 rnatOr depression than women who continued antidepressant medication. labor and Delivery The eilect 01 Lexapro on labor and delIVery in humans is unknown, Numng Mothers Racemic dtalopram, like many olher drugs, IS eXCleled In human breast milk. There have been two reports 

~ron:~~r =:::~~:o~~::~r:s:~~t~~i:::ua:~~~i~"::=0~~:~°fo;::n1~~~~~fi~~:~~:~n~rarrt~~~:~:;=~e1~u~ety~~~~1:~~Iri~;:~~~e~o1S:~des~~ti~~to(~~~~i~Mm~~~ ~V:~~ri~~: 
~ and Suicide Risli). One placebo-controlled trial in 254 ped"1a1rlc patients with MOD has been conducted wilh Lexapro, and the dati were not sufficient to support ac~im lor use in pediatric patients, Arr/One considering the use 01 Lexapro in achild or adolescenl musl IJaIance the potential risks with !he cfmical need, Geriatric 
oximateiy 6% olille 1144 patients reteMngescrtilopram In controlled trialsolLP.xapro in major depressive olSOrriel and GAO were 60 years of age or older, elderly patients inillese trials received dallyr!osesolLexaprobelween 10 ard 20 mg The number of elderly panentsin Ihese tIialswasinsulficient toadeQuaie~ assess lor 
Interential effICaCY and saie1y measures on Ihe basIS 01 age, Nevertheless, grnaler sensnivity of some elderly indMduais to effects 01 Lexapro cannot be rule<! out In two pharmacokinehc sllldies, escitllopram hall·fiIe was Increased by approximalety 5O'Y, In ~derly subjetlS as compared to young suhjects and Cmn was unchanged 

;~O:~~b~~e~~h~~~f:tsl~~~::~~;~I~j~I~~;,~o~t~~e~p:~~~i:~~~~~AII~s~~~~:n~~~~I~~~~f~~=i:~n~~~:~~~heO;I:~rnd~~~n'~e;l~~~~,~~~'~~;li~~~!~~~ts~~iyl~or~cl~::in:'dl~rsca~~;I~~~~e~ia~v~s~~~~~v~v~~s~v:~~~~~~I~~~o~lee~~,~I~;
Irom 715 patJcnl5 wilh major depressIVe dISOrder who were exposed 10 esclliJlopram and Irom 592 palients wllo were exposed 10 placebo in double-blind, placebo·tonlrolled trials, An addiIJonal2B4 patients wrth major depres5lVe drsOider were newly exposed 10 escilalopram In open·laUellnals. The adverse evenlllliormalion 101 
1 patients Wltll GAD was colief.ted lrom 429 patients exposed to eSCllalOPlilm and lrom m patlents exposed to placebo Indouble:blmct. placebo·controlled !rials. Arlvme evenls duringexposul1l were obtlined pnman~ by general rnQuIIY and recorded by cllmcallnvesligators uSlllg Iemllnolugy ollheir own chOOSing. ConS€quenl~, 
ossible 10 proVide a meaninglul eslimate 01 tile proportion 01 indIViduals expenenollg allverse events wrthoull,rsl glOupmg slml~r types 01 events mto asmaller number 01 slanilardl1ed evenl categones, In the lables and tabulallOll5 lhallollow, standard Wond Healill Orgamzalliln (WHO)lenninology has been uscd 10 classlly 
ldverse events. The staled frequencies 01 adverse events I1lpresent the plOportlon 01 indiViduals who expenenced, at teasl once, a treatmenl:emflgent adver.;e event 01 the type listed. An event was considered lilalrnent-ernergenl ff rt occurred tor the hlSt lime or worsened whi~ receJVlng Ulerapy 10lloWlng baseline c'lalualion 
tvents Associated with Discontinuation of 1rnalrnent Major De£ressJVe OlSllrdet Among the 715 depl1lSsed palienl5 who necelVed Lexapro '" placeti(H()ntrol~d !nals. 6% dlSCOrrtlllUed trealment due 10 an adverse evenl as Ctlmparedlo 2% 01592 paberllS re[('lVIng placebo In two hxed-dose sludles, lhe rale 01 discontinuation 

Fo:~~=n:t~~~~n~:~~gLroa~~:~~~nU~)~:;:~~~t~~~1:Cn:'sn:~~~~~~::::,n~~:~~~"rfo:~gar=~%n;::~~lsdl:~~,:~o~~~~:I;:f;~1:S::~,:\~~~~~p~~:~~~::;I~a~~~~:I~~O:S~~;'/2~~J~~~~\~~~s~'~~~:~IIi~~d
lisonler Among Ihe 429 GAO patients who received Lexapro 10-20 mll'day in placebo-conlroned tria~, B'Yo discontinued trealrnent due 10 an adverse even~ as compared to 4% 01427 palients rereiving placebo, Adverse e'lents lhal weill aSSOCl3ted with Ule d,scontinual,on 01 alleast 1% of palients treated with LexaplO, and lor 
,rate was al leasilwicethc placebo rale, were musea 12%), insomnia (1~.), and fatigue (1%), Incidonte 0I.Advem Evunts in Placebo-Conlrolled Clinh:<l1 Trials Majol DBJlrassive Di11lnierlable 1enumeratesUre incidence,rounded 10 tllC nearest pen;ent. 01 treatment-ernergentailverse events lhalocomed among 715 dL'PrL'SSed 
vho I1lceived Lexapm al doses ranglng from 10 to 2tJ mg/clay in plaCfbo-rontrolied tlia~, Events included al1l those occurring in 2'10 or more ot patients trealed wrill Lexapro and lor which theinciden(l! in patients ttealed WlIh Lexapro was grnaler lhan lhe Incidence In placebo-trealed patients Theprescriber soollid be aware that 
Ifes can not be use<! to predict the Incidence 01 adverse events in the course 01 usual medical practice whel1l palient characterislics and other factors diffllr lrom Ihose which prevailed In !he clinical trials, SimiL:uiy, ttJe ciIed lrequenoes cannol be Ctlmpared with figures obtlined lrom olher clinical mvesligations Involving dtllerenl 
~,uses,an ' " '" , , . . events in Lexaplo palients mcidence 01 apPlOxi· 
)'"orgrnale . . ' 
'ILexapro iarrtlea(8%and5%);Conslrpatron(3%andl%); 

~lo/u~~;i;li;== ~~~rl~;;!~~~~~~:~~=-:~,s~~~~; ~,:~~;1ii;~i~~ ~~~,i~~~~ ~~~~ ~~~~8~,~~~~~i~~~~~~~~:;e~~~e~~~~i::~~~;.:;~r~~!d=Ia~r:a~lt~~r~:~~Z, =r~~~~~~ct~ntl:~ ~~~I~,~~~~
ct~ mjury, anxiety. 'Primarily ej.1CUlalory delay, 'Denominator used was lor males on~ (N"225 Lexapro; N=l88 placebo), 'Denominator used was lor lemales only (tk490 Lexapro; N=404 placebo), Genmlizad Anlitty Oisonlet lable 2, enumerales the InodeOO!, rounded 10 !henearest perrenl of treatment'emergent adveroe 
al occurred amo~ 429 GAO paUenls who received Lexapro 10 to 20 mll'day in placeboi:ontrolled trials. Events "Jduded are those occurring in 2% or more 01 patients trealed with Lexapro and lor whictJ the incidence in patients trealed wrth Lexapro was grealer lhan Ule incidence mplacebo·trealeil palients. nle most common

~~=;~o~~~~Of~~~\~::no;~P8~~x:~~r~~~~~"!d~~~~~t~)J:~~~=~~~~::~~:a~~~~~~~~~~rJ~:J:I=74~~;~)'Cenb':I''':e=:~!s~::::e~~~~aLJ,~h~~~J;1~i~p~~'1l(2~~~t~:Ulin~~~~~ 
$; Nausea (18% and 8%]; Oianllea (8% and 6%); Constipalion \5% and 4%); Indigestion (3')', and 2%); Vomiting (3% and 1'1.); Abdominal Pain (2% and 1~); flatulence (2% and 1%); Tootillche (2'1. and 0%). General: Fatioue 18~. and 2%); Inlluenza·fike symptoms (5% and 4%). Musculoskeletal Nedu'Shoulder Pain (3% 
Psythlalrit Disorders: Sornoolence (13% and 7%); Insomnia I 2% and 6%); Libirfo Decreased (7'l'. and 2%); Dreaming Abnormal (3~, and 2%); Appelite Decreased (3" and 1%); lelharyy (3~. and 1%); YawOIng 12% aOO 1'iol, Urogenital fjaculalion Disorder'l \14% and 2%); Anorg<lsmw (6% and <1%); Menslolal Disorder 
1%). 'E'I1!nts reporteil by alleast 20/. 01 patients treated with lexapro are reportetl, except lor !he 10iOWlng events which \lad an indIlence on placebo Lexapro: inJrICled injury, dlZlllless, back pam, upper I1lSplratory tract IrrtectlOll, rhinitis, pharyngitis. 'Pnmanly ej<lcUlalory delay, 'DellOmIOator used was lor males only IN=182 
tk195 p~bo).l{)enomimlor USfd I'/3S lor femaies only (N=247 Lexapro; N0232 placebo), Dose DependeRty 01 Mver;e Events The potential dose dependency ot common adver.;e events (oofmed as an incidence rale ot ;:5% ln eilhcr the 10 mg or 20 mg lexapro groups) was examUied on lhe OOSlS ollhe cornbinL>O IOcidenct 

~:~~ ~~~~~~ftL1~~~~~~::=~!~Sof:~~~:;~~~ro~r~~r.~:i~:~~~~~~:~~~~Ir~~~~:~~~:~:~l~~~~:~,~~~~;~:·n~ ~~:~W~~j~=-=~::~ :e~~1~~[:~ i~~l;tf;~~~~~~~~~iH~~f, ~1=~e~~~7n~H~l~~)r 
la~4;~~4r~~~i~ :~'t~~~~~u~~:~'a~;o~tesr~: hi~~4io :Jd!~~(~~~~;nu7'YoJ ~~~~':M:re(~!J'F;;;;aI~o/S~:~:i~~'wT;s~~~~t~~~~2~eS~·~:~~f;;rl~;~;:.ea~:: ~~r~!i=: :u~l~ ~1~~~~;~I:c~1:J:~:~~ 
I also be aconsequence oj pharmaCtlkJ;jic trealrnenlln particular, some evidence suggests thai SSRIs can cause such untowand sexual experiffices, Reliable estimates 01 the incidence and sevenly 01 untoward eJ:jleIlenCCS irMlMlIJ sexual desile, pertonnance, and satisfaction are di1flCUn 10 oblain, however, 10 part because palients 
.icians may be relur:1arrt to discuss them. According~, estimates 01 tile incidence of urrtoward sexual experience and pertormance cited in product labeling are fikely In undel1lStimate their actual indIlence. labie 4shows tire indIlence rales 01 sexual side eIIecls in pallents wiUI rnajOI depressive dISOrder and GAD in placebo-con· 
~~~::~~ III SelUa~S~.~ ill Placebo-l:onlrolle1l Clinical1rials lin Males Only; lexapro (N=407) and Placebo (N=383)1; tJilculationDisor1ler (primarily ejaculatory de (12% and 1"f.; libido IJecreased (6% aOO 2%);lmpolence (2% and <1~').lln Females Only; Lexapro (No 737) and Placebo INo636)J: 

iCh possible side effects.=n Changes Lexapro and placebo glOups \l'me Ctlmpalw with respect to (1) mean chanlJC from baseline in vilat signs (pulse, systolic blood pressure, arld diaslnlic blood prCSSUI1l) and (2) the irrcidence 01 patients meeting criteria for potentially dlnicalty significant changes lrom baseline in these 
"These analyses did not reveal arrt clinically importlrrt changes in vital ~gnsassociatlKl with Lexapro treatment In addihon, a comparisoo 01 supioo and standing vila! sign measures in subjects recerv"1Ilg Lexapro ind~ted lhat lDapro Ireairnent is not associated with orthostltic changes, Weiqht Changes Patienis llealedwith 
in Ctlntrolled trials did nol ditltr lrom ptacebo-treated pallents with regard to dlOicaliy imp<lrtlrrt change in body weight. Laboratnry Ch~ Lexapro and placebo groups were romparet! witll respect to (t) mean change from traseDne in vanous serum chemlSiry, hellkllology, and unnalyslS variables, and 12) the incidence 01 pallenls 
criielia lor potentialty clinically signifICant changes Imm baseflne in these variables. 11rese analyses revealed no dinical!y importlm changes in laboratory test paramelfro 3.'>Sociated wIth Lexapro treatmenL ECG tbang~ EiectrocanJi09rams hom Lwpro IN"625), racemic ellalopram ~=351), and placebo 1"0527) grollps were 

~:O=:~(~~a~~~o=~O~C=IE~IG3~~~~~~~JT1~o::!~~::~~~~~,:~~.~ ~~:r~t:~=~~:rn~~e:~:c:::~n:,:~~==~~~~~~~!mg~~~~::f~:~ E~tsf~=~C~~~~~~";:~:~~ 
Qfl ollnxapro F!Iiiowing is a list of WHO terms thai reflect treatment-l!fflergent adverse evenls, as defined in tile inlroduction to the ADVERSE REACTIONS section, reported by tire 1426 patients lreated with Lexapro tor periods 01 up to one year III double-blind or open-Jabel dlnicat trials dunng lIS prernarkebng evaluallOIl All report, 
s are induded mepI those already f!Sled in Tables 1& 2, those occumng in only one patient. event tenns !hat are so general as to be unlnlormative, and those lhat all! unlikely to be dnlg related. 1\ is important In ernphasill! !hal although the events reported occurred dunng treatment with LexapIO, lhey were not necessarily caused 
entsareiurtherlAlegoruetlbyborJysystemandflSleil ' ' patients 
iSCUlar· Frequent pa\pitltion, hyperIensiolllnlrequent .. . . m~cle con· 
;involuntlry, sluggistmcss, coordination atinonnai, tain!ness, hypenellexia. muscu~r lone increased. Gastroiolestinal Disorders - Frequent heartburn, abdOillinal cramp, gastroenteritis. Infrequent gaslroesophageall1lflux. bloating, abdornlnalOlSComtol1, rty,'pepsra, rncreased slool trequency, bekhing, gasliitis, hemorrhoids, gag. 
Iyposis gas\Jic. swallowing dlfficutl, General.' Frequent afielllY, pain in limb, lever, hat IJushes, chest pain. Infrylriuent edema 01 extremities, chills. tighlness 01 cheslleg pain, asthenra, syncope. malaise,;rnaphytaxis, fall, Hernit ...t Lyrnphabc llisonIers -Inhequent bruise, anemia, noseb~ed, hematoma, IymplL1denopalhy cem· 

=~N~='"i:i~~~~~i~~l~=tO=rs~~~~:~cer~~~:a:~:~:u:~~:~~!t~~:~~~~:ct~~=~~pa~~=,'~=naa~~~::'~~,,=~~~~:':~!a~:'::'a~:~:=::~:~sa=
,carbohydrate cravmg, contusion, depersonalization, disOIienlation, emobonallability, leellng unreal, tremulousness nervous, crying abnormal, depression, excitability, auditory hallucination, suicidal tendency. Reproductive~' . Frequent mens1rual cramps, menstrual d~order. Infrequent rnenormagra, breasl neD
relvic mliamrnatron, premenstrual syndrome, spotting between menses.''l'o based on lemale subjects only; N= 905 Respiratory. System Disorders • Frequent bronchitis. Sinus congestion, coughing, nasal congeslioo, sirrus headache. Ifllrequent asthma brealh shortness, IaryngrtlS, pneumonra, lracheitis. Siin and Appendages 
'5 - Frequent rash. Infrequent prurilus, acne, alopecia. eczema, dennatilis,4ry skin. 101flCUlitis., lipoma. turunculosis, dry lips. sI<in nodule. S~ecial Senses . Frequent vislon b1uned, tinnnUlS, Infrequent taste aiteraboo, earache. C!IIlJUflCIM\JS, vision abnormal, dry eyes, eye .,lIallon, l'ISllal dlSlUrbance, """ mlecbOrl, pupils dlialeil 
taslll. Urinaly System Disorders -Frequent urinary frnqueocy, unmry tract inlec\Jon.lnlrequenturinary uf\jerJCY, lOOney .stone, dysuria. blood III urine, ~~errt tu!be Marlietino n!Estj!a\Qeram - AIIhough 00 causal relationship loesciialoprarn treatment lias been lound, the loliowmg adverse events have been 
110 have oa:urred in patients and to be temporally assooaled with esdlaloprarn treatment during post rnari;eting expenente and were oot obselved dunng the pll!m;u~l!ting evaluation 01 escitaIopram: abnormal gail, i!ClIll! renal \;rilurl!, aggressIOn, akathisra, ~ reaction, anger, angioedema. a\nat fibnllatlOn, cllOrroathelosis. 
,delusion, diplopia, dysarthria. dyskinesia, dystollla, ecdlymosis, erythema multilorrne, extrapyramidal disorders. fulminarrt hepalitis, hepatic failure. hypoaesthesia, hypoglycemia, hyPokalemia. INR iroeased, gastruinIllsIin hemorrhage, g~ucoma, grand mal serrures lor Ctlnvulsions), henJotytic anemia, hepaoc necrosis, hepati. 
ltelJSlOn,ieucopenia, myocarrial infarction, myoclonus. neuroleptic malignant syndrome, nightmare, nyslaymus, orthostatiC hypolension. pancreaJilis, paranoia. photnsensitivily reac1ion, pliapisrn, proIactinemia,prothrumbil decreased, pulrnonary emboflSm, mprolongaholl rhaiJdOfll)'oIysis, SerzuleS, serotonin syndrome. SIADH, 
eoos abortion, Sievens .Johnsoo Syndrome, tJrdivr: dyskinesia, ihrornbocytoperua, Ihrombosis., forsade de pointes, Ioxrc epidennai necroJysis, ventrlCUlar armythr",., verllncubl tatI1ycan:t13 and visuall2ilucinallons. 
j from I1lJJndbecJ( NS Rev. 09106 © 2006 Fores1 Laboralolles, IIIC 
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101 Lucas Valley Rood. Suite 210 • San Rafael. <?alifornia 94903 
Tel: (415) 479-8628 • Fax: (415) 479-8608 • e-mail: ppsl@aol.com 
 

February 14,2007 

Deborah Platt Majoras, Chairman 
FTC 
6th & Pennsylvania Avenue 
Washington, DC 20580 

Steve Galson, M.D., MPH 
Director, CDER 
FDA, 5515 Security Lane 
Rockville, MD 20857 

RE: 	DIRECT-TO-CONSUMER ADVERTISING 
PRINT SIZE READABILITY 

Dear Ms. Majoras and Dr. Galson: 

Pharmacists Planning Service, Inc. (PPSI) is a 501 C (3) nonprofit public health, consumer, 
pharmac:y education organization is greatly concerned about the direct-to-consumer (DTC) 
print size readability and the ability for patients and consumers who read these ads to 
understand them. These ads basically are for prescription drugs and in many cases are 
promoting the prescription drugs but patients and consumers are not able to read them. 

I am sending you a series of advertisements from various magazines. Please note the 
difficulty patients and consumers have in reading them, especially seniors, who are only 
13% 	 of the population but use 43% of all prescription drugs, over-the-counter (OTC) 
drugs and herbals. 

In 1990 PPSI petitioned FDA on label readability guidelines and introduced legislation in 
California to increase the print size for patients and consumers to improve the readability 
on nonprescription medicine labels. California Assembly Bill 2713 was signed into law by 
the Governor and was enacted regarding print size on OTCs. In October, 1990 the 
Nonprescription Drug Manufacturers Association (NDMA) put out label readability 
guidelines after two years of study from a task force entitled "Draft Guidelines for 
Maximizing Label Readability". I am enclosing a copy of the Label Readability Guidelines 
by NDMA. 

prSI requests that FTC and FDA get uniformity and guidelines for readability for direct
to-consumer advertising so that patients and consumers, especially seniors, are able to read 
prescription drug advertisements. 

Enclosures 
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Session 4240. I 

Tuesday, November 7: 2:30 PM-4:00 PM 
Room 54 Boston Convention Center 

A Panel Discussion 

Drug Manufacturers, the FDA, and 
u.s. Health Care: 

How Can the Public Be Assured of 
Access to Safe, Effective Medicines? 

i'E sm-

The past decade has brought increasingly sharp criticism of the drug industry by both health 
professionals and the general public. The industry is widely seen not only as promoting 
development of groundbreaking new therapies but also as wielding its econonlic power to exert 
undue, self-serving influence over scientific, legislative, and regulatory processes; training of 
professionals; and infonnation flow among scientists, health professionals and the public. 
Further, it is seen as abusing the patent system to price medicines beyond the reach of many who 
need them while straining goverrnnent fmances as well. 

The panel will examine these criticisms and discuss the need for reforms. 
Each panel member will make a three-minute opening statement. 
The moderator will then pose questions, with panelists offering one-minute responses. 
Audience participation will follow. 

Panel: * 

John D. Abramson - Harvard Medical School; author, "Overdosed America" 

Marcia Angell- Harvard Medical School; author, "The Truth About the Drug Companies" 

David J. Graham FDA Office of Surveillance & EpidemioL; recipient, API-IA Award for Excellence 

d~eP. K:sirer - Tufts U. School ofMedicine; author, "On the Take" 

Deborah Socolar Boston D. School of Public Health; Director, BUSPH Health Reform Program 

Moderator: 

Merrill Goozner Center for Science in the Public Interest; Dir., CSPI Integrity in Science Project 

* Listed participants will speak on their own behalf, not as representing their institutions or agencies. 
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5 widely.used'drugs c .11~.dun afe 
FDA officer says 
~onflicts of interest 

.---- 

:on'lpromlse agency 

By Marc Kaufman 
WASHINCTON POST 

WASHINGTON - A veteran 
'ood and Drug Administration 
uety oHicer Thursday lold a Sen,
Ie hearing inquiring into the 
brupf recall of the arthritis drug 
IOU (hal fiveolher widely. used 
rugs should be either withdrawn 
r sharply restricted because they' 
ave dangerous side e{feels. 

Describing Ihe agency' that he 
'orks for as in-. ,.. 

lpable of stop· 
ing dangerous 
rugs from com
Ig 10 and stay· 
Ig on the mar
:1., David era
:un, assOCial e' 

Ieclor or the 

liice of Drug 

Ifety, laid the 

nators thaI the 
DA's role in re
ewing and approving new drugs 
melimes conflicled with ils dury 
address safety issues. 
Asked by Sen. Jeff Bingaman, D
M., (0 identify the five drugs, 
raham hesitated and then listed 
em 10 the slartied hearmg'room~' 
e popular choleslerol-Iowering 
ug Crestor, Ihe weigJlt-loss drug 
eridia, the painkiller Bexlra, the 
ne medical ion Acculane ;]J1d the 
hma medlCation ScrevenL 
Each posesdiHerenl issues, Gra~ 
ITL:saiQ, answer 10 q~e.s~ions 
om senators, bur all require mo-;.e
~ressive action by the FDA I 
-.AStraZeneca's Creslor he said 
oses risks of kidney fai)~re and ~ 
tre muscle disease~ Abbott Labo
.tones Inc's Meridia is of little use 
td has cardiovascular side effects' 
xhe's Accutane can cause birth 
:feels if used by pregnant women; 
izers Bextra carries cardiovascu
, risks similar to those linked to 
;)XX; and GlaxoSmithKline's Se
lent increases the risft ofdying of 
hma_' TIle maker'S of aU five 
Igs later defe~ded their products 
orously. 

David Graham 

Dr~ Slev~~Cal~n. acting dlrec
tor of the FDA's Cenl~r for Drug 
Evaluation and Researcb,~d the 
agency already had ta~en steps' 10' 

alert consumers· to those' drugs' 
safety concerns- That"~, includes 
heightened warnings for $erevent; 
a tougher risk~management plan 
to eIlSUle pregnant women don't 
use Accutane, and an upcoming 
advisory committee hearing . re
gardingBexua.:. . . 

A 20-year veteran of ~e FDA" 
Graham has played a' significant 
role in the withdrawal oC:nine 
drugs over the past deca<t~ and his 
highly unusual. attackori'his (}Wll 
agency astonished many' in the 
room. He called the FDA's han
dling of Merck & Co.'s Vioxx 
which he said should have bep.n

pu1Te<nrom me n~~~-;~,; agv
the most distressing epis9d~ of all 
and a ""profound regulatory fail
ure'" 

"I would argue.thallhe FDA as 
cnrrentJy configured is incapable 
of protecfing America against an
olher Vioxx,n Craham said in his 
scathing assessment. "The scientif 
ic standards (the FDA) applies to 
drug salety guarantee that lIDsafe 
and deadly drugs will remain on 
the US markeln 

Citing estimates he said were 
based on the results of Merck's own 
clinicaJ trials, Graham said be
tv.'een 88,000 and 139,000 Ameri- 
cans had probably had heart attacks 
or sLIokes as a remit oftaking Vioxx, 
and that 30 to 4{) percenl had prob
ably died, 

Graham also contended that 
FDA had an inherenl conflict of in
terest that triggered "denial, rejec
tion arid heat" when safety ques
lions emerged about products if 
had approved_ 

Graham~s sentiments were en
dorsed at the hearing by two other 
drug Safety experts, put they were 
disputed by a ranking FDA official 
as "not the FDA thatI know.n 

Sandra Kweder, deputy director 
of the Office ofNewDrug~ said 'ltte 
agency was dedicated 10 prOlect1ng 
consmners arid that drug safety was 
at. the heart obts activities. She ac-' 
kn,owledged; however;that~96u- . 

\ ly, there's concern' by the publ;c 
i and.this cbIIlIIli~ee that.Lh:ti~t.~ 

lSIl'l working as wen as it should, 
and we need to address that.... ' 

Asked about the five ru'ugs that 
Graham identified as needing im
mediate adion, .Kweder .said, "1 
don't have reason to belieVe that set 
of five drugs gives more reason for 
concern than any other set" 

AsuaZeneca, the maker ofCr('5

lor,said mastalement lhat"todate 
the FDA has not given the compa~
ny any indication of a major con

cern regarding Crestor, and the
comments roday are inconsisfent
with past public statemellts [rom

the FDA"

Abbott· Laboratories issued a

statement defending itsweighl

rl~S!)~~' Meridi~' ~O~jty re

~~~o~e ofthe1eading health ep
Jderrucs ill the USJ and Meridia is 

one of the few effective drugs thaI 
are currently available," it said. 


CJaxoSmithKline stood by its 

ast hma drug Serevent, saying it was 

"safe and effective when used ap

propriate1y.n 


Pfuer spokeswoman Susan Bra 

said its Cox~2 drug, Bextra, uhas 
been found sale and effecljve when 

used as indicated." She noted Ihat 

the company had already "com

milled 10 conducting further stud

ies to confirm the longer-term car

diovascular safety profj}e." 


The AssocUrled Press 

contribuled (0 Chis H'porL


· CIah~'S r~elations'a~d ~rili
'cisms were the centerpiece" ~( the 
hearing' calle<i-,by' Sen. Charles 


.Crassley~ RcloW3• chainnan of ~e 
Senate Finance Co~ttee and an 
increasingly" sharp ;critic of the 

FDA Following. Graham's com
ments: Grassiey pointedly warned 

agency officials against disciplin
:mgGr~any.~y.' 


,Grassley 'alSo suggested that an· 
 [
indepen~t',boar~" of..drog, safety, 
 \ 

.maY,be needed lO:ensur~the safety , 
ofrrierucilbons afterFDAapproval 

An Uawful~)0i6f'i~' oaif were 
raisedbeforeViou~wi~drawn,. 

said Grassley; and.,the agency dis

dained.ratber thaIi,listenedto, its 


own reviewers. 

.... Merck CEO Raymond Gilma.r

tin came to the defense ofJ.he FDA 


· ~ndliis' company's;;~ti~ns indeaJ-. 
· fig with. the issues around Vioxx, a 


heaVily advertised and hugdypro{

itable drug until it was abruplly reo 

called in September. Hesaid the 

c;ompany had no scientif.ic. reason 

to withdraw the drug untilll heard 

clear negative results reported by 
the' safety 'monitoring cornnUtt~e 

of a clinicallrial. At the tim,e, GIl· 

marlin said ·l;tis own wife was reg
ul~rly takin~ the drug. . 


"'Throughout Merck's history, II 

has been om rigorous adherence to 

scientific investigat~on, _QQeIlIles-s 


andlffiegntythat has enabled us to 

bring new medicines to people 

who need them,."Gilmartinsaid."l 
am proud that we followed that 

same rigorous scientific process at 
every step of the way with Viorr" 

One ofa class of painkillers 
known asCOX-2 inhibitors that are 
widely used by arthritis sufferers, 

Vioxx was introduced in 1999. II 
waS withdrawn after researchers 
halted a clinical trial because pa

. tients taJung Vioxx were experienc

ing twice as many hear,t attacks and 
'strokesaspatientsta~g a pbcebo, 
but' witnesSes testified' there .had 
been SUggestlODS of possible car
dioviscularrisks' going back the
mid:-l~ : 

Officials of the companies 
wh~edrugs)Y.erecited by Graham 

. :an'said'-they·were.surprised byhis 
'testimony. " 

Carolyn Glynn.. a spokeswom 

f~r· .Roche. said it had lon.g ree g-
~zed that. Accutane r~~e spe-
CIa} handlmg because of It own 

Worrisome drugs? 

Five drugs cited by a Food and 
Drug Administralion oHiciai as the
worst examples of those that
remain on the market despite
safety concerns: 


it>- Accutane. a treatment for 
severe acne linked'lo birth defects
and (etal death when used by
pregnant women . 

it>- Bextra, a painkillerfoundin a

recent study to more than double 

j, the risk of heart attacks and
Istrokes among patients with heart ' 
'disease. 

) .. ~ an anti-cholesterol 
:d!t}ciifle to a muscle-destroying 

;Sl1e effect and acute. renal failure_ 

tf' Metidia, an obesity treatment 

f1nked to heart'problemS and 

iamong pr~gnant women: stil;births. 

miscarriages and birth defects. 


~ .. Serevent~ an asth~ medica
ition that a study in England linked' 
,to increased deaths. 

connectioo.obirthdele ISowc~A,,"oa,,,,p,,,,, / / C[.llJi. 

/JLJ!?Y --~~ -if 0 UN 
<~ ~ 
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You Are in 
Good Company. 
More than 72% of Medicare beneficiaries with Part D 
coverage are enrolled in stand-alone Prescription Drug 
Programs like CCRx, while 18% are enrolled in Medicare 
Advantage Prescription Drug Plans, according to an Avalere 
Health analysis of Centers for Medicare & Medicaid Services 

(eMS) data. 


The CCRx drug list (formulary) covers 97% of the top 100 

medications taken by Medicare beneficiaries. This percentage 

applies to medications allowed under Part D. 


MemberHealth # 1 
Of the top 20 preferred brand 

medications most often prescribed 

to seniors, CCRx covers more 

than any other Part D provider

17 out of 20 medications are on 

our preferred drug list. 

Source: Procter & Gamble Pharrna

ceuticals Research analysis of data 

from the Centers for Medicare and 

Medicaid Services 

New Additions to the CCRx List of Covered Drugs 


Medication Tier Common Uses 

flnasteride (generic Proscar®) Generic Enlarged prostate 

simvastatin (generic Zocor®) Generic High cholesterol 

meloxicam Generic Pain, Arthritis 

Levemir® Preferred Brand Diabetes 

Azilect® Brand Parkinson's disease 

lnnohep® Brand Blood clots 

Lacrisert® Brand Severe dry eyes 

Sanctura® Brand Overactive bladder 

Tygacil® Brand Infections (antibiotic) 

Other Changes to the CCRx FOTffiulary 

Crestor® Now a preferred brand medication Preferred Brand cholesterol 
~ ~-- ~h 



Federal Register I Vol. 71, No. 201/Wednes4ay, October 18, Z006/Proposed Rules 61445 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

support (MS ellortsto 

make PartDd ·ta 


available lor resear£h 


eMS is soliciting comments on the proposed 

 

_

: 
-

: 

-

rule for collection ofPart D (Medicare 
drugs) data for evaluation and research. 

If you wish to support this, comments are 
due by 12118if1£. The full text appears in the
Pederal ~egister, voL 71, no. 201, 10118/06,
Jages 61445-61455-. 

Centers for Medicare & Medicaid 

Services 


42 CFR Part 423 

[CM?--4119-P1 

RIN # 0938-A058 

Medicare Program; Medicare Part 0 
Data 

AGENCY: Centers for Medicare & 
Medicaid Services (CMS). I-rnS. 
ACTION: Proposed rule. 

SUMMARY: This proposed rule would 
allow the Seciefuii to use the claims 
information that is now being collected 
for Part D payment purposes for other 
research. analysis, reporting, and public 
health functions. The Secretary needs to 
use this data because other publicly 
available data are not, in and of 
themselves, sufficient for the studies 
and operations that the Secretary needs 
to undertake as part of the Department 
of Health and Human Service's 
obligation to oversee the Medicare 
program, protect the public health, and 
respond to Congressional ID~dates_ 
DATES: To be assured consideration. 
comments must be received at one of 
the addresses provided below, no later 
tban 5 p.m. on December 1 B, 2006. 

ADDRESSES: In commenting, please refer 
to file code CMS--4119-P. Because of 
staff and resource limitations, we cannot 
accept comments by facsimile (FAX) 
transmission. 

You maysubmit comments in one of 
four ways (no duplicates. please): 

1. Electronically. You may submit 

electroiric comments on specific issues 

in this regulation to http:// 
www.cmsJzlis.govleRulemaking.Click 

on the link "Submit electronic 
comments on-CMS regulations with an 

_open comment period." (Attachments 
should be ill Microsoft Word, 
WordPerfect, or Excel; however, we 
prefer Microsoft Word.) 

2. By regular mail. You may mail 
written comments (one original and two 
copies) to the following address only: 
Centers for Medicare & Medicaid 
Services, Department of Health and 
Human Services, Attention: CM5-4.119-
P, P.O. Box 8017, Baltimore. MD 21244
8017. 

Please allow sufficient time for mailed 

comments to be received before the@, 
. lr 
\.9 

close of the comment period. 
3. By express or overnight mail. You 

may send written comments (one 
original and two copies) to the follo'V\ring 
address only: Centers for Medicare & 

40 


www.cmsJzlis.govleRulemaking.Click


Pr3Ctitiooe:r-Managed Pr~$Cription Drug Plan (PM~OP) 
An dn,Jgs listed below were evah.raled by the He:atth Resources Commi$sion (HRC) using an evidenCf!-based review process. HRC 
id~nti1ied drugs Of similar or superkx" benefit when used as the initial treatment for the majority of patients. DHS limited the list of 
identified drugs to the most cos. effective. TherapeutIc prior authoti,tation (PA) requirements still apply to drugs fisted in the POL classes 
(OM 410-21 ..0040). 

Plan Drug list (pOl) 

Note: ( ... ) This dwg repre~cnls the- benchmark drvg fOf I.he class. 


AL2JIE'ME:R'S DRUGS: 
(~·)Aricept 

• E)I;Ceion 
• N.ameJlda 
• Haz.adyne 

ANGIOTENSIN"CONVEf(UNG ENZYME (ACE) fNHtsrroRS; 
• (*"'}Enal~pril (generic) 
• Aceon 
• Caplopril (gener;c) 

· Usinoprit (generic) 

• Uniretic 

ANGIOTENSIN It RECEPTOR ANTAGONISTS (AURA); 
• r")Cozaar 
• AV$lide 
• AVclpro 
• !\t8caoo 
• At3cand Her 
• B~~niC:3r 


· Benk:~r HCT 

·DioViJl'l 

· Diovan Her 
• Hyzaaf 
• Mj(;ardi~:; 
• Micardfs HeT 
• Tevetin 

- Tevetirr Her 

BtrArf3l0CKEJ<S: 
· (··)'foprol XL 
• A(;cbu\ok)1 (g!;neric) 
• At/i!nolQI (gcni::ric) 
• Bisopn)lo\ (generic) 

-lnderalLA 

· InnOpf3f) XL 

• L. <::Ihelolot (genetic:) 
• M~loproloj tartrrlt~ (generic} 
• N;:;\.1ulol (generic) 
• Pindolol (generic) 
• Prop(anol()1 (generic) 
• Timolo~ (g(;!''leric) 

CAlCIUM CHANNEL StOCKERS: 


·
Dihydropyridines: 

r-) NOrV<.lSc 

• Nic31'dipine (genetic) 
• Nifcdiptrle (genefic) 
• Nltedipint;!: CC t3blets (AS generics for Adalat CC) 
• Nifedipi:1e Xl. tablets (AB generics for Procardia Xl) 
• Sular 

Non. Dihydmpynclines: 

• r~}Veraparrrif Sustained Action tHblefS 

(AB generic for IS~"Jptin SR) 

• Dilti3zem JR (genel'ic) 
• Verap<:lmil6R (generiC) 

E.STROGENS~ 

Oral Products 

· r") t:str3diol (generic) 

• Menest 

Traosoerrnal PfoduQt:s; 

• ('.....) Estradiol patch (generic) 
· Nota 
410-121-0030 P3ge: 6 
• Estraderm 
·VjV<l'l~ 

ESTROGENS. Gont. 
Vagin~1 Pl'od~ 
" (U) Vagifem 
w Pr~matin 

~YPOGLYCEWUCS. O~AL: 
+ rA) Glybl,lrWe (generiC) 
• Glipizide (generic) 

INHAlED CORTICOSTEROIDS: 
• (....) QVAR 
~ ~'oveni 
• Aerobid. Aerobid-M 

NON-STEROIOAl ANTI~INFLAMMATORY DRUGS (NSAIO): 
• ('"") NaPfO;r:.en (generic) 
• Ibuprofen (generic) 
• Indomelhacin (gcneric) 

· Piroxieam (generic} . 


QPtOIDS.lONG·ACTiNG; 
• ('.~) LA-Morphine Sulfal~ {generic} 
• l. evorphanot (generic) 
w Kadl~n 

• Methadone HCL (generic) 
• OI'Glmorph SR 

PROTON PUMP INHIBIIORS: 
• ("~)PrfJ()ser,; OTC 

SKElETAL MUSCLE RELAXANTS. 

AOllSp(ismodjcs tor chmnic rleurologicol condiliOn~. 

• ( ....,.) BaClofeo (generic) 

AcUle/cnfOl'lic ml)SClllOSkelet,cl1 ~p~S(ris: 


• ("·)Cydobenzaprine (generic) 

STAilNS (CHOLESTEROl-lOWE:RlNG MEDICAliONS): 

low/Medium Potency 

• (U) lovast~lin (genedr:) . 
- AI(oprcv 

'l.esGol 

• Lescot Xl. 

.• Prav,cIcnol 
Hig.h Potency 
• Lipitor 

• Zocor 

l'RIPTAN DRUGS: 

"r-) Maxalt 

"Amerge 

-Axert. 
·Imit,.~ 

• Maxalt Mlr 

" RE:tlpa;x 

• Zomig 

~Zom.g ZMT 

Nasal 

r") Zom~ 

w lmitrex 
Subcl,J~aneous 

(*") lrnitrex 

OVERACTNE BLAOOER DRUGS: 

- (•• ) Ox.ybUlYfliO (tablets 3nd hqul.d) 


4 ~HP Drug List uri: ht!o:ljphann~c:Y.oreq()(l$late.edu/ohpdl1!9.J!Qf 

http:NaPfO;r:.en
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From page Al 

Those aged 65 and older faced 
more than double the risk of re
quiring emergency room treat
ment andwere nearly seven times 
more likely to be admitted to the 
hospital than younger patients . 

The results, from 2004 -05~ 
represent the first two years of 
data from a national surveillance 
project on outpatient drug safe
ty. The project was developed by 
the federal Centers for Disease 
Control and Prevention, the 
Food and Drug Administration 
and the U.S. Consumer Product 
Safety Commission. The study 
was published in today's Journal 
of the American Medical Asso
ciation. 

The database included 63 na
tionally representative hospitals 
that reported 21,298 bad drug 
reactions among U.S. adults and 
children treated in emergency 
rooms during the two-year pe
riod. The tally is based on what 
emergency room doctors said 
were complications from using 
prescription drugs, over-the
counter medicines, dietary sup
plements or herbal treatments. 

The researchers Baid it trans
lates to 701,547 complications 
nationwide each year. 

"Experts bad thought that se
vere outpatient drug events were 
common, but no one really had 
good numbers" until now, said 
lead author Dr. Daniel Budnitz, 
a CDC researcher. 

Complications included dia
betics on insulin passing out from 
low-blood sugar, excessive bleed
ing in patients on warfarin and 
severe skin rashes in patients tak
ing amoxicillin. Drug reactions 
were severe enough to require 
hospitalization in about 17 per
centofpatients. The studydid not 
include information on whether 
any ofthe reactions were fatal. 

"The numbers are quite trou
bling," said Jim Conway, senior 
vice president at the Institute for 
Healthcare Improvement. The 
tally underscores that "there is a 
tremendous number of consum
ers in the United States taking 
medication. " 

The CDC has estimated that 
about 130 million Americans 
use prescribed medication every 
month. U.S. consumers buy far 
more medicine per person than 

anywhe~~~~.i~ th~ ~~~. 

· .. 

1J~)t()ul1Se;andif they. might: 

haveoodinrnractions with 

phisqJp~ndrU.gs; . 

' . .-: NoJ-ifY'Y9Ur Doctor Clbout 


.al)Ymgnifi.gUrt~igff~.g~Q.Qr 


:~t.~~~~~#~~ .. 
Ing thedOsB Of aprescnptioJi' 

drUt( 


~,Don'tstoptaking apre:
· sc.riti¢ifdfljg withoUt notHYirig 

.'yO~f~~roL· ....... . .•••
:c.. 

· ; SOUr€eS.mdude AgenCy for· 

.Heatthta're ResearcharidOuaf


rty and patient safety experts. '. 


Yet a recent study found that. 
doctors' conversations with pa-' 
tients when prescribing new: 
drugs aren't very thorough and; 
that side effects often aren't men-; 
tioned. Many of the drugs impli-': 
cated in the new study require.' 
frequent physician monitoring to ~ 
make sure the dose is correct. 

The new findings highlight, 
the need for better doctor-pa- ~ 
tient communication about use~. 
of medicines, Conway said. 

The number likely underesti 
mates the number of people who~ 
have bad drug reactions outside~ 
a hospital setting because many, 
don~t get ER treatment, while, 
others who do may have symp-' 
toms that are mistakenly at-: 
tributed to something else, said: 
patient safety expert Dr. David 
Bates, a professor at Harvar~ 

II~ ) Medical SchooL 

http:al)Ymgnifi.gUrt~igff~.g~Q.Qr
http:phisqJp~ndrU.gs


KEY PRACTICE AND OPERATIONAL ISSUES FOR TODAY'S COMMUNITY PHARMACIST 

It's time to talk about Value! 

Proving the value of pharmacy and prescription medications 

For many decades, com7nunifJ' pharmacist) andprescription medications have been integral components o/health care in 

this counn) Andalthough the services provided bypharmacists and the benefits received byprescription rnedications continue 

to grow in importance, the public does not always perceive these bencjits as valuable components oftheir health care. 

CommunifJ' pharrnacists, 071 the other hand, are Luell ilware ofthe value they bring to the health care system, as well 

as the value oftaking prescription medications properly. To help pharmacists prove the value ofcommunity phannaq 

andprescription 7nedications to their patients, we've devoted this thenud issue ofThe Practice lv1emo to spreading the 
"value message)) -- a message that comn'Zunicates the value ofthe community pharmacist and prescription medication 

so that the public is more aware ~fthe vast benefits they receive eveJ~y time they visit a pharmaq. 

Throughout this issue, take note ofthe red "call-to-action" boxes which help provide pharmacists and technicians with 

simple ideas for helping communicate and demonstrate value to patients. 

By demonstrating value, pharmacists can improve health and decrease overall 
health care costs 

In today's comn1unity phannacy, 1110st patients have two pri111ary 

concerns -- cost and convenience. While these are understandable concerns, 

often times this thought process results in patients treating their 

prescriptions and their experience at the phannacy counter as 
"cOInInodities." This equates to patients placing little value on these 

ilTIportant and critical cOInponents of their health care, and often puts theln 

at risk for suboptimal Inedication therapy (see box right). 

As 11ledication experts cUld the most accessible health care professional, C0111111unity phannacists are in an ideal position 

to help patients better understand their 111edications as well as maxilnize the benefits fro111 those 111edications. 

Why NOW is the time to spread the value message 

Unless the public, which includes insurance plans, pharmacy benefit managers (PBMs), legislators, and patients, 
begins to understand the value that pharmacists bring to health care, the challenges and threats for community 
pharmacy will expand: 

.. Medicaid/PBM reimbursement cuts will continue . 

.. Mail order competition will grow. 

.. Pharmacists will become insurance experts instead of medication experts. 

e Other health care practitioners will provide Medication Therapy Management (MTM) services instead of 
community pharmacists. 



Role of the pharmacist in spreading the value message: 
Tell your patients what you do for them 

Although pharmacists have been ranked among the top professionals in 

trustworthiness by consumers for decades, unfortunately patients do not always 

equate this with value of services. One of the main reasons is that patients 
are unaware ofwhat pharmacists do for them. While they know pharmacists 
provide them with the right medication and bill their insurance, many are 
unaware that pharmacists check for dangerous drug interactions, verifY 
appropriate dosing, offer free counseling services, and much, much more. 

Tellyourpatients whatyou do 

Be proactive. Simply letting patients 
know what you do and how you 
maximize their health outcomes can help 
patients better value your services. 

On top of that, many still don't view pharmacists as health care providers, and have no idea that pharmacists go 
through a minimum of six years of specialized training -- or that they provide immunizations, health screenings, 

medication therapy management (MTM), and other valuable health care services. 

Use "Why does it take so long to fill my prescription?" as an opportunity 

Although most pharmacists and technicians cringe when they hear "Why does it take so long to fill my prescription?" from 
their patients, this can be used as an opportunity to demonstrate value. When patients ask this question, be sure to tell 
them all of the valuable services you provide with each prescription. For more help with identifying value opportunities 
for both pharmacists and technicians, visit www.pharmacyvaluealliance.organd click on "CE/TrainingTools." 

Shifting the focus of prescription medication from cost to value 

There's no question that some prescription medications can be expensive. Monthly co-pays continue to grow and 

the development ofnewer, innovative therapies often equates to patients taking more prescription medications, thus 
increasing their out-of-pocket costs. 

Yet, patients rarely stop to think about the value they receive from their prescription medications. They often forget 
that taking tnedication keeps them healthy, at work, out of the hospital, away from their doctor's office -- and usually 
prevents them from spending more money on other health care services. 

Money well spent 

• For every $1 spent on prescription medication, there is a $4 decrease in hospital costs. 

• For every $1 spent on ACE inhibitors, there is a $6 decrease in hospital costs in CHF patients. 

• For every $3 spent on asthma medication, there is a $17 decrease in emergency room spending. 

The truth is that some prescription medications may be expensive -- but if patients think about what they get out 
of those medications, they'll see that it is money well spent. Pharmacists can help patients shift their focus from cost 

to value so that they better understand what they're paying for. 

Help patients afford their prescriptions with PPA 

If patients are having trouble affording their prescription medications, recommend they visit www.pparx.org or call 
1-888-4PPA-NOW. The Partnership for Prescription Assistance (PPA) helps patients identify and enroll in one of 
nearly 500 private or public patient assistance programs. 
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Medication Therapy Management by pharmacists can help prove value, limit 
health care spending, and improve health outcomes 

The inclusion of Medication Therapy Management (MTM) in the Medicare Modernization Act (MMA) presents 
community pharmacists with a great opportunity to help prove their value in today's health care system. Representing 
the first time that phannacists nationwide are being recognized and paid for providing a service, MTM opens the door 
for community pharmacy to help patients better manage their medications and reduce overall health care spending. 

The needfor MTM could not be higher 

While the public continues to focus on the cost of In 2000 the spent:

$144 Billion on prescription medications 

AND
$177 Billion on medication-related problems

u.s. 
medication as a cause of increased health care costs in the 
U.S., one area where we need to start looking is the cost 
of mis-management of medications -- as this amount 
actually exceeds the amount spent on the medication 
itself (see box right). 

Further emphasizing the need for better management of Inedications, adherence rates in the U.S. remain significantly 
low for many common disease states: 

• Blood pressure: 51 % 	 • Acute asthma: 43% 
• Depression: 40-700/0 	 • Chronic asthma: 280/0 
• HIV: 37-830/0 

It all leads to value and opportunityfor communitypharmacy! 

By looking at these statistics, it's evident that the public does not value opportunities to improve
their medications, nor do they understand the value of the medication therapy*
community pharmacist in helping maximize the benefits of and limit 
the problems associated with medications. And while the lack ofvalue Out of 100 written prescriptions: 
is 	apparent, at the same time, community pharmacy has the best 

• 	 50-70% get to a pharmacy; 
opportunity to make a difference -- by providing effective MTM 

• 	 48-66% are picked up; 
services which improve adherence, limit adverse effects, and keep 

• 	 25-300/0 are taken properly; patients healthy with their valuable medications. 
• 15-20% are refilled as prescribed. 

Just a glimpse at a sample of 100 prescriptions (see box right) provides *Derived from tMS data 

pharmacists with a variety ofopportunities to help improve health care. 

Get started on MTM services in yourpharmacy 

Some health plans are already reimbursing community pharmacies for providing MTM services. Here are a few things you 
can do to get started on providing MTM in your pharmacy: 

• 	 Check with management or contracted health plans to find out if there are opportunities for your pharmacy to provide 
MTM to eligible patients. 

• 	 Become an MTM expert: Visit www.nacdsfoundation.orglmtmfor a wealth of resources, including a comprehensive 
training program developed by the National Association ofChain Drug Stores (NACDS) Foundation and the American 
Pharmacists Association (APhA). 

• 	 Identify patients at risk for medication-related problems and see if they are eligible for MTM through their insurance. 

www.nacdsfoundation.orglmtmfor


The Pharmacy Value Alliance: helping pharmacists demonstrate the value of 
prescription medication and the community pharmacist 

Since 2003, the Phanl1acy Value Alliance (PVA), a coalition ofcomlTIunity pharmacy and pharmaceutical manufacturers, 

has been devoted to spreading the "dual value" n1essage of lTIedication and the important role of the cOIl1munity pharlTIacist. 

The group has developed a variety of resources to help pharmacists talk about value with their patients. All are available 

at www.pharmacyvaluealliance.org. 

.. 	 Helping Patients Achieve Better Outcomes Using Motivational Interviewing: 

Parts I and II - Two online CE programs for pharmacists. 


,. 	The Medicines You Need From the Professionals You Trust ConsuIner 

Brochure - Explains the value of prescription 111edications and c0111munity 

pharmacists . 


.. Value of Your Medicine bag stuffer - Explains the value of prescription 

Inedicines and provides cost-saving options . 


.. Value of Your Pharmacist bag stoffer - Explains the valuable services phannacists 

provide to their patients. 


,. Pharmacist Opportunity StateInents - A list of opportunities for phannacists 

to engage patients in conversations about value . 


.. Pharmacy Technician Opportunity Statements - A list of opportunities for 

pharmacy technicians to engage patients in conversations about value. 


The value of telling patients your name 

During an extensive pilot program in four U.S. cities, the Pharn1acy Value 

Alliance discovered that conSUIners who know their pharluacist's name were more 

likely to rate that pharmacist higher in terms of quality of service compared to 

consumers who did not know their pharmacist's name. 

79% ofconsumers who knew their pharmacist's name gave the highest grade 
of ''if.' in terms of quality of service -- compared to 44% when they did not 
know their pharmacist's name. 

Make sure to introduce )10u rself to )lour patients and communicate )lour value. Visit 
www.pharmacyvaluealliance.orgfor more information on pharmacy value. 

The Practice Memo is published by the National 
Association of Chain Drug Stores (NACDS) Foundation, 
P.O. Box 1417-049, Alexandria, VA 22313-1480. 

ISSN 1092-4272 
Visit our website at www.nacdsfoundatiollilliJ 
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COMMUNICATION AND PUBLIC EDUCATION COMMITTEE 


Goal4: Provide relevant information to consumers and licensees. 


Outcome: Improved consumer awareness and licensee knowledge. 


Develop a minimum of 10 communication venues to the public by June 30, 2011. 

Number of communication venues developed to the public. 

1. 	 Assess the effectiveness of the board's educational materials and outreach: survey 

consumers to identify whether board-produced materials are valued and what new 

. materials are desired. 

Sept. 2006: 	 Committee begins review of consumer outreach. 

Oec.2006: 	 Staff conducts assessment of the board's consumer outreach written 

materials. Material is identified for revision and update, future development, 

or evaluation for continued need. 

Jan. 2007: Drafts of board informational brochure and complaint process brochures 

are updated; brochures will undergo review. 

April 2007: Drafts of board informational brochure and complaint process brochures 

are provided to the Department of Consumer Affairs for review. 

2. Restructure the board's Web site to make it more user friendly. 

July 2006: Web site modified to contain lists of disciplinary actions finalized each 

quarter and permit online access to public documents regarding board 

disciplinary actiOns taken against a licensee. 

March 2007: Web site modified by adding 14 links to obtain various information regarding 

Medication Safety and Drug Interactions. 
Web site modified by adding 7 links to obtain information from FDA regarding 

Medications and Medical Devices. 

March 2007: Work initiated on the latest State Web site design to be in place by November 

2007. 
3. 	 Work with the California Health Communication Partnership on integrated public 

information campaigns on health-care topics. 

Sept. 2006: 	 Committee continues collaboration. with the partnership whose fall· 

campaign is screening for prostate and breast cancer. Plans underway to 

work to promote generic drugs in the future. 
April 2007: . 	 Summary provided of the Fall 2006 campaign to raise awareness about breast 

cancer screening and prostate cancer sr~ening. No recent meetings of the 

partnership have occured. 

4. 	 Continue collaboration with UCSF's Center for Consumer Self Carefor pharmacist 

interns to develop consumer fact sheets on health topics. 

Sept. 2006: 	 Nine previously developed fact sheets are sent to a translation service to 

develop Spanish, Chinese, and Vietnamese versions of these materials. Four 

new fact sheets developed and undergoing reviewby the board. 

April 2007: 	 Four draft fact sheets are still under review and the committee receives three 

new fact sheets. The committee determines that the board will expand 

the project beyond the Center for Consumer Self Care to include students from 

other Schools of Pharmacy. 

THIRD QUARTER 06/07 




5. Develop a Notice to Consumers to comply with requirements of AB 2583 (Nation, 

Chapter 487, Statutes of 2006) on patients' rights to secure legitimately prescribed 
medication from pharmacies. 

Sept. 2006: Governor signs AB 2583. 

Oct. 2006: Committee advances draft regulation text for comment at the October Board 

Meeting. Board votes to create a second Notice to Consumers poster vs. adding 

additional language to current poster. 

Jan. 2007: Committee refines language to be advanced to the board. Board reviews, 

modifies, and sets for regulation notice the proposed language for a second 

Notice to Consumers poster. 

April 2007: Board reviews comments submitted in rulemaking process to adopt this 
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Develop 10 communication venues to licensees by June 30, 2011. 

Number of communication venues developed to licensees. 

1. 	 Publish The Script two times annually. 

Sept. 2006: The Script published and mailed to pharmacies and wholesalers. 

Jan. 2007: The Script published and mailed to pharmacies and wholesalers. 

2. 	 Develop board-sponsored continuing edUcation programs in pharmacy law and 

coordinate presentation at local and annual professional association meetings 

throughout California. 
7 st Qtr 06/07: 	 Board supervising inspectors present five CE programs on pharmacy law 

and the Board of Pharmacy to pharmacist associations statewide. 

Sept. 2006: 	 Supervising Inspector Ming provides information on pharmacy law to 80 

pharmacists and pharmacy technicians at a San Mateo Pharmacist 

Association. 
Supervising Inspector Ratcliffprovides information on pharmacy law to the 

Sacramento Valley Society of Health System Pharmacists. 

Oct. 2006: 	 Interim Executive Officer Herold presents Legislation and Regulation update 

at CSHP's Annual Seminar. Board also staffs information booth for licensees. 

Nov. 2006: 	 Board Member Goldenberg speaks at the California Associa.tion of Health 

Facilities Convention in Palm Springs. 
Supervising Inspector Ming provides information on pharmacy law to UCSD 

students. 
Jan. 2007: Supervising Inspector Ming provides information on pharmacy law to the 

Indian Pharmacist Association . 
.Feb. 2007: Executive Officer Herold provides information about the board at the CPhA's 

annual meeting. 
Feb. 2007: Board Member Hiura provides information about pharmacy law to 

pharmacists at a Korean pharmacist association meeting. 

March 2007: 	 Supervising Inspector Nurse presents California's Electronic Pedigree 

requirements to the Generic Pharmaceutical Manufacturers Association 

annual meetjng in Phoenix. 
March 2007: Supervising Inspector Ratcliff provides information about pharmacy law 

and the board to 80 UCSF students. 

March 2007: . Former Board Member John Jones provides a law update to Western 

University students. 

3. 	 Maintain important and timely licensee information on Web site. 

7st Qtr 06/07: 	 Added 50-year pharmacist recognition pages as a special feature. 

Updated license totals. 
Added enforcement actions for effective dates between April 1and 

June 30, 2005. 
Changed definitions on license lookup to clarify license status. 

Posted board and committee meeting agendas and materials. 

Sent out subscriber alert notifications to the board's e-mail notification list, 

including two drug recalls. 
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2nd Qtr 06107: 	 Unveiled new Web site of the board, and created new Web links. 

Revised and added new fax and contact information to speed 

communication with appropriate enforcement and licensing staff. 
Updated listing of 50 year pharmacists. 

Added frequently asked questions on emerging contraception. 
Updated listing of enforcement actions taken. 

Reviewed and updated board member biographies. 

Made corrections to the board's online lawbook. 

Added all agendas, meeting packets and minutes for board and committee 
meetings. 

Sent out nine subscriber alerts for important information added to the 
board's Web site. 

3rd Qtr 06107: 	 Completed updates to website to comply with S8 796. 

Updated copyright year. 

Updated links referring to California's and the governor's web pages. 

Added information about the denial of a registration or license. 

Added information about the new CPJE vendor. 

Added inspecto'r and supervising inspector exam information. 

Revised information on OUf Contact Us page. 

Updated applications on the website to include mandatory reporting 

information. 

Updated public disclosure through Web Lookup to include discipline taken 

after January 2002. 

Updated listing of 50-year pharmacists. 

Added enforcement acti9ns for effective dates between January 1 and 

March 30, 2007. 

Posted board and committee meeting agendas and materials. 

Sent out 19 subscriber alert notifications to the board's e-mail notification 

list. 
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Participate in 12 forums,'conferences and public education events annually_ 

Number of forums participated. 

1. Participate in forums, conferences and educational fairs. 
Sept. 2006: Supervising Inspector Nurse provides presentation on California's e-pedigree 

requirements at Logi-Pharma's Annual Convention in Austin TX. 

Oct. 2006: Boardhosts the three-day NABP Districts 7 & 8 Meeting. Topics include the 

FDA's pedigree requirements, the DEA's pseudoephedrine requirements, 

divergent intern requirements from state to state, and development of 
ethics programs for health professionals. 

Supervising Inspector Nurse provides presentations to nqtional EPCglobal 

Convention (a standards setting organization) in Los Angeles on California's 

e-pedigree requirements for prescription drugs. 

Board staffs information booth at San Mateo Senior Fest where 600 people 

attend. 

Dec. 2006: Inspector Barnard and Public and Licensee Education Analyst Abbe staff 

information booth at the Sacramento AARP-sponso.red Ask A Pharmacist 

event. 
Jan. 2007: Supervising Inspector Nurse provides presentation on California's e-pedigree 

.requirements at Secure Pharma 2007, the supply chain security conference 

in Philadelphia. 
Feb. 2007: The board hosts an information booth for two days at CPhA's annual 

meeting. 
March 2007: Inspector Wong and Analyst Abbe staff information booth at the2007 
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