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Announcements

Baystate Medical Center Hosts
ASHP Visiting Leader

As we transition the Society
leadership team over in the coming few weeks, it is fitting that we share an
ASHP-linked event that was recently held in Western Massachusetts. The
central and recurring themes of leadership and the value of networking and
relationships resurfaced again in a formal 2-day program sponsored by
Baystate Health. Special kudos go out to Kathleen Kopcza, Residency Program
Director at Baystate, who took the lead in working with the American Society
of Health System Pharmacists (ASHP), and with the regional residency
programs, to execute an event that was twice rescheduled due to Mother
Nature.

On May 7-8, 2013, the Baystate Medical Center (BMC) pharmacy residency
programs (PGY-1 Pharmacy Residency and PGY-2 Critical Care Pharmacy
Residency) successfully hosted the ASHP Visiting Leaders Program at the
Baystate Health Conference Center in Holyoke, Mass.

The ASHP Visiting Leaders Program is designed to foster leadership
development in pharmacy residents through direct interactions with a
prominent health-system pharmacy leader. Marianne Ivey, PharmD, MPH,
FASHP (pictured with Aaron Michelucci, Gary Kerr and Kathleen Kopcza)
traveled to Baystate Medical Center to engage area pharmacy practice
residents in leadership skill building exercises. Dr. Ivey’s vast experience
includes serving as the Vice President, Pharmacy Services for the Health
Alliance of Greater Cincinnati. She is currently an Associate Professor of
Pharmacy Practice at the University of Cincinnati. Dr. Ivey has served ASHP in
many roles, including President. She is also the recipient of many
distinguished awards in the field of pharmacy, including the 1993 ASHP
Whitney Lecture Award.

On Wednesday, May 7, 2013, Dr. Ivey opened the morning with an open
dialogue with the Baystate pharmacy leadership team and then presented a
keynote address on pharmacy leadership opportunities to pharmacy residents,
preceptors and pharmacy residency leadership from ten regional pharmacy
residency programs in Massachusetts and Connecticut, including metro Boston.
Participating programs included: Baystate Medical Center, Hartford Hospital
(CT), St. Francis Hospital (CT), UConn Health Center (CT), VA Connecticut
Healthcare System, Boston Children’s Hospital, Massachusetts General
Hospital, Tufts Medical Center, Northeastern University/Harbor Health
Services, and VA Boston Healthcare System. The feedback was exceptional
and program attendees remarked that Dr. Ivey’s enthusiasm challenged them
to develop their leadership expertise as part of their core career trajectory.

During the course of her visit, Dr. Ivey met with Baystate pharmacy
leadership in several forums to discuss current and future challenges facing
the pharmacy profession and department. She met with Baystate residents
individually in mentoring sessions, discussing their career goals and plans. Dr.
Ivey concluded her visit with a tour of 720-bed Baystate Medical Center with
members of the pharmacy leadership team and the pharmacy residents, and a
meeting with Kevin Hinchey, MD, Senior Vice President and Chief Academic
Officer, Baystate Health.

According to Gary Kerr, Chief Pharmacy Officer at Baystate Health and
President of the Massachusetts Society of Health-System Pharmacists, the 2-
day program was "exceptionally valuable to all of the participants and the
discussion topics were timely and incredibly on point." "Kathleen Kopcza did
an outstanding job in organizing this event and we were ecstatic that we were
able to bring so many residency programs from the New England area
together for the Wednesday program," said Kerr.
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ASHP News

Fluticasone - Vilanterol Combination Approved for COPD

Kate Traynor

BETHESDA, MD 13 May 2013 - FDA on May 10 announced the approval of the
Breo Ellipta inhaler, which contains the new long-acting beta2-adrenergic
agonist (LABA) vilanterol in combination with fluticasone furoate, for use in
adults with chronic obstructive pulmonary disease (COPD).

The product, from GlasoXmithKine and Theravance, is indicated for the long-
term, once-daily treatment of airflow obstruction and the reduction of
exacerbations in patients with COPD.

Read More

web link | return to headlines

Compounding Pharmacy Oversight Moves Ahead

[June 1, 2013, AJHP News]

Kate Traynor

BETHESDA, MD 10 May 2013 - Seven months after the emergence of fungal
meningitis and other serious infections associated with tainted drugs made by
a compounding pharmacy, Congress appears ready to move legislation to
bolster FDA's authority over the industry.

The Senate Health, Education, Labor, and Pensions Committee in late April
released a discussion draft of proposed legislation that would classify certain
businesses as "compounding manufacturers" and subject their production of
sterile products to heightened regulatory scrutiny.

Read more

web link | return to headlines

Draft Compounding Bill is on the Right Track, ASHP Tells Senate

5/9/2013

Proposed legislation that protects traditional compounding and expands the

medication use and enhancing
patient safety.
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Food and Drug Administration’s authority to oversee commercial compounding
outsourcers will assure that sterile products do not pose a threat to patients
due to inadequate regulatory oversight, Kasey Thompson, Pharm.D., M.S.,
vice president of ASHP’s office of Policy, Planning and Communications, told
legislators today during a Capitol Hill hearing.

Read more

web link | return to headlines

ASHP Statement on Senate HELP Committee Draft Compounding Bill

4/26/2013 The American Society of Health-System Pharmacists (ASHP) is
encouraged by the provisions included in draft legislation released today by the
Senate Committee on Health, Education, Labor, and Pensions (HELP) to
address regulatory gaps in the oversight of compounding outsourcers.

"Based on a preliminary assessment, ASHP is pleased with the direction the
Senate is heading on this very important legislation that includes key
provisions we have advocated for over the past six months," said ASHP CEO
Paul W. Abramowitz, Pharm.D., FASHP. "We are particularly pleased that the
committee recognizes the role of the states in overseeing traditional
compounding, including that which occurs in hospitals and health systems,
while creating a new definition of a "compounding manufacturer" that would
be overseen by the Food and Drug Administration (FDA)."

Read more

web link | return to headlines

Pharmacy News

Congress Eyes 'Track-and-Trace' Drug Bill
MedPage Today (05/06/13) Pittman, David

Congress is once again considering "track-and-trace" legislation that would
prevent counterfeit drugs from entering the healthcare supply chain, after
failing to pass such a bill last year. Several House and Senate committees
have released draft versions of bills that would require drug makers to place
bar codes on packages of drugs that would be scanned by wholesalers,
pharmacists, and others to verify that the drugs are authentic and that they
have not been handled by unauthorized individuals. But lawmakers continue to
disagree about whether or not shippers should track manufacturing lots or
individual units of a product in each lot. The Pharmaceutical Distribution
Security Alliance has said that it supports a track-and-trace system but has
not said whether it supports unit- or lot-level tracing.

return to headlines

A Closed-System Drug Transfer Device Helps Reduce Exposure to
Hazardous Drugs
Oncology Nurse Advisor (04/26/13) Hughes, Debra

The introduction of closed-system transfer devices (CSTDs) minimized
variability in infusion setup of hazardous drugs, which also limited
occupational exposure while standardizing administration, according to
research presented at the Oncology Nursing Society's (ONS) 38th Annual
Congress. The National Institute for Occupational Safety and Health, the
American Society of Health-System Pharmacists, and ONS all recommend
using CSTDs -- tools that mechanically prevent contamination of the care
environment by hazardous drugs through the release of hazardous drug-
containing droplets, aerosols, or vapors -- to limit exposure to hazardous
drugs during preparation and administration. An interdisciplinary team of
nurses, pharmacists, and hospital epidemiologists studied four CSTD products
for safety, infection-control properties, cost, and versatility. Nursing and
pharmacy staff assessed current administration processes for the hazardous
drugs and identified the spiking of IV bags on nursing units as a possible
source of hazardous drug exposure. To mitigate risk during spiking, the
pharmacy agreed to spike all hazardous drug IV bags and prime selected
hazardous drugs in the controlled environment of the biological safety cabinet.
The team found the use of a CSTD reduced nursing exposure during
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administration. Following a three-month pilot, a hospital implemented the
CSTDs system-wide and noted that during the initial year of use, voluntary
reporting of hazardous drugs spills increased from 13 to 37 spills, which is due
largely to heightened reporting during implementation. Since hospital-wide
implementation, there have been 10 spills, 60 percent of which were attributed
to user error, the researchers noted.

return to headlines

FDA Warning Against High Dose Antidepressant Prescription May be
Unwarranted, Study Suggests
Science Daily (05/03/2013)

A study published in the American Journal of Psychiatry has found that the
FDA's safety warnings for high doses of the anti-depressant citalopram may
not be necessary. The study examined data from more than 600,000 Veterans
Health Administration patients who were prescribed citalopram and found that
the use of higher doses of the drug did not result in an increased risk of
ventricular arrhythmia or death, despite the fact that the FDA has warned
about the potential for serious abnormal heart rhythms in people taking doses
of the drug higher than 40 mg. Researchers added that doses of citalopram
that are greater than 40 mg per day can be beneficial for patients, but that
the FDA's warning has made prescriptions for these dosage levels more
difficult to obtain.

return to headlines

Fraudulent Versions of Allergan's Botox Found in U.S.
Reuters (04/26/13) Clarke, Toni; Pierson, Ransdell

The FDA issued a warning on April 26 stating that fraudulent versions of
Allergan's onabotulinumtoxinA (Botox) are being sold in the United States
under a variety of different names, including "Online Botox Pharmacy" and
"Onlinebotox.com." The FDA said that the outer carton of these products is
counterfeit, and that the vial inside is foreign and has not been approved for
sale in the United States. As a result, the products could be contaminated,
ineffective, and unsafe, the FDA said. The agency said that despite the names
of the fraudulent Botox, it appears that sales of the products had been
solicited through faxes that offered prices that were lower than that of genuine
Botox.

return to headlines

FDA Bars Generic OxyContin
New York Times (04/17/13) Meier, Barry

The FDA announced April 16 that it would not approve generic versions of
OxyContin, which lack the tamper-resistant features of Purdue Pharma's name
brand version. Dr. Douglas C. Throckmorton of the FDA said the agency
reached its decision after seeing data that showed that the tamper-resistant
version of OxyContin was safer than the original, non-tamper-resistant version
of the drug. Already, several companies had applied to sell generic forms of
OxyContin when the FDA reached its decision.

return to headlines

Draft Guidance for Industry: Safety Considerations for Container
Labels and Carton Labeling Design to Minimize Medication Errors
FDA.gov (04/23/13)

The FDA has released new draft guidance recommending changes to the
display of safety information on medication labels and cartons. The agency is
hopeful the guidance will help reduce medication errors, as it is designed to
address eight labeling problems that can lead to such mistakes. These
problems, which were identified by a 2006 Institute of Medicine (IOM) report,
include similar sounding names for drug products, different formulations of the
same drugs, abbreviations on labeling, symbols on labeling, cluttered labels
that use small font, distracting company logos, a lack of emphasis on safety
warnings, and a lack of standardization in terminology. To correct these
problems, the FDA is exercising powers granted by the 2007 FDA Amendments
Act (FDAAA) to provide guidance on label design, particularly in regards to
safety information. The current draft guidance recommends the principle
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display panel in the label includes the drug's generic and brand name,
strength, method of administration, and any warnings or cautionary
statements. It also establishes standards for label size, font size, and format,
calling on companies to make sure their own logos remain small to prevent
them from drawing attention away from dosage and safety information.
Additionally, it asks that companies be mindful of similarities in their
packaging and those of other products.

return to headlines

Missed, Wrong Diagnoses Most Dangerous Errors, Study Says
Modern Healthcare (04/22/13) McKinney, Maureen

Researchers have found that medical errors that involve missed, delayed, or
incorrect diagnoses are the most common, costly, and dangerous errors in the
U.S. healthcare system. A new study in BMJ Quality and Safety reached this
conclusion based on 25 years of malpractice data from the National
Practitioner Data Bank, tracking more than 350,000 claims. From the Data
Bank, researchers learned that diagnosis errors led to between 40,000 and
80,000 hospital deaths annually in the United States. They also found that
more than 25 percent of the claims were diagnosis-related, with outcomes
ranging from death to minor permanent injury.

return to headlines

FDA Approves Procysbi for Rare Genetic Condition
FDA.gov (04/30/13)

The FDA has approved cysteamine bitartrate (Procysbi) for the management of
nephropathic cystinosis in children and adults. This approval decision was
based on a study evaluating the safety and effectiveness of the drug in 43
adult and pediatric patients with nephropathic cystinosis. Patients were
randomly assigned to receive standard treatment or cysteamine for three
weeks before being switched to the other product for an additional three
weeks. Blood testing showed cysteamine was as effective as the standard
treatment in controlling cystine levels. The most common adverse events
reported during the trial include nausea, bad breath, abdominal pain,
constipation, indigestion or upset stomach, headache, drowsiness and
dizziness. Other uncommon but serious adverse events include ulcers or
bleeding of the stomach or intestine, altered mental state, seizures, severe
skin rashes and allergic reactions.

return to headlines

Anticoagulation Update: New Agent for Urgent Anticoagulation
Reversal, Pradaxa Label Revised
Forbes (04/30/13) Husten, Larry

The FDA has approved CSL Behring's anticoagulation drug prothrombin
complex concentrate, human (Kcentra), which is intended to reverse vitamin
K antagonist anticoagulation in adults with acute major bleeding. Kcentra can
be quickly administered to patients, unlike plasma, since it does not require
blood group typing and does not need to be thawed. Meanwhile, the label for
Boehringer Ingelheim's anticoagulation drug dabigatran (Pradaxa) will be
changed to include a more prominent warning that discontinuing treatment
will increase the risk of stroke. A similar warning was included on the label
before but was not highlighted.

return to headlines

Bill Would Regulate 'Biosimilar' Drugs
Los Angeles Times (05/12/13) Lifsher, Marc

California lawmakers will debate in May whether to allow doctors to regulate
the use of biosimilar drugs, Drug manufacturers, including Amgen Inc. and
Genentech Inc. -- both based in California -- are hoping to get in on this
multibillion-dollar market by creating and selling biosimilars. California's
Senate Appropriations Committee on May 13 debated SB 598, a bill to
regulate the use of biosimilars. Sen. Jerry Hill (D-San Mateo), the bill's
sponsor, said it is an issue of drug safety. "SB 598 allows pharmacists to
automatically substitute lower-cost biosimilar medications so patients can save
money," he said. "The bill also ensures that doctors of seriously ill patients are
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notified if the medication is switched so the physician knows what drug their
patient is taking." Supporters include some drug manufacturers and patient
advocacy groups, doctors, and high-tech firms. Opponents say the legislation
would do little more than slow down the process of keeping cheap substitutes
off the market in California. These critics argue that regulation should be left
to the Food and Drug Administration.

return to headlines
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