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he long-awaited Drug Enforcement Administration (DEA) interim final rule (IFR) was
released last week. Almost 2 years earlier, on June 27, 2008, DEA published a Notice
· MedicationUpdate
of Proposed Rulemaking (NPRM) to revise its regulations to allow the creation, signa· Rumor vs. Truth
ture, transmission, and processing of electronic controlled substance (CS) prescrip· NutritionUpdate
tions. Many in the industry felt that the inability to process CS prescriptions
electronically has hindered prescriber adoption of electronic prescribing (e-prescribing).
DEA's IFR is classified as a major rule subject to Congressional review. The effective date will be 60 days after
publication in the Federal Register (proposed date March 31, 2010).
DEA is requiring a two-factor authentication for practitioners prescribing electronic CS prescriptions. The DEA
is specifically asking: "Is there an alternative to two-factor authentication that would provide an equally safe,
secure, and closed system for electronic prescribing of controlled substances while better encouraging adoption
of electronic prescriptions for controlled substances?" In a major change from the proposed rule, the IFR would
allow the CS prescription to be reviewed by the LTC facility nurse after being digitally signed by the prescriber
and before it is transmitted to the pharmacy as long as the practitioner authenticated electronic prescription is
not modified before or during transmission.
In preparation for the release of the DEA rule, ASCP members have been working with the National Council for
Prescription Drug Plans (NCPDP) LTC Work Group 14 on possible solutions to assure this DEA rule will work
in the Long Term and Post Acute Care (LTPAC) setting. The NCPDP LTC Work Group EHR HL7 Task Group
will be meeting to begin evaluating the e-prescribing SCRIPT standard to assure the DEA IFR and two factor
authentication works in the LTPAC environment. NCPDP formed a special task group to review and formulate
the DEA IFR comments as it relates to the SCRIPT. This task group will be co-chaired by ASCP President Spiro
(representing NCPDP WG14) and will begin meeting on April 14th in time to meet the 60 day comment period.
During this comment period, the DEA is seeking further comments on identity proofing, access control,
authentication, biometric systems including testing of those systems, electronic prescription internal application
audit trails, third party auditors and certification organizations. ASCP will be providing detailed comments in the
near future.
Source: ASCP.com

ASCP Leaders Testify Before Senate Panel on DEA Rules

O

n March 24, ASCP leaders Ross Brickley and Robert Warnock, both certified geriatric pharmacists, testified
before a Senate Special Committee on Aging "listening session" entitled, "The War on Drugs Meets the War on
Pain: Nursing Home Patients Caught in the Crossfire." Senator Herb Kohl (D-WI), Chairman of the Senate
Special Committee on Aging, presided. The purpose of the session was to examine the challenges associated
with dispensing of pain medication in nursing homes across our country, an issue Senator Kohl termed "very
serious -- one that impacts the daily well-being and comfort of millions of elderly Americans." In his opening
remarks, Senator Kohl stated:
Continued on Page 2
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The hours it may take for a nursing home to fully comply with DEA regulations can feel like an eternity to an
elderly nursing home resident who is waiting for relief from excruciating pain. Our hope for today's session is that
we can find a better strategy that allows the DEA to do its job and enables infirm nursing home residents to
receive their medication in an expedient way.
Senator Kohl explained that under Senate rules, the hearing that was scheduled had to be changed to a
"listening session," because hearings could not be held while the health care reform bill was being debated on
the Senate floor. Nevertheless, Senator Kohl did not want to postpone the opportunity to shed light on this
important issue. The first panel of witnesses included:
· Michael T. Schanke, NHA, a nursing home administrator from Oakridge Gardens Nursing Center in

Menasha, Wisconsin, on behalf of the American Health Care Association and National Center for
Assisted Living
· Robert Warnock, PharmD, CGP, Vice President of Pharmacy Services for Golden Living
· Cheryl Phillips, MD, President of the American Geriatrics Society
· Ross Brickley, RPh, CGP, CEO of CCRx of North Carolina, on behalf of the American Society of

Consultant Pharmacists (ASCP) and the Quality Care Coalition for Patients in Pain (QCCPP)
Panelists were strictly limited to five minutes for their oral statements, but all witnesses filed extensive written
testimony. The message of the first witness panel was clear: DEA's 40-year-old rules and recent stepped-up
enforcement of those rules is resulting in harm to patients, and modifications are needed now while we work on
more long-term fixes to bring DEA rules into line with current long-term care practice standards.
In his remarks, Ross Brickley revealed the results of QCCPP's survey of nearly 900 clinicians. According to the
survey, two-thirds of the respondents said that DEA rules were impeding patients' access to controlled medications. This number jumped to 86% in Ohio, where DEA enforcement activity is the highest. In addition to delays
in treatment, the survey showed the difficulty in accessing controlled medications is changing prescribing
practices. Furthermore, as other panelists indicated, some nursing facility patients are being sent back to the
hospital because they could not get prompt medication treatment in the nursing home. The survey report, entitled
"Patients in Pain: How DEA Rules Are Harming Nursing Home Patients, Brickley called for DEA to update its
rules and policies, noting that DEA has the authority now, under the regulation, to clarify that a long-term care
facility nurse is the agent of the prescriber and may communicate physician orders to the pharmacy.
In his remarks, Robert Warnock characterized the conflict between DEA rules and the standard of practice in
long-term care as "a collision of good intentions" and urged DEA to treat nursing homes more like hospitals so
that patients could be treated faster.
The second panel was composed of Joseph Rannazzisi, Deputy Assistant Administrator, DEA, and Carmen
Catizone, CEO of the National Association of Boards of Pharmacy (NABP). Rannazzisi reviewed DEA's current
rules applicable to prescribing and dispensing in long-term care facilities, without addressing any of the concerns
raised by the provider panel. According to Rannazzisi, "[t]he current statutory and regulatory regime provides
practitioners and pharmacists with a wide variety of mechanisms to deliver medications both safely and timely
to patients in long-term care facilities." The most important new information was Rannazzisi's announcement that
DEA's Interim Final Rule for the electronic prescribing of controlled substances was posted on the day of the
hearing and would be published in the Federal Register during the week of March 28.
Carmen Catizone, the final witness, suggested that the escalation of the conflict between long-term care
clinicians and providers and the DEA may have impeded communication. To the practitioners and long-term care
industry, he asked whether compliance with the statutes and regulations of the DEA, which are considered
intractable, could occur but has not occurred because of the cost and inconvenience to the industry. To the DEA
and regulatory authorities, he asked whether the basis for declaring that industry standards were illegal were
statutory and regulatory or interpretation of statutes and regulations. He told the Senate Panel that member
states of NABP have asked that NABP bring the DEA and all stakeholders - those in long-term care and other
practice settings - together to review and pose revisions to the Controlled Substances Act. In addition, he
recommended that DEA establish a new registration category for long-term care facilities as defined by the
states, with similar privileges and responsibilities as those that now exist for hospitals. According to Catizone, "If
this could be enacted, the dilemma surrounding chart orders and agent of the prescriber could move toward a
resolution."
Continued on Page 4
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MedicationUpdate

Q

uetiapine extended release (Seroquel XR) - Treatment of adults with major depressive
disorder (MDD) as an adjunct to other antidepressants. Data from two 6-week, placebo-controlled, Phase III trials (n=936) showed that patients with MDD randomized to quetiapine extended
release 150 mg or 300 mg once daily, given as adjunct to other antidepressant medications, had
greater reductions in the Montgomery-Asberg Depression Rating Scale total score compared with
patients on antidepressant therapy alone.

F

anapt (iloperidone) is a new atypical antipsychotic for schizophrenia. It'll be promoted as
better tolerated than some of the others. It seems to cause less restlessness and movement
disorders than risperidone or Zyprexa (olanzapine). And it has minimal effects on glucose and lipids. Short-term
weight gain with Fanapt is middle of the road...more than Abilify (aripiprazole) or Geodon (ziprasidone)...similar
to risperidone...and less than Zyprexa or Seroquel (quetiapine). And the incidence of sedation is similar to
risperidone. But don't get too excited...its use will be limited due to cardiac concerns. Fanapt can prolong the
QT interval like Geodon...possibly increasing the risk of arrhythmias. Fanapt is the same price for all strengths.
It costs more than Abilify and risperidone, but less than high-dose Zyprexa. It’s recommended that other
antipsychotics are tried before Fanapt. If Fanapt is used, don't get other QT drugs such as quinidine,
amiodarone, methadone, or Avelox... just half the dose with strong 2D6 or 3A4 inhibitors such as paroxetine and
ketoconazole is recommended. The usual dose of Fanapt is 6 to 12 mg BID...but getting started is challenging.
It's suggested using the 4-day titration pack to get to 6 mg BID...then increasing by 2 mg BID each day up to 12
mg BID if needed.

T

iotropium (Spiriva HandiHales) - Treatment of patients with chronic obstructive pulmonary disease (COPD)
to reduce exacerbations. Approval was based on data from two clinical studies. Data from a 4-year trial showed
that use of tiotropium significantly reduced the risk of an exacerbation-related hospitalizations by 14% compared
with placebo. Data from a 6-month trial showed that use of tiotropium significantly reduced the proportion of
patients with COPD who experienced exacerbations compared with placebo (27.9% vs. 32.3%).

Rumor vs. Truth

R
T

UMOR: Bayer Crystals are better for heart attacks than aspirin tablets.

RUTH: Many people are seeing this internet rumor...but it’s not true. There’s no
evidence Bayer Quick Release Crystals or any aspirin powders work better than a chewed
plain 325 mg aspirin tablet during a heart attack...and they could be harmful. Each dose of
Bayer Crystals contains 65 mg of caffeine...a drug with unknown safety issues in patients
with a heart attack. Plus it contains 850 mg of aspirin per packet, almost 3-times more than
is recommended during a heart attack. More isn’t better in this case...high dose aspirin may paradoxically
increase platelet aggregation, vasoconstriction, and clot formation. BC or Goody’s powders are not recommended for heart attacks either. BC powders contain caffeine, at least twice as much aspirin as you need, and
salicylamide, a drug with questionable efficacy. Most Goody’s products contain caffeine and too much aspirin,
too. In case of a heart attack, call 911 and chew a 325 mg aspirin tablet. For headaches, powders might get
into the blood stream slightly faster than tablets, but there’s no evidence they relieve pain much faster. And
they aren’t any less likely to cause GI bleeding or other adverse effects. Goody’s and BC powders are available,
but Bayer Crystals are being discontinued. Patients still need to drink a full glass of water with aspirin powders
to facilitate swallowing and absorption. It's not recommended to use aspirin-antacid effervescent products like
Alka-Seltzer for patients on salt restricted diets...each tablet contains over 500 mg of sodium.
Source: Pharmacist’s Letter
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In the dialogue that ensued with Chairman Kohl, Rannazzisi explained that before DEA could register nursing
facilities, states would first have to provide long-term care facilities with state controlled-substance registration.
According to Rannazzisi, "Once that is done and they've been provided with that authority, we'll do the rest."
Catizone, apparently agreeing that this is a state issue, added, "If the providers support this initiative and work
with their state board of pharmacy, we see no impediment on behalf of the boards of pharmacy."
ASCP is concerned that states may lack the legal authority to fix this problem or to do so quickly. Further, some
legal experts suggest that even if state boards of pharmacy were to act, DEA's current authority to register
manufacturers, distributors, and dispensers may not be broad enough to recognize the current practice model
in long-term care, whereby medications are dispensed by off-site pharmacies.
ASCP welcomes NABP's offer to bring all stakeholders together. ASCP has a long history of working closely
with NABP to develop model rules on long-term care pharmacy for state boards of pharmacy and we look
forward to collaborating with NABP again to address needed changes in the Controlled Substances Act.
Solutions that can be implemented quickly to resolve this current crisis are still needed, because nursing home
residents continue to experience problems with access to medicines on a daily basis. ASCP will continue to work
with all stakeholders, including the QCCPP coalition, to address these critical issues.
Source: ASCP.com

NutritionUpdate

M

any people avoid nuts, thinking they are too fattening. However, research suggests that nuts
can help with weight control. Although nuts are high in calories studies show that, in general,
people who eat nuts regularly tend to weigh the same or less than those who do not. For instance,
a Spanish study of nearly 9,000 people, found that those who ate nuts at least twice a week were
less likely to gain weight over 28 months than those who never or rarely ate nuts.
What is it about nuts? The fiber and protein in nuts help make you feel full for longer, so you are less hungry
and presumably eat less often.
Good for your heart? Studies have consistently linked nuts to a reduced risk of heart disease. According to a
studies eating about 2 to 3 ounces of nuts most days of the week, in particular almonds, pecans, peanuts and
walnuts may significantly lower total and LDL ("bad") cholesterol. In some cases, nuts have been shown to
increase HDL ("good") cholesterol.
All nuts are rich in vitamin E, magnesium, protein and fiber but here are some that stand out:
Pistachios are high in cholesterol lowering plant sterols and have more potassium than most nuts
Almonds are richest in vitamin E and calcium
Walnuts are richest in alpha-linolenic acid, a heart-healthy omega-3 fatty acid.
Cashews are richest in copper and zinc.
Brazil nuts are the best dietary source of selenium. Just one medium nut a day supplies all you need
Although nuts are healthy and may help you control your weight, don't go overboard; limit yourself to a small
handful a day. Make sure that you stick to the raw and unsalted kind.
The British Nutrition Foundation recommends that if you have
a family history of nut allergies you should avoid nuts when
pregnant and not give them to children when they are young.
Always consult with your doctor regarding nut allergies. Also,
remember to read the food labels and ingredients.
Source: UC Berkeley Wellness Letter
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