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FDA Takes Two Important Actions on Drug Shortages

S

trategic plan and proposed rule on early notification by manufacturers will help agency build on recent
progress. The U.S. Food and Drug Administration is taking two actions to further enhance the agency’s
ongoing efforts to prevent and resolve drug shortages, a significant public health threat that can delay, and
in some cases even deny, critical care for patients. Following the President’s 2011 Executive Order on
reducing drug shortages, the number of new shortages in 2012 was 117, down from 251 in 2011.
The announcements build on this work. First, the FDA is releasing a strategic plan called for in the Food and
Drug Administration Safety and Innovation Act (FDASIA) of 2012 to improve the agency’s response to
imminent or existing shortages, and for longer term approaches for addressing the underlying causes of drug
shortages. The plan also highlights opportunities for drug manufacturers and others to prevent drug
shortages by promoting and sustaining quality manufacturing.
Second, the FDA issued a proposed rule requiring all manufacturers of certain medically important
prescription drugs to notify the FDA of a permanent discontinuance or a temporary interruption of
manufacturing likely to disrupt their supply. The rule also extends this requirement to manufacturers of
medically important biologic products. The proposed rule implements the expanded early notification
requirements included in FDASIA.
“The complex issue of drug shortages continues to be a high priority for the FDA, and early notification is a
critical tool that helps mitigate or prevent looming shortages,” said Janet Woodcock, M.D., director of the
FDA’s Center for Drug Evaluation and Research (CDER). “The FDA continues to take all steps it can within
its authority, but the FDA alone cannot solve shortages. Success depends upon a commitment from all
stakeholders.”
Early notification gives the FDA time to:
- work with manufacturers to investigate the issue leading to the manufacturing disruption;
- identify other manufacturers who can make up all or part of the shortfall; and
- expedite inspections and reviews of submissions from manufacturers of drugs that may prevent or mitigate
a shortage.
Early notification from manufacturers about possible shortages, as requested in the President’s Executive
Order 13588 of Oct. 31, 2011 and then codified into law in FDASIA, has enabled the FDA to work with
manufacturers to restore production of many lifesaving therapies. Since the Executive Order, there has been
a 6-fold increase in notifications to the FDA. The notifications received under the existing requirements have
resulted in real progress in addressing shortages. The FDA helped prevent 195 drug shortages in 2011 and
282 drug shortages in 2012, leading to a reduced number of new shortages in 2012. The expanded early
notification requirements would further enhance the FDA’s ability to address issues prior to the occurrence of
a shortage.
The strategic plan, which was required by FDASIA and is being sent to Congress, describes actions the FDA
will undertake to improve its current efforts to respond to early notifications of a potential shortage. These
include:
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- improving the FDA’s communications about shortages, such as launching a new mobile app, so that
individuals can instantaneously access drug shortage information via their smart phones;
- clarifying manufacturers’ roles and responsibilities by encouraging them to engage in certain practices that
will reduce the likelihood of a shortage; and
- updating the FDA’s internal procedures for responding to early notifications of potential shortages.
The strategic plan also describes efforts the FDA is considering to address the manufacturing and quality
issues that are most often the root cause of drug shortages. These include:
- broader use of manufacturing metrics to assist in the evaluation of manufacturing quality, as well as
incentives for high-quality manufacturing;
- internal organization improvements to focus on quality, including a proposed Office of Pharmaceutical
Quality within CDER; and
- risk-based approaches to identify early warning signals for manufacturing and quality problems.
The FDA has established a separate docket for the public to provide comment on the proposed rule.
Source: FDA.gov

Does gliptins increase cardiovascular risk in patients with
Type 2 Diabetes

E

xperts will debate whether gliptins (onglyza, etc) increase cardiovascular risk in patients with type 2 diabetes.
Gliptins are popular because they’re taken orally once a day and rarely cause hypoglycemia or weight gain. In
fact, nearly one in four diabetes patients take a gliptin. There are concerns about possible pancreatitis and
questions now about their cardiovascular safety.
New evidence shows saxagliptin (Onglyza) and alogliptin (Nesia) do not increase or decrease ischemic events,
even in high-risk patients. But a surprising new finding is that saxagliptin seems to increase hospitalizations for
heart failure. It’s too soon to say if heart failure is a gliptin class effect and saxagliptin seems to be less risky
than pioglitazone (Actos, etc). It’s recommended to continue metformin first-line for most type 2s. It seems to
have the most favorable cardiovascular profile.
Gliptins should be saved for patients close to their A1C goal or with impaired renal function who can’t take
metformin or a sulfonylurea. Patients with heart failure should be cautioned about using pioglitazone or
saxagliptin.
Source:pharmacistsletter.com

FDA proposes moving Hydrocodone to Schedule II of the CSA

T

he Food and Drug Administration (FDA) announced its intent to submit a formal recommendation to the
Department of Health and Human Services (HHS), in which they would propose moving hydrocodone
combination products to Schedule II of the Controlled Substances Act (CSA). As it is currently a Schedule III
drug, this would dramatically increase the restrictions on prescribing practices for hydrocodone combination
drugs.
The FDA's rationale for the move is to combat prescription drug abuse. The Administration says opioid pain
relievers, specifically hydrocodone combination products, remain some of the most abused prescription drugs
on the market. However this type of policy proposal will make it difficult for LTC residents to receive adequate
pain treatment in a timely manner by exacerbating existing barriers to pain medication access. Additional barriers
to pain medication access for frail, elderly LTC patients may jeopardize their quality of care and quality of life.
It is important to note this does not mean that hydrocodone combination products are now moved to Schedule
II effectively immediately. It is an initiation of a series of events to come that could result in rescheduling this class
Continued on bottom of Page 3
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F

or acute bacterial and structural skin infections that require intravenous therapy, a single dose of
oritavancin is as effective as a 7- to 10-day dose of vancomycin, according to new research. It is also effective
against methicillin-resistant Staphylococcus aureus (MRSA).
The convenience of oritavancin could be an attractive option for patients. They would not have to be admitted
to the hospital or endure a week or more of IV infusions. "They could get 1 infusion for 3 hours and then get sent
home. Which would you choose?" said Ralph Corey, MD, professor of medicine and pathology at the Duke
Clinical Research Institute in Durham, North Carolina. Dr. Corey presented the findings here at the 53rd
Interscience Conference on Antimicrobial Agents and Chemotherapy. Reducing exposure to IV catheters could
also reduce the risk for infection. "There aren't a lot of complications associated with IV catheters, but they aren't
benign," Dr. Corey told Medscape Medical News.It could make a major difference in how we treat patients.
Oritavancin is an investigational lipoglycopeptide being developed by The Medicines Company. It has a long
half-life and rapid bactericidal activity against Gram-positive bacteria, including MRSA. These properties make
it a candidate for single-dose administration. Dr. Corey and his team randomized adults with acute bacterial and
structure skin infections who required IV therapy to a single 1200 mg dose of oritavancin or to vancomycin for 7
to 10 days. The primary efficacy end point was assessed 48 to 72 hours after the oritavancin dose or first
vancomycin dose. The researchers defined efficacy as the cessation of spread or reduction in size of the
baseline lesion, the absence of fever, and no requirement for rescue antibiotics. They conducted a separate
analysis of patients whose infections were caused by MRSA. Efficacy outcomes were similar for all groups.
Table. Efficacy for Acute Bacterial and Structural Skin Infections
Outcome
All patients
Primary end point reached
=20% reduction in lesion area at 48–72 h
Investigator-assessed cure 7-14 d post-treatment
MRSA-infected patients
Primary end point reached
=20% reduction in lesion area at 48–72 h
Investigator-assessed cure 7-14 d post-treatment

Oritavancin

Vancomycin

n = 475
82.3%
86.9%
79.6%
n = 104
80.8%
90.4%
82.7%

n = 479
78.9%
82.9%
80.0%
n = 100
80.0%
84.0%
83.0%

Rates of adverse events were similar in the 2 group; 60.0% of the oritavancin group reported at least 1 adverse
event, as did 63.8% of the vancomycin group. There were fewer treatment-emergent adverse events with
oritavancin than with vancomycin (22.8% vs 31.4%; P = .003). There were also fewer skin and subcutaneous
adverse events with oritavancin (11.6% vs 19.1%; P = .001). The similar safety profiles in the 2 groups were a
relief to Dr. Corey. "We were really worried about safety. What happens if you have reaction to the drug and it's
still in the body 2 months later? But the safety data were really nice."
The results are potentially practice-changing, Steven Weisholtz, MD, chief of infectious disease at Englewood
Hospital Medical Center in New Jersey, told Medscape Medical News. "If we have a patient who ordinarily might
need to be admitted, we could give them a single dose in the emergency room and send them home, or at least
discharge them a lot quicker. It could make a major difference in how we treat patients."
Source: Medscape.com
Hydrocodone continued from Page 2
of drugs. The FDA's recommendation must first be forwarded to the Department of Health and Human Services
(HHS). HHS will then forward the recommendation to the Drug Enforcement Administration (DEA). After that,
one of two things could happen: 1) DEA will initiate rule making proceedings or, 2) there will be attempts to pass
H.R. 1285/S.621, The Safe Prescribing Act of 2013 already introduced by Sen. Joe Manchin (D-WV) and Rep.
Vern Buchanan (D-FL) before the end of this year. According to an earlier opinion published by FDA,
rescheduling of hydrocodone combination products through legislation would be faster than the DEA rulemaking
process.
Source: ASCP.com
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Low Back Pain: What Can You Do?

Y

ou never truly appreciate your back and all it does for you -- until it starts to hurt. Then every move brings a
symphony of agony, until all you want to do is make your back pain stop. The bones, muscles, and joints that
make up your back are among your body's biggest support systems. When any part of that system is weakened
or injured, it becomes harder for your back to bear your weight. Up to 80% of adults have low back pain at some
point in their lives. Instead of resorting to back pain treatment after the damage has already been done, be a little
proactive. Practice a few pain prevention strategies today, and you may not be sidelined by back pain tomorrow.
Don't Be a Slouch - When your mother scolded, "Don't slouch!" she was unwittingly giving you good medical
advice. Holding your spine in an unnatural position or bending the wrong way can strain the muscles and
ligaments that support it, leading to back pain. Maintain a healthy back by practicing good posture. Hold your
stomach in, your head straight, and your shoulders and hips in one line. Keep your knees slightly bent and your
weight balanced evenly on your feet. Stand up straight! Don't lean forward or backward.
Sit Up Straight - When you sit, raise your chair until you're at a comfortable distance from your desk without
having to reach or slouch. Flatten your back and buttocks against the chair, keeping your knees slightly higher
than your hips and your shoulders back. Choose a chair with good lumbar support, or put a rolled-up towel
behind the small of your back. Sit in the same good posture whether you're working at your desk, watching TV,
or driving in your car. If you have to sit for long periods of time, get up every 30 minutes or so to stretch your
back.
Take a Load Off - Never try to lift anything that you know is too heavy for you. The only thing you'll accomplish
is a sore back. To avoid low back pain later, use the right form when lifting. Kneel down and get close to the item
you want to pick up. Tighten your abs so they support and protect your back. Then lift with your legs, not your
back, and avoid twisting. Keep the object close to your body while you're carrying it.
Rest Easy - Get rid of your featherbed or waterbed and replace it with a firm mattress that offers plenty of back
support. Avoid sleeping on your stomach or back, which can cause back pain. Lying on your side instead takes
about 55 pounds of pressure off your back. Prop up your knees with a couple of pillows to reduce the pressure
even more.
Strengthen Your Support System - Keep your back strong and limber by exercising it at least two or three times
a week. Walk, swim, and do other low-impact exercises. Add some abdominal exercises and weight lifting to
strengthen the muscles that support your back. Take 10 to 15 minutes to warm up before each exercise to
prevent back injuries. Also try yoga or tai chi to stretch your muscles and improve your balance so you're less
likely to injure yourself and cause back pain. If you suffer from back pain, talk to your doctor before you start
exercising, since some exercises may not be recommended and can be harmful.
These easy exercises can help strengthen the muscles of your back:
Lie on your back with your knees bent. Slowly lift each knee to your chest and hold for 5 seconds. Repeat 10
times on each leg.
Lie on your back with both knees bent and your feet flat on the floor. Squeeze your buttocks and slowly raise
your hips into the air. Hold for 5 seconds, and then slowly lower your buttocks back to the floor.
If you feel any back pain while exercising, stop what you're doing. See your doctor to talk about back pain
treatments that will help you feel and function better.
Lose Weight - If you're several pounds heavier than your doctor recommends for your height, losing weight is an
important part of pain prevention. Combine exercise with a healthy diet to get down to a lighter frame that will be
easier for your back to support.
Bone Up- While you're changing the way you eat to lose
weight, add in nutrients that build bones and prevent
fractures. Make sure you're getting enough calcium, vitamin
D, and phosphorous from a supplement and foods like skim
milk, low-fat cheese, and lean chicken.
Source: WebMD.com
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