SCCG News
www.mysccg.com

SENIOR CARE CONSULTANT GROUP
Consultant Pharmacists . . . Dispensing Knowledge

April, 2011

In this Issue
·
·

Drug Supply
Nurses’ Scope of
Practice
Blood Pressure
Meds & Antibiotics
MedicationUpdate
Rumor vs. Truth

Drugs in Short Supply

U

nprecedented levels of drug shortages, especially those drugs for which there are no
substitutes, has prompted legislators to take action. Since the inception of the FDA Drug
Shortage Program (DSP) in 2000, the agency has been tracking the nation’s prescription
·
pharmaceuticals and publishing a list of drugs in short supply. The current FDA list reports
·
178 drug shortages, twice the number reported 5 years ago. The Preserving Access to
Life-Saving Medicines Act, introduced February 7, 2011, and sponsored by US Senators
· NutritionUpdate
Amy Klobuchar (D-Minn.) and Bob Casey (D-Pa.), would increase the authority of FDA to
address and mitigate this problem affecting prescription drugs. According to FDA spokesperson Christopher
Kelly, the agency has been carefully tracking the causes of shortage, especially those in sterile injectables used
in anesthesia and oncology therapy. In fact, sterile injectables now account for 77% of all drug shortages,
according to the National Cancer Institute (NCI). “Over the past several years we continually see quality issues,
as well as discontinuations and manufacturing delays, as the major reasons for shortages,” Kelly explained.
Sterile injectables such as propofol and cisplatin, are both unique. “They have a complex manufacturing process
compared to other dosage forms,” Kelly said, and the production capacity for manufacturers is limited. These
drugs typically have a long manufacturing lead time, and if one of the few firms making these products
experiences a problem at any point in the process, a shortage almost always occurs. But shortages also can
occur when firms shut down to upgrade processes, and/or cease making older agents to begin production of
newer, more profitable drugs.
·

Using market research data, FDA can quantify drug shortages and forecast how much product will be needed
to supply the market each month, Kelly said. Yet FDA has limitations.
The agency does not require notification when companies elect to discontinue a product, unless it meets the
agency’s definition of “medically necessary,” as a sole source product without substitute. And when firms
encounter difficulty in acquiring raw materials or have packaging or other manufacturing problems, they are not
required to inform FDA of a potential shortage. The proposed Klobuchar-Casey bill would authorize FDA to
require notification from manufacturers of problems, or plans to withdraw a product. However, Valerie Jensen,
RPh, associate director of the DSP in FDA’s Center for Drug Evaluation and Research (CDER), said that
manufacturers who voluntarily reported problems last year, “helped avert at least 38 drug shortages.”
The 2010 propofol shortage was solved by going beyond US borders, according to Jensen. “When we see that
the US-approved manufacturers are not able to meet demand and a shortage is developing with no resolution,
then we will help supply US patients with an overseas product. When we do that, we evaluate safety and efficacy
very carefully, using our regulatory discretion.” The temporary importation of Fresenius Propoven 1% from
Germany was so successful in solving the propofol shortage that Jensen said, “We are now seeking overseas
firms to supply the United States with other drugs in short supply.”
At the core of shortages is the affect on provider decisions and patient care. Georgia-based clinical oncologist,
Fred Schnell, MD, remembered the serious shortage of commonly used chemotherapy drugs that began several
years ago and worsened in 2010. “All of a sudden, it was mysterious, a shortage of oncology drugs at all the
pharmacies,” Dr Schnell said. “They were completely unavailable and we couldn’t buy drugs anywhere.”
Continued on Page 2
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Some of the drugs, “such as mitomycin C have no substitute, and it becomes a dreadful thing to tell a patient
we can’t get one of the key drugs,” he said. “Shortages in oncology become a huge patient safety issue,” and
when unavailability prompts the treatment to necessarily deviate from standard of care, Dr Schnell said, “we’re
giving patients less than the best, less than they deserve.”
The American Society of Health-System Pharmacists (ASHP) and 3 other organizations led the effort to help
the healthcare community manage issues related to drug shortages. ASHP, the American Society of Anesthesiologists, the American Society of Clinical Oncology, and the Institute for Safe Medication Practices, participated in a summit in November 2010 that brought together stakeholders to develop recommendations for new
approaches to prevent patient harm and minimize disruptions in care caused by drug shortages.
“Legislation introduced by Sens. Amy Klobuchar (D-Minn.) and Robert Casey (D-Pa.) is a critical first step
towards addressing the serious public health threat posed by drug shortages,” according to officials at the ASHP
in a press release. The “Preserving Access to Live Saving Medications Act” (S 296), gives FDA new tools to
help prevent drug shortages. “Drug shortages present a significant challenge to our health care system and
interfere with the quality of care that patients receive in our nation’s hospitals,” said ASHP Executive Vice
President and CEO Henri R. Manasse, Jr., PhD, ScD
In a public statement Sen. Klobuchar commented that The Preserving Access to Life-Saving Medicines Act, “will
help set up an early warning system so pharmacists and physicians can prepare in advance and ensure that
patients continue to receive the best care possible.”
Source: Formulary Enews: Barbara Hesselgrave

Expand Nurses' Scope of Practice

T

he healthcare industry's restrictions on scope of practice, policy and reimbursement-related limitations have
undermined nurses' efforts, according to a new report. Nurses are the healthcare providers with the most patient
contact and demand for their services is growing rapidly. Yet, according to the Institute of Medicine and the
Robert Wood Johnson Foundation, their voices are often left out of the policy-forming process.
The two organizations recently held a joint panel discussion to examine the way nurses' roles will change in the
future as dozens of healthcare reforms are put in place. The panel's 600-page report, titled "The Future of
Nursing: Leading Change, Advancing Health," offers recommendations for change.
"Producing a healthcare system that delivers the right care - quality care that is patient-centered, accessible,
evidence-based and sustainable - at the right time will require transforming the work environment, scope of
practice, education and numbers of America's nurses," report authors noted.
Source: www.mcknights.com; Mary Gustafson

Blood Pressure Meds and Antibiotics

O

lder adults who take blood pressure drugs called calcium channel blockers may experience severe drops in
blood pressure if also given antibiotics such as erythromycin (brands like E-Mycin) or clarithromycin (Biaxin),
according to a new study. The investigation is believed to be the first large scale examination of the potential of
severe low blood pressure among individuals taking these drugs simultaneously. Such blood pressure drops
could be severe enough to land elderly individuals in the hospital, researchers warn.
A third antibiotic in the same drug class, azithromycin (Zithromax), is not inked to that risk, and researchers
advise it should be chosen over the others, according to Reuters Health. Calcium channel blockers commonly
used in long term include amlodipine (Norvasc), felodipine (Plendil), nifedipine (Procardia, Adalat) and diltiazem
(Cardizem, Dilacor, Tiazac).
The Canadian researchers examined the records of nearly 1 million residents in Ontario over a 15-year period
to reach their findings. During this time period, 7,100 patients were admitted to the hospital for severe blood
pressure drops. Thirty-one patients had been on a macroglide antibiotic. The researchers told Reuters that they
chose to study older adults because that is the population most vulnerable to severe blood pressure drops.
Source: McKnights.com; Mary Gustafson
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MedicationUpdate

T

he approval of Latuda (lurasidone) means you'll have more options to get a suitable atypical
antipsychotic. More money is spent on antipsychotics than any other class. That's because these
drugs are being used more for bipolar disorder, depression, autism, etc. Latuda is the tenth oral
atypical antipsychotic. Consider their pros and cons:
Efficacy. For schizophrenia, clozapine works best. But it's recommended saving it for resistant
cases due to possible agranulocytosis. For mood disorders, use one that has some evidence of a
benefit and only when an antipsychotic is needed. For resistant depression consider Abilify, Seroquel, or
Zyprexa. For bipolar disorder, Abilify, Seroquel, Zyprexa, risperidone, Saphris, or Geodon is recommended.
Side effects. This is where atypicals differ the most. To minimize weight gain and metabolic effects, its
suggested to use Abilify, Latuda, Saphris, or Geodon...but not Zyprexa, clozapine, or Seroquel. To minimize
extrapyramidal symptoms, Seroquel or Fanapt... but not risperidone or Invega. To minimize cardiac problems
such as QT prolongation its suggested to use Abilify, Latuda, or Zyprexa...but not Geodon, Fanapt, or Invega.
To minimize sedation, Abilify, risperidone, Invega, or Geodon is suggested. Or for insomnia or agitation, Zyprexa
or Seroquel. To minimize hyperprolactinemia, avoid risperidone or Invega.
Drug interactions. Many antipsychotics interact with cytochrome P450 inhibitors or inducers or drugs that
prolong the QT interval.
Source: PharmacistsLetter.com

F

DA notified healthcare professionals and the public that prescription proton pump inhibitor (PPI) drugs may
cause low serum magnesium levels (hypomagnesemia) if taken for prolonged periods of time (in most cases,
longer than one year). Low serum magnesium levels can result in serious adverse events including muscle
spasm (tetany), irregular heartbeat (arrhythmias), and convulsions (seizures); however, patients do not always
have these symptoms. Treatment of hypomagnesemia generally requires magnesium supplements. In
approximately one-quarter of the cases reviewed, magnesium supplementation alone did not improve low serum
magnesium levels and the PPI had to be discontinued. Healthcare professionals should consider obtaining
serum magnesium levels prior to initiation of prescription PPI treatment in patients expected to be on these drugs
for long periods of time, as well as patients who take PPIs with medications such as digoxin, diuretics or drugs
that may cause hypomagnesemia. For patients taking digoxin, a heart medicine, this is especially important
because low magnesium can increase the likelihood of serious side effects. Healthcare professionals should
consider obtaining magnesium levels periodically in these patients.
Source: FDA.gov

Rumor vs. Truth

R
T

UMOR:

Echinacea cures the common cold.

RUTH:
There’s no PROOF that echinacea prevents, cures, or decreases the severity
of colds. But the debate continues because the data is inconsistent. A recent large study
failed to prove any benefit with echinacea pills compared to placebo pills or no pills, but the
study has enough limitations to fuel doubts about its findings. Echinacea might modestly
shorten the duration of cold symptoms and decrease their severity but it doesn’t work for everybody. It's not
routinely recommended to try echinacea supplements for colds...but for patients who really want to try them they
are unlikely to cause more harm than some mild nausea, vomiting, or diarrhea. Echinacea should be taken as
soon as cold symptoms start and continue it as long as symptoms continue. Products with the best evidence is
Echinaforce or EchinaGuard. People with ragweed allergies should not take echinacea as cross sensitivity may
result in allergic reactions. There’s a lack of data supporting echinacea’s safety during pregnancy and pregnant
women should avoid it. Echinacea MIGHT decrease fertility in patients trying to get pregnant and they may be
better off avoiding it, especially since echinacea’s cold fighting abilities are modest at best. Don't expect too
much from other “immune system boosters” for colds, either. The evidence is also conflicting for zinc lozenges
and vitamin C. Do not depend on andrographis, elderberry, garlic, Asian or American ginseng, Lactobacillus
probiotics, or Umcka ColdCare. The data is promising, but too preliminary to support routine use. Other
supplements are promoted for colds, but have no evidence supporting their efficacy...astragalus, Airborne, and
Oscillococcinum.
Source: PharmacistsLetter.com
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NutritionUpdate

N

ot getting enough vitamin D in your system may be linked to chronic pain.

Over the past 10 years, several researchers have found an association between extremely low
vitamin D levels and chronic, general pain that doesn’t respond to treatment. Many Americans are
running low on vitamin D. A study published in the Archives of Internal Medicine in 2009 showed
that vitamin D levels have plummeted among all U.S. ages, races, and ethnic groups over the past
two decades.
But does not having enough vitamin D cause pain? That's not yet clear. But here's what you need to know about
vitamin D and chronic pain. Greg Plotnikoff, MD, senior consultant with the Allina Center for Health Care
Innovations in Minnesota, still remembers the woman in her 40s who told him that he was the 30th doctor she’d
seen. “Twelve of them had told her she was crazy,” says Plotnikoff, formerly an associate professor of internal
medicine and pediatrics at the University of Minnesota Medical School. “She had weakness, achiness, fatigue -three pages worth of symptoms. Doctors had offered her antidepressants and seizure medications and all kinds
of things that didn’t work. I checked her vitamin D levels -- and they came back barely measurable.”
After six months on an aggressive, high-dose prescription vitamin D replacement, the woman could cross off every
symptom on her three-page list. “I knew I wasn’t crazy!” Plotnikoff says she told him. That's just one woman. Her
case doesn't mean vitamin D will erase pain for everyone.
However, Plotnikoff published a study in 2003 on 150 people in Minneapolis who came to a community health
clinic complaining of chronic pain. Virtually all of them -- 93% -- had extremely low vitamin D levels. Vitamin D
blood levels of 30-40 ng/mL are considered ideal. The average level in Plotnikoff’s study was about 12, and some
people had vitamin D levels so low they were undetectable. “The group with the lowest levels of vitamin D were
white women of childbearing age,” Plotnikoff says. “Most of them were dismissed by their doctors as depressed
or whiners. They attributed their pain to an inability to manage stress. But after we replenished their vitamin D,
these people said, ‘Woo hoo! I’ve got my life back!’”
Plotnikoff notes that vitamin D is a hormone. "Every tissue in our bodies has [vitamin] D receptors, including all
bones, muscles, immune cells, and brain cells," he says. And in March 2009, researchers at the Mayo Clinic
published a study showing that patients with inadequate vitamin D levels who were taking narcotic pain drugs
required nearly twice as much medication to control their pain as did patients with adequate D levels
But other studies have shown no connection between vitamin D and chronic pain, and a research review published
in January 2010 showed that the evidence on the subject is inconclusive. “It would be nice if vitamin D worked for
chronic pain. It would offer an inexpensive and simple treatment with known and probably limited adverse effects,”
Sebastian Straube, MD, PhD, tells WebMD in an email. Straube is a physician-scientist at Germany's University
of Göttingen and led the research review, published in the Cochrane Library.
But it hasn't been proven that boosting your vitamin D level will erase your pain.
“Looking at all the available evidence, the link is not convincing,” Straube says. “As far as treatment studies are
concerned, we found a striking contrast in study outcome between randomized double blind trials that by virtue of
their study design minimize bias, and other (non-double blind) studies that are more prone to bias. The latter
largely do suggest a beneficial effect of vitamin D treatment; the former largely don’t.”
Plotnikoff says that there is no evidence from randomized, controlled trials that replenishing vitamin D levels will
cure chronic pain. “But it doesn’t hurt to do it,” he notes.
So if you've got chronic pain, it can’t hurt to ask your doctor to check your vitamin D levels. “I believe this is
absolutely medically indicated, and it should be the standard of care for everyone with chronic, nonspecific
musculoskeletal pain,” Plotnikoff says.
“Considering that establishing the effectiveness (or lack thereof) of vitamin D in chronic painful conditions is a
clinically important question, there is rather little high-quality evidence on this topic,” Straube says. “At present,
we do not think the evidence in this area is of sufficient quality
to guide clinical practice. There clearly is a need for more and
better studies in the future.” If you have severe vitamin D
deficiency, any efforts to boost your D levels should be done
by consulting with your doctor. Too much vitamin D can be
dangerous and lead to an excess accumulation of calcium in
your blood, which can lead to kidney stones.
Source: WebMD.com; Gina Shaw
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