L

‘ Regional Poison Control Center, Birmingham, AL

www.childrensal.org/rpcc 1-800-222-1222
|

Gvoke™- Ready-to-Use Glucagon POISON §
By Hope May, Samford University PharmD Candidate “ e n®
Glucagon is a polypeptide hormone which consists of 29 amino acids. Glucagon is produced by
alpha cells in the islets of Langerhans in the pancreas, stimulating the liver to release stored 1-800-222-1222

glucose, called glycogen, into the blood stream. Releasing glucose into the blood stream increases
the blood glucose concentration.

Gvoke (glucagon) was approved by the FDA on September 10, 2019 as an antihypoglycemic agent
indicated for the treatment of severe hypoglycemia in pediatric (two years of age and older) and
adult patients with diabetes. It is packaged as an auto-injector and pre-filled syringe and is
available for subcutaneous injection only. Gvoke is a liquid, stable glucagon formulation which can
be stored at room-temperature.

Special Interest Articles

e Gvoke
Gvoke was evaluated in two crossover studies in adult patients aged 18 to 74 years old with type-1
diabetes mellitus. The first study was double-blinded with 80 patients and the second study was e Accrufer
single-blinded with 81 patients. Patients were randomly assigned to receive Gvoke one milligram e Adhansia XR
during one session and conventional glucose emergency kits during the other session. Treatment
success was defined as plasma glucose increase from mean value at time of glucagon
administration to absolute value greater than 70mg/dL or relative increase of 20mg/dL or greater,
at 30 minutes after glucagon administration. In a pooled analysis of both studies, 98.7% of the
patients in the Gvoke group achieved treatment success compared to 100% of the patients in the
glucose emergency kit group. Gvoke was also evaluated in a study in 31 pediatric patients with [][e] you know?

type-1 diabetes mellitus. All the evaluable pediatric patients achieved a target glucose increase of Patients can now have access to
at least 25mg/dL. The pediatric dosage in patients 2 to 12 years old is 0.5 mg for less than 45 kg oral COI’]TI’OCGpﬁOﬂ ’rhrough a

and 1 mg for 45 kg or greater. . . .
website or smartphone app. This is

, ; : = - known as telecontraception.
hypoglycemia. The conventional glucose emergency kits are in vials of lyophilized powder. The . . .
usability of the conventional kits is not extremely ideal in an emergency; however, with Gvoke, POTIeIt]TS WIH' Complefe qn online
hypoglycemic rescue can be achieved quicker and more efficiently. Gvoke as a pre-filled syringe is questionnaire and receive a
available in pharmacies and was launched throughout the United States in October 2019. The prescription for contraception at a

auto-injector formulation will be launched in 2020. local phormocy or by mail.

Overdose of glucagon is uncommon due to the short half-life, but there could be some cases in
which patients would need observation. Signs and symptoms of mild to moderate toxicity can
include nausea, vomiting, diarrhea, and gastric hypotonicity. Toxicity could also be anticipated to
be an extension of a different adverse event such as hyperglycemia, hypokalemia, and increased
blood pressure. (References on Page 3)

Gvoke is novel in its ability to be readily available for the patients who are at risk for severe
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Accrufer®: New Iron Salt Formulation for Iron Deficient Anemia
in Adulfs

“Ferric maltol has
been used for
several years in
Europe and
Switzerland under
the brand name
Feraccru.”
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By Rachel Rusk, Auburn University PharmD Candidate

The US Food and Drug Administration recently approved a new iron replacement treatment,
Accrufer (ak-roo-fer) (ferric maltol), indicated for treating iron deficiency in adults. Ferric maltol
has been used for several years in Europe and Switzerland under the brand name Feraccru.
Accrufer has been shown to be efficacious while having less side effects than other salt
formulations.

A recent study published in March 2019 (AEGIS-H2H) showed non-inferiority over an intravenous
iron replacement therapy, Ferrinject®. Two other randomized, placebo-controlled clinical trials
included patients with irritable bowel syndrome, which can cause reduced iron stores in the
body. Patients were randomized to receive either Ferraccru (Accrufer) for 12 weeks or placebo.
After the 12 weeks, the patients from both groups could continue to take assigned therapies for
an additional 40 weeks. An additional study was performed using patients with chronic kidney
disease, another condition that can cause reduced iron stores in the body. This trial was
performed similarly for 16 weeks. The results of these trials showed that Accrufer improved
hemoglobin and iron stores at the end of treatment compared to placebo.

Accrufer remains together (iron and maltol) until it is absorbed. The iron then dissociates and
enters the bloodstream to bind to transferrin. Maltol is metabolized and excreted in the urine.
This is different than other salt formulations of iron supplements, which can cause more severe
gastrointestinal (Gl) adverse events and reduce compliance. The only other option of iron
supplementation has been to use IV iron therapies. However, these are costly, invasive,
inconvenient, and complex to administer. Additionally, a year’s worth of Accrufer is projected to
be similar to a single course of IV iron therapy. This means that using Accrufer can be beneficial in
saving costs on repeat |V iron dosing and costs associated with its administration in a healthcare
setting.

Side effects of Accrufer mainly involve mild Gl disturbances: abdominal discomfort/pain,
constipation, diarrhea, flatulence, nausea, abnormal stool color, and vomiting. Accrufer is
contraindicated in patients with a history of hypersensitivity to the active ingredient or any
excipients, hemochromatosis, or those that receive repeated blood transfusions (as this may also
lead to iron overload). Patients should have iron parameters monitored during therapy to avoid
iron overload. Accrufer has not been studied for safety or efficacy in pediatric populations. No
differences were seen in safety or efficacy when used in geriatric patients.

Overdosage of Accrufer has not been reported. However, acute ingestion of 20 mg/kg of
elemental iron is potentially toxic, and 200-250 mg/kg is potentially fatal (Accrufer contains 30
mg of elemental iron per capsule). Signs and symptoms of an iron overdose may include nausea,
vomiting, abdominal pain, and diarrhea; with worsening, signs may include metabolic acidosis
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Regional Poison Control Center attended the Homewood Senior

L
Poison

Citizen Wellness Fair on October 25, 2019. PharmD students Rachel
Rusk and Hope May, along with poison specialist, Brittany
Funchess- Wilson, handed out poison control center information to
the seniors attending.

i

PharmD students, Rachel Rusk and Hope May, visited Springville
Senior Center on October 23, 2019 to teach them about Medication
Safety.
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Adhansia XR™ - New Attention Deficit Hyperactivity

Disorder Medication Targets Older Adolescents and Adults

By Laura Read, RPh, CSPI, Regional Poison Control Center, Children’s of AL

Adhansia XR is a new methylphenidate capsule that may last longer than other long-acting methylphenidates. Adhansia
has two distinct peaks in adults and pediatrics due to the multi-layer release technology in the beads within each
capsule. The outer layer of each bead releases 20% of the methylphenidate dose and the inner layer of the bead
releases 80% of the dose. Adhansia XR’s formulation is ideally suited for adults and older adolescents who have
commitments late into the day. Adhansia XR is approved for age 6 and above.

In adults, Adhansia XR peaks at 1.5 hours and the second peak ranges from 8.5 to 16 hours post. In pediatrics, the first
peak is at 2 hours and the second peak ranges from 8- 14 hours. Adhansia XR is supplied in 25mg, 35mg, 45mg, 55mg,
70mg, and 85mg extended-release capsules. For patients who have difficulty swallowing, the contents of the capsule
may be sprinkled onto a tablespoon of applesauce or yogurt. The dose of a single capsule should not be divided.

Based on the available clinical data, the most common adverse reactions for Adhansia XR were insomnia, dry mouth,
and decreased appetite; however, in cases of mild overdose, symptoms may present as extensions of these common
adverse reactions due to excessive adrenergic stimulation of the central nervous and cardiovascular systems. Symptoms
typically associated with stimulant overdose may include tremor, nausea, tachycardia, hyperthermia, and even seizures.
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REPORTS OF ATTENTION-DEFICIT/HYPERACTIVITY
DISORDER (ADHD) IN U.S. CHILDREN AGES 4 TO 17

PREVALENCE OF ADHD, %
o
I

YEAR 1997-1998  1999-2000 2001-2002 2003-2004 2005-2006 2007-2008 2009-2010 2011-2012  2013-2014 2015-2016

NO OF
PARTICIPANTS

212 20093 19824 18864 17,116 13,889 17,139 19,951 20.362 18,107

SOURCES: Journal of the American Medical Association (JAMA) @NEWS
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