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Learning Objectives

Following completion of this activity, participants will be able to:

— ldentify globally relevant medication errors reported to ISMP in 2020.

— Apply strategies that can be employed to help reduce medication errors.

ASMP)

An ECRI Affiliate

©20211SMP | www.ismporg | 2

© 2021 ISMP



Top Medication Errors Reported to ISMP in 2020
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July - September 2020
ISMP Medication Safety Alerti* Action/Agenda
One ofthe most important ways o prevent medicalion efrorsisto learn about problems that have occurred in other organizations and to use that information to prevent similar problems at
vnur pracl\ca site. To promote sucn a process, the following selected items from the July - Sep(embm 220 issues of Lho ISMP Modication /have boen prapared for
ine staff to stimulate di i action to reduce the ri ion errors. Each i brief d tthe medication
sa(ew problem, a few recnmmendanons 1o reduce the risk of errors, and the issue number to locate addmnnal information. Look for our high- alen memcannn icon under the issue number if
the agenda item involves one or more medications on the ISMP List of High-Alert )- The Action Agenda i r download in a Microsoft
Word and Excel format that allnws axpans\nn of the columns in the table des«qna(sd for organizational documentation of an assessment, actions required, and
for each agenda item. Cc nurses at
Key: 2\ —ISMP high-alert medication
Problem Recommendst Data
Complated
Intravenous (IV) workflow systems ensure accuracy and prevent errors il (csPs)
{16) When preparing a dose of IV flucon- | To ensure accuracy during CSP prepa-
azole for an infant, a technician | ration, use IV workflow management
/A | selected a minibag of potassium | systems interfaced with electronic
chioride (40 Eq/100 mL) that had been | heaith record (EHR) systems. This
incorrectly returned to the fluconazole | includes barcode scanning tachnology
{200 ¢/100 mL) bin since both minibags | along with imaging and/or gravimetrics
fook similar. The pharmacy had just | to verify ingredients and final prepara-
installed a pharmacy IV workflow | tions. Additional recommendations can
system, so i Ismp Safe
before preparation of tha syringe, the | Praparation of Sterilo
error was caught. i org/node/101).
Errors with VEKLURY Gilead) after Use (EUA) from the US Food and Drug Administration (FDA)
(18) | Totreatsevere COVID-19,FDAissuedan | Review details about correct dosing,
FEUA for remdesiir, which is supplied in | administration, preparation, and storage
100 mg/20 mL (concentrated solution) | in the Fact Sheet for Heafth Care
and 100 mg (lyophilized powder) vials. | Providers (wwwismp.org/ext/581). Usa
Incorract storage and preparation of | standardized order sets, alerts, and/or a
both formulations have led to wrong | hard stop to enter patients’ weights to
dose or formulation errors or discarding | ensure the appropriate formulation and
improperly prepared/stored products. | dose are selected and used.
Set the drug search feature to § letters in Omnicell automated dispensing cabinets (ADCs)
(13) Using only the first 2or 3 characters to | The Omnicell XT ADC can be
search for a drug in an ADC can lead to | programmed fo address safety so that at
A errors (e.g., verapamil o least5 letter baentarad
administered instead of the intended | to select a drug via override. We
drug, VERSED [a former brand of | encourage those who have Omnicell XT
midazolam), especially if the drug is | ADCs to make sure this important
from the cabinet via override, | feature is set to mqmm a B-thammr
thus i search for drugs:
Octobor 72, 2020 (SMPMedication Salery Alert! Aoute Care M1
M I ©20211SMP | www.ismporg | 4
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Top Medication Errors

Reported to ISMP in 2020
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Learning from influenza vaccine errors to prepare
for vaccination campaigns
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the flu and coronavirus disease 2019 (COVID-19]. While
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reccived more than ED o reports associated with ho 2020.2021 iuvaocine.
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COVID-19 vaccines, along with tha causal vmamsee i o s ks o

other previous! fatal vaccing armors, wil

offoits in US history with the upcorning COVID-13 vascination campaigns.*
! Anticipated GOVID-19 Vaccines

BioNTech and Moclems, which ar both in Phase 3 clinicaltials, may receive Emergency
2 the

to 21 days apart,

uires two dosos o ba

administsrad 28 days apart The vaccina storags terperatures are freezing (Modema)
howaver, i

and 2
afar dilution, mult
and

30 day; 3
‘The PfizerBioNTech vaceine can be brought to room temperature and must be diluted
prior to use and administarsd within 6 hours of dilution. The Modema vaccine must be

Figure 1. Curent PizerBioNTech (iup) and
Madera {bottom) COVID-18 vaocing il and
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inFigurs 1
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¥ Causative Factors with Errors.
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lead 1o errors with the new COVID-19 vaccines.
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Educating the Heelthcara Community About Safe Medication Practices

Learning from errors with the new COVID-19 vaccines

PRoBLE!

In mid-December, the US Food and Drug Administration (FDA)

() Bamlanivimab confused with belim-
umab. i cara

SMP.

7SAFETYbrie€s —

Maderna coronavirus diseass 2018 (COVID18) vaccines. Sinc ther, ISMP
has received numerous voluntary reports of COVID-19 vacsine errors or
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(Dilution Errors J

COVIDA9 vaccine, whichwas

aranted EUA for immunization to prevent COVID-18 in individuals 16 years and older.

Aftar thawing, sach PfizBioNTach muipla-dose vaccina visl contains 0.45 mL, which
18mL i

injection. Gnc properly diluted, each vial cotains 6, perhaps aven 7 doses when using
low dead-voluma syringas/neadies o axiract aach 0.3 mL (30 mog) dosa.Tha vaccins Is
fiasof2

Dilution srrors resultin sdministaring toa much or too lie vazcine. f you sdd too mush

1o savers COVID-19 and/or hospitalization.
This cuont began when 3 nursa attha LTC
facilty callad the offsita pharmacy with
i ol
raad bamlanivim: ard
e, whith Emvaﬂd and
dispensed. The preparations were infused
ovar §0 minutas, but na advarsa reactions
‘wera reported for any ofthe residerts.

diluert, dasas

There are several slements in comman
balimumab Each

advrso oo 0 ono appensh.Inond fopotod
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aitampting to acoess the fifth dosa. As Instructad In tha Fact Shee;, tha 025 mL of

2L
bag of 055 sodium chloride njecton. Other
diuants meyoksoba used wih belmumeb,

remaining vacdine was discarded (rather than pooled withy from othar
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reaction to the overdose

the patients
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dosa of 700 mg for
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dasing range. Both are infused IV over
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Top Medication Errors Reported to ISMP in 2020

Problem

— Dilution errors leading to
under- or overdose of vaccine

— Mixing errors with 2-component
vaccines (diluent instead of
vaccine)

— Storage issues (unsegregated
vaccines)

— Not checking/documenting in
immunization information
system

ASMP)

An ECRI Affiliate

— Look-alike vials (vaccine-
monoclonal antibody mix-up)

— Administration to wrong age
group

— Waste of vaccine and not taking
advantage of over-fill in vaccine
vials

— Errors in scheduling second
dose

©20211SMP | www.ismporg | 7

Recommendations

— Verify competency of
vaccinators

— Dispense pharmacy prepared
syringes where possible

— Implement independent double
check

— Maximize doses withdrawn
from vials

ASMP)

An ECRI Affiliate

— Identify/differentiate
monoclonal antibodies from
vaccines

— Separate vaccines in storage
— Plan for leftover vaccine

— Be prepared for allergic
reactions

— Report vaccine errors and
adverse reactions

©20211SMP | www.ismporg | 8
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Top Medication Errors Reported to ISMP in 2020

Casirivimab and imdevimab monoclonal

. . Moderna COVID-19 vaccine
antibodies

ASMP)

An ECRI A

9

iate
Practices
ECRI Affil

il
Institute for Safe Medication
An

US Food and Drug Administration
(FDA) removes syringe administration
from vinCRIStine labeling
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Top Medication Errors Reported to ISMP in 2020

Problem

— Syringes for IV use have been confused with syringes of drugs
administered intraspinally (intrathecally)

— Accidental intrathecal administration of vinCRIStine has killed
over 130 patients, many of whom were children with acute

leukemia

\m ©20211SMP www.ismporg | 11
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Problem, cont.

— In 2019, ISMP called on FDA to eliminate vinCRIStine syringe
administration in official product labeling

— No cases of accidental intrathecal injection of the drug have been
reported with dilution of the drug in a minibag

— InJune 2020, FDA asked Pfizer to revise the product labeling. Pfizer
complied, removing all references to vincristine administration via
syringe from the package insert

\J,(M_D ©20211SMP | www.ismporg | 12
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Top Medication Errors Reported to ISMP in 2020

GUYANA NEWS

Cancer drugs incorrectly administered to children

who died at GPH

-probe finds

By David Papannah March 9, 2019 foepOoy [~ N

Investigations into the deaths of three children who died at the
George-town Public Hospital (GPH) in January after being
administered pre-chemotherapy drugs have found that the
medication was incorrectly administered and standard operating
procedures were not followed.

The findings were revealed at a press conference yesterday which
included Chairperson of the GPH Board Kessaundra Alves, Deputy
Chief Medical Officer Dr Karen Gordon-Boyle, and Director of Medical

p and Professional Services at the GPH Dr Fawcett Jeffrey.

ISMP | wwwismporg | 13

An ECRI Affiliate

13

ISMP strongly recommends against dispensing
and administering intravenous Vincristine in a
syringe.

ASMP)

An ECRI Affiliate

ISMP strongly recommends
dispensing and administering
intravenous Vincristine in a
minibag.

©20211SMP | www.ismporg | 14
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Top Medication Errors Reported to ISMP in 2020

11672021 FOA upaafes Vinca alkalond aﬁ!mg Tor preparahon TN INTavenous infuson bags u_nry | FDA

FDA updates vinca alkaloid labeling for preparation in
intravenous infusion bags only

[1/15/21] The U.S. Food and Drug Administration is alerting health care professionals to
labeling updates for the preparation of vinca alkaloids, a group of chemotherapy agents that
includes vincristine sulfate injection, vinblastine sulfate (for) injection, and vinorelbine tartrate
injection. To reduce the potential for unintended intrathecal (spinal) administration, which
causes death or severe neurological injury, FDA is working with drug application holders to
remove instructions for preparation of these drugs by syringe and to recommend preparation in

intravenous infusion bags only.

In 2007, the World Health Organization issued an alert

(https:/ /www.who.int/patientsafety/highlights/PS_alert_115_vincristine.pdf?ua=1) (£

(http: //www fda.gov/about-fda/website-policies /website-disclaimer) about medication errors
related to accidental intrathecal injection of vinca alkaloids. The Institute for Safe Medication
Practices has published multiple reports (https://www.ismp.org/resources/ismp-calls-fda-no-

P = anapy " -
preparation-intravenous-infusion-bags-only?utm_medium=email&utm_source=govdeliver, ©20211SMP | wwwismporg | 15

p https://www.fda.gov/drugs/drug-safety-and-availability/fda-updates-vinca-alkaloid-labeling-
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More mix-ups between vials of
ePHEDrine and EPINEPHrine
(ADRENALIN)

©20211SMP | www.ismporg | 16
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Top Medication Errors Reported to ISMP in 2020

Problem

— Look-alike vials of ePHEDrine and
EPINEPHrine have been frequently
mixed up due to name and packaging

similarities.

— The latest mix-up occurred between
Ameal Pharmaceuticals ePHEDrine
and PAR Pharmaceutical EPINEPHrine
vials, both of which are similar in size

(1 mL) and have purple caps.

m‘ ©20211SMP | www.ismp.org | 17

An ECRI Affiliate

17

Recommendations

— Utilize barcode scanning when stocking, dispensing, and administering
these medications.

— Store them apart in the pharmacy and in locked-lidded drawers in
automated dispensing cabinets.

— Consider obtaining a different brand of ePHEDrine with a different cap
color, using prefilled EPINEPHrine syringes from an outsourcer when
possible, or having pharmacy prepare infusions and bolus doses for
these drugs except in emergencies.

— ePHEDrine is available in the US in a prediluted form called EMERPHED

m‘ ©20211SMP | www.ismp.org | 18
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Top Medication Errors Reported to ISMP in 2020
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Errors associated with oxytocin
(PITOCIN) use

10mL Multiple Dose Vel !‘; Moy éif'
m|

©20211SMP | www.ismporg | 19

19

Oxytocin

— Intravenous (V) oxytocin used antepartum is indicated to induce labor in
patients with a medical indication, to stimulate or reinforce labor in selected
cases of uterine inertia, and as an adjunct in the management of incomplete
or inevitable abortion

— Postpartum IV oxytocin is used to produce uterine contractions during
expulsion of the placenta and to control postpartum bleeding or
hemorrhage

— Improper administration can cause hyperstimulation of the uterus, which in
turn can result in fetal distress, the need for an emergency cesarean
section, or uterine rupture

— A few maternal, fetal, and neonatal deaths have been reported

\J,(M_D ©20211SMP | www.ismp.org | 20
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Top Medication Errors Reported to ISMP in 2020

Error Report Analysis
5 Main Themes Identified

1. Prescribing Errors

2. Look Alike Drug Packaging and Names
3. Preparation Challenges

4. Administration-Associated Errors

5. Communication Gaps

\J,(M_D ©2021 I1SMP www.ismp.org | 21
An

ECRI Affiliate
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Prescribing Errors

— Selecting the wrong drug on computerized prescriber order entry (CPOE)
screen when searching using only 3 letters, “PIT,” “OXY,” or “OXY10”

— Example: A physician intended to prescribe oral OXYCONTIN
(oxyCODONE) 10 mg every 12 hours as needed for pain for a
postpartum patient. He entered “OXY10"” into the CPOE search field but
accidentally selected “oxytocin 10 units IV” from the menu, resulting in
an order for oxytocin 10 units IV every 12 hours as needed for pain. By
the time the pharmacist followed up with the prescriber and corrected
the error, the patient had received one dose of IV oxytocin

\J,(M_D ©2021 I1SMP www.ismp.org | 22
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Top Medication Errors Reported to ISMP in 2020

Look Alike Packaging

— 40% of all oxytocin-related reports submitted to ISMP described look-
alike vials that had led to, or could have led to, mix-ups between
oxytocin and another product

— Look-alike vials (e.g., ondansetron) and names (PITRESSIN, a
discontinued brand of vasopressin) stored near PITOCIN or in ADC

e Often stored alphabetically near each other on pharmacy shelves and used for
the same patient population, especially during cesarean sections

ASMP)

An ECRI Affiliate

©20211SMP | www.ismporg | 23

23

Preparation Challenges

— Nurse admixture on patient care units and incomplete
or omitted labels for nurse-prepared infusions led to

oxytocin given instead of plain IV fluid

— These labeling problems were typically due to
interruptions, distractions, or competing priorities on the
patient care unit

— Example: An unlabeled bag of what was presumed to be
a plain IV solution was administered to a patient. Staff
later noted maternal cramping and fetal heart rate
deceleration. An investigation revealed that the bag
contained oxytocin. The patient required an emergency
cesarean section

m‘ ©20211SMP | www.ismp.org | 24
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Top Medication Errors Reported to ISMP in 2020

Administration Errors

— Mix-ups of IV lines and misconnections to the wrong infusion pump have resulted in
drug or dose errors and omissions.
» Contributing factors: need for multiple IV lines, a fast-paced work environment, heavy workload, failure
to trace lines, inexperienced staff, and distractions

— Oxytocin infusion bag was mixed up with either a hydrating fluid or magnesium
infusion, leading to significant under- or overdoses
» Contributing factor: availability of an oxytocin infusion during labor that was intended for use
postpartum

— Inconsistent terminology used to express an oxytocin infusion rate in the medication
order, administration record, and/or pump library led to several errors

— Flushing IV tubing with unrecognized residual oxytocin can lead to adverse effects (10
mL or more in line and ports)

m‘ ©20211SMP | www.ismp.org | 25
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Communication Gaps

— Lack of clear communication and/or documentation during transitions of
care was a key contributor to oxytocin incidents

— Reporters attributed poor communication/documentation to heavy
workload, a fast-paced environment, inexperience, and involvement of
many individuals in the patient’s care

— Example: Administration of oxytocin was put on hold when staff noted a
deceleration in the fetal heart rate. Fifteen minutes later, the physician
examined the patient and gave a verbal order to restart the oxytocin
infusion, but at a lower rate. A few minutes later, a second physician,
who was taking over for the first, gave an order to restart the oxytocin at
the original dose. The lack of documentation regarding the decision to
lower the rate of infusion was a factor in this incident

m‘ ©20211SMP | www.ismp.org | 26
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Top Medication Errors Reported to ISMP in 2020

Recommendations

— Require at least 5 letters of a drug name when searching electronic systems or
keep typing until the drug name appears

— Develop standard order sets and have pharmacy dispense oxytocin in ready-to-
administer, labeled bags in standardized concentrations

— Use barcode scanning technology.

— Standardize oxytocin dosing units and infuse through a smart infusion pump
with engaged drug library

— Label and trace lines when starting infusions, and immediately discard
discontinued infusion bags

— Use communication strategies (e.g., SBAR) during transitions of care

— Once oxytocin infusion completed, change IV line or flush tubing after
disconnection

\X(M_D ©20211SMP | www.ismporg | 27
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Vials of Neuromuscular Blocking
Agents Without Cap Warnings
-\1"""‘,5
28

© 2021 ISMP

14



Top Medication Errors Reported to ISMP in 2020

No Warnings on Caps

“Paralyzing Agent”

(Athenex, Alvogen)

errors with look-alike vials

ASMP)

An ECRI Affiliate

— Due to shortages, the US Food and Drug Administration (FDA) allowed
temporary manufacturing of paralyzing agents without the vial cap warning,

— Affected products include vecuronium (Fresenius Kabi) and rocuronium

— Vials are no longer being manufactured without a cap warning, expiration dates
of vials without the warning extend through June 2022 and may be present
until then The vial and carton labels will remain unchanged

— The absence of the cap warning may lead to potentially fatal drug selection

©20211SMP | www.ismp.org | 29
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Problem

Currently approved cap (left)

and temporary cap (right) for

vecuronium bromide injection
10 mg vial and 20 mg vial

ASMP)

An ECRI Affiliate

sUNG

I % |

Currently approved cap (left) and
temporary cap (right) for
rocuronium bromide injection, 50
mg per 5 mL and 100 mg per 10 mL

©20211SMP | www.ismp.org | 30
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Top Medication Errors Reported to ISMP in 2020

Problem, cont.

— When vials are standing upright in storage, staff may select a vial based
on cap color and may not notice if they have the wrong vial in hand
(Below: tranexamic acid, left, ropivacaine, right)

\J,(M_D ©2021 I1SMP www.ismp.org | 31
An ECRI Affiliate

Recommendations

— Make sure staff are aware of the absence of the warning statement on
some paralyzing agents that may still be in stock

— Ensure storage of these products leaves the labels (which still carry a
warning statement), not the caps, face up

— Affix auxiliary “Warning: Paralyzing Agent” labels to vial caps of affected
products

— Use barcode scanning during preparation and administration

\J,(M_D ©2021 I1SMP www.ismp.org | 32
A
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Top Medication Errors Reported to ISMP in 2020
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Wrong-Route Tranexamic Acid
Errors

©20211SMP | www.ismporg | 33
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Problem

— Three cases of inadvertent spinal tranexamic acid administration

instead of a local anesthetic were reported

— Prior mix-ups have occurred between tranexamic acid and

bupivacaine or ropivacaine

— Activated the National Alert Network(NAN) in September 2020

\J,(M_D ©20211SMP | www.ismporg | 34
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Top Medication Errors Reported to ISMP in 2020

September 9, 2020

Dangerous wrong-route errors
with tranexamic acid

We recently learned about three cases of
accidental spinal injection of tranexamic

acid instead of a local anesthetic intended

for regional (spinal) anesthesia, Con-

tainer mix-ups were involved in each tase. In one
case, 2 patient scheduled for knee surgery received
tranexamic acid instead of bupivacaine. The anesthe-
siologist immediately realized the error, but by then,
the patient began to experience seizures. The patient
later recovered. in 2 second
case, a patient undergoing hip
replacement surgery received
tranexamic acid instead of a
local anesthetic for spinal
anesthesia, The patient survived
but also experienced seizures
and had extreme pain due to
arachnoiditis. In a third case, a
patient scheduled for bilateral
knee replacement also inad-
vertently received tranexamic
acid instead of bupivacaine for
spinal anesthesia. The patient
enperienced seizures, which
necessitated placing ber into an
induced coma for several days,

e

We previously reviewed errors with tranexamic acid
In our May 23, 2019, ISMP Medication Sofety Alert!
(wwwi.ismp.org/node/8705). We noted that in the
US, bupivacaine, ropivacaine, and tranexamic acid
are packaged in vials that may have the same blue

s @
. withowt ading the bl With hemnaphilia to reduce the

based on capcolo
specialy e viak 312 S0(eG upr gt wth e

color cap (Figure 1). While label colors and vial sizes
may be different, when the vials are stored upright
near esch other, only the blue caps may be visible,
making it more difficult to differentiate one drug from
the other. To make matters worse, these drugs are
often found in areas where barcode seanning may nat
have been implemented or is not routinely utilized
(eg. perioperative areas, labor and delivery,
emergency department). So, mik-tips are less likely to
be detected. Unfortunately, the
Iiterature has additional reports
of serious medication errors

due to mix-ups between tran-
examic acid and bupivacaine or
ropivacaine during regional
anesthesia. Syringe labeling
Issues may also contribute to
such errors.

Tranexamic acid is an antifibri-
nalytic that prevents the break-
down of fibrin, thus promoting
clotting. Itis approved for short-
term use (28 days) in patients

risk of hemorrhage during and
following tooth  extraction;
however, it s also used off-label in a variety of hemor-
thagic conditions to contral bleeding, Including
postpartum hemorrhage. Although tranexamic acid is
not indieated for joint surgeries, it is often used intra-
venously {IV) or topically during these procedures ta
coninced on ege 7 — NN

MP = LTI L s e
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Problem, cont.
— All three products are available
in vials with blue caps, which
are often stored upright making
labels difficult to read. These
products are typically used in
areas where barcode scanning
is not utilized (e.g., operating
room, labor and delivery).
Mp ©20211SMP | www.ismp.org 36

An ECRI Affiliate

36

© 2021 ISMP

18



Top Medication Errors Reported to ISMP in 2020

Recommendations

— Purchase these products from different manufacturers to help
differentiate appearance and/or consider alternate preparations (e.g.,
premixed bag, pharmacy prepared syringes or infusions).

— Store tranexamic acid separately and avoid upright storage to ensure
labels are always visible.

— Use an auxiliary label over the cap to indicate vial contents.

— Use barcode scanning prior to dispensing or administering.

\X(M_D ©20211SMP | www.ismporg | 37
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Label Updates are Coming

— The US FDA has announced that it will be revising the labeling for
tranexamic acid to reduce the risk of potentially fatal wrong route errors

— The FDA labeling changes will highlight the intravenous (IV) route of
administration and strengthen the warnings in the prescribing
information to include the risk of medication errors due to incorrect
route of administration

©20211SMP | www.ismp.org | 39
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Mix-ups between conventional
and liposomal drug products
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Problem

— Conventional DOXOrubicin is

used to treat a greater variety

. . 0069-3031-20
of cancers and it can be given at oy
higher dqses than the liposomal et mnnxommbicin
form, which has slower plasma Hydrochloride ‘action
clearance oo USP

g/10 mL
(2 mg/mL)

— Atechnician accidently used :":‘“’“‘L’mm
liposomal instead of osaf Vil
conventional DOXOrubicin to S QRS
prepare two infusions G recaties
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Problem, cont.

— During preparation, the technician received an alert when she scanned
the wrong medication, which she overrode

At risk behavior which may be common due to alert fatigue

— The pharmacist did not catch the error during verification, and the
preparations were dispensed and administered

— One order was compounded with a mixture of liposomal and
conventional DOXOrubicin and the other order was compounded with
liposomal instead of conventional DOXOrubicin
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Potential for other mix ups

— IV amphotericin also has the potential for mix-ups between formulations

« Either subtherapeutic or fatal dosing mistakes are possible

— Liposomal amphotericin B (AMBISOME) generally dosed 7.5 mg/kg IV
daily

— Conventional amphotericin B deoxycholate should not exceed 1.5
mg/kg/day

m‘ ©2021 ISMP www.ismp.org | 43
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Recommendations

— Require independent double check of drug and dose

— Prepare in pharmacy where pharmacist can verify the dose before
preparation

— Vials of liposomal and conventional DOXOrubicin should be stored
separately with a prominent sticker on the liposomal formulation

e e.g., "DOUBLE CHECK: LIPOSOMAL DOXORUBICIN. DO NOT CONFUSE WITH
CONVENTIONAL DOXORUBICIN

— A pharmacist should review all scanning overrides prior to final
verification of the preparation

An ECRI Affiliate
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Inappropriate Prescribing of
Transdermal FentaNYL Patches
for Opioid-Naive, Elderly Patients

www.ismp.org | 45
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Problem

— FentaNYL patches have been
inappropriately prescribed:

 For opioid-naive patients to treat acute pain.

e Due to an “allergy” to codeine that was only a
minor drug intolerance.

— FentaNYL patches should only be used in
opioid-tolerant patients for the
management of pain severe enough to
require daily, around-the-clock, long-term
opioid treatment.
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Case Report

— Along-term care patient was inappropriately prescribed fentanyl patch after leaving
the Emergency Department (ED)

e Provider thought he was opioid-tolerant since he received 3 small intravenous push doses of
fentanyl while in the ED

e Provider thought fentanyl was the only option because the patient had a documented allergy to
codeine

\m ©20211SMP | www.ismp.org | 47
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Opioid-Tolerant Definition

— Patients taking the following for at least one week or longer:
* 60 mg of oral morphine per day
* 60 mg of oral HYDROcodone per day
* 30 mg of oral oxyCODONE per day
e 25 mg of oral oxyMORphone per day
e 8 mg of oral HYDROmorphone per day
* 25 mcg of transdermal fentaNYL per hour

* An equianalgesic dose of another opioid
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REMS for Opioid Analgesics

— @Goals:

e Educate prescribers and other healthcare providers on the treatment and
monitoring of patients with pain

 Informing patients about risks and how to use and store opioids safely

e Reduce serious adverse outcomes resulting from inappropriate prescribing,
misuse, and abuse of opioid analgesics while maintaining patient access to pain
medications

— Strategies:

e Training must be made available to all healthcare providers involved in pain
management

Risk Evaluation Mitigation Strategy (REMS): a drug safety program that the U.S. Food and Drug
Administration (FDA) can require for certain medications with serious safety concerns to help
p ensure the benefits of the medication outweigh its risks

©20211SMP | www.ismp.org | 49
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Recommendations

— Follow REMS recommendation to educate healthcare providers and patients.

— Document each patient’s opioid status.
¢ ISMP Best Practice #15

— Build interactive alerts to confirm opioid tolerance when prescribing fentaNYL
patches.

— Distinguish between true allergies and drug intolerances when collecting
allergy information.

— Provide patient education sheet for all patients taking fentanyl for the first
time.
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'S’ ConsumerMedSafety.org

I PROTECT YOURSELF FROM MEDICATION ERRORS
Patches

figh-alert medicines have been proven to be safe and effective. But these medicines can cause serious injury if a mistake happens
while taking them. This means that it is very important for you to know about this medicine and take it exactly as directed.

Before you use the patches
0 © Use for long-term chronic pain only. Fentany! patches should ONLY be used to treat long-term

chronic: pain by people wha have previously taken high doses of prescription pain medicine (opioids) for
7 or more days without ralief. Otherwise, the i cause breath b

“ 1 @ Use intact patches. Never cut the patches or use damaged patches (could resultin an overdoss).

O © Avoid broken skin. Apply patches only on skin without cuts or sores. Do not shave the area before ap-
plying the patch.
When picking up the prescription
& 1 © Talk to your pharmacist. Tall your pharmacist the type of pain you are expariencing and any other pain
medicines you have been taking and for how lang.
While wearing a fentanyl patch

<> O © Follow directions. Use the paiches exactly as directed o pravent serious side effects. Do not use more
patches than prescribed. Take off the old patch before applying a new patch.

[1 @ Do not warm your patches. While wearing a fentanyl patch, do not sxposs the site 1o heat sources.
such as a heating pad, electric blankat, sauna, hot tub, heated waterbed, excessive sun exposure, or
hot climate. Also avoid tight coverings over the patch and strenucus exercise, which can heat the bocy.
The body absorbs oo much medicine with excessive heat.

& 1 @ Don't wear during an MR Remave your paich before an MR (a test that uses powerful magnets and
radin waves to create images af what's inside the body) 0 avoid bums from hidden metal in the paich.

Wal ] igns. of verdose. Signs of an overdk dle: trouble breathing, shallow or very slow
breathing; exireme sleepiness; inabilty o think, talk, or walk nomally; and feeling faint, dizzy, or confused.
Storing and discarding the patches
. 0 © Store patches safely. Keep new paiches far away from the reach or discavery of children. Da not let

children see you apply paiches or cal them stickers, tatioos, or Band-Aids. This could atiract children
and encourage them 1o mimic your actions.

Top 10 List of Safety Tips for Fentany! Paiches

gether and flushing them down the toilet. Some of the medicine remains in each paich even after use,
which could ham others who come into contact with it. As a precaution, this medicine is one of just a few
medicines that the US Food and Drug Administration says must be flushed down the toilet for disposal
rather than discarded in the trash.

E} 1 @ Dispose of patches safely. Safely discard used or unnesded patches by folding the sticky sides to-

Do not use fentanyl patches to treat short-term pain after surgery!

Fentanyl patches should ONLY be used by people with long-tem chronic pain who have been taking high
doses of prescription pain medicine (opiads) for 7 or more days without reéef, Otherwise, the medicine can

MP
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f'wo-Con Iponent Vaccine Errors
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Problem

Some vaccines come in two components:

1. Active ingredient- lyophilized (freeze
dried) powder

2. Vaccine specific diluent (liquid to
reconstitute) or liquid antigen or
adjuvant

These two components need to be mixed

NDG 58160-823-11

Rx only

D

NOTICE: One vial of Iyophilited powder and
ane vial of liquid suspension MUST BE
COMBINED BEFORE USE

Zoster Vaccine
Recombinant, Adjuvanted

SHINGRIX
mlln“d)‘ﬂ.m.
10 Vials containing Lyophiiaed gE

10 Visis containing Adjuvant Susn * "ponent

After reconstitution, @ single dos chc.sr

Enigana
-

g -
-..,,, o M My,
For 50 Years of {oiiil%” | Oyl
. . - . -
before the vaccine is ready to be T
o o
d L. d h . k » b g
m‘ ©20211SMP | www.ismp.org | 53
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2-comp ine error ios
Error State Diluent Active ingredient Example
{e.g.. lyophilized
powder}
Mo errar MMR lyophilized pow-
@ Correct diluent ) der in sterile water in-
@ Correct active ingredient A jected
Error DTaPIPV liquid by one
@ Correct diluent —_— company mixed with
@ Wrong active ingredient A Haemaophilus b Conju-
gate [Tetanus Toxoid
Conjugate] Vaccine
from different com-
pany
Error Sterile water injected
® Correct diluent with no MMR
@ No active ingredient Iyophilized powder
Error MMR lycphilized pow-
@ Incorrect diluent ) der in neuromuscular
® Correct active ingredient A blocker injected
Error Insulin injected with
@ Incorrect diluent alone no influenza vaccine
Iyophilized powder|
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Examples of Two-Component Vaccines

Haemophilus Measles,
influenzae mumps,
type b rubella

Meningococcal
group A

: Rotavirus oral :
Rabies . Tetanus toxoid
vaccine

Varicella

Yellow Fever COVID-19
zoster

\J,(M_D ©20211SMP | www.ismporg | 55

An ECRI Affiliate

55

Two-Component Vaccine Error in Samoa

REPORTS

— Medication error; measles,
mumps, rubella vaccine
. . . SERIOUS ERRORS WITHTWO-
reconstituted with atracurium COMPONENTVACCINES RISK
. HARM AND DAMAGETRUST
(paralyzing agent)

e 2 children died

— The public concerned that
vaccines were not “safe”,
causing low vaccination rates in
Samoa

* Measles outbreak resulting in:
200,000+ infections
85+ deaths

RELATED ARTICLES
i
[ R
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Error with Meningococcal Vaccine (Menveo)

— Menveo: 2 vials must be
combined before
administration for patient to get
full immune response

— 390 reports of administering
only one component of Menveo
to a total of 407 recipients

e 269 patients received only the
liguid component

» 138 patients received only the
lyophilized component
(reconstituted in a different

diluent)
m ©20211SMP | www.ismp.org | 57
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Menveo Updated Label
Vi Y :
- oY
= s : === MenA Lyophilized
-0 8 — :
e — Conjugate Component
> 3§ ===% NOTTO BE USED ALONE
—w 8% —— 2 Reconstitute with
| B E ==== Men(YW-135 Liquid Conjugate
e 1 . =" (omponent to form Menveo
25 B § E 5 == wocems2en NovrtiVacines |
N L >y
= { NDXC 58160-958-01 GSK Vacdines
= ! MenA Lyophilized
e ! Conjugate Component
"
3 :iﬂ ; NOTTO BE USED ALONE
5 | § > y Reconstitute with MenCYW-135
S in E ! Liquid Conjugate Component
255 8 & | £ E toformMenveo®
L 82 5 5 ¢+ 3 & whm
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Recommendations

— Review International Medication Safety Network (IMSN) Targeted Medication
Safety Best Practices #4: Prevent errors with two-component vaccines.

— Circle or highlight critical information, use flag-type reminders.

— Dangerous drugs (paralyzing agents) should not be stored in proximity with
vaccines.

— Use barcode scanning systems to ensure correct components are utilized.

¢ Scan both components during vaccine preparation.

— Incorporate the patient or family member in the checking process if possible.
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Recommendations, cont.

— Manufacturers, technology companies, regulatory organizations work to
improve the process

e Manufacturers should provide both components in a single container or package
them in a way that provides fail-safe preparation

 Labels should provide clear instructions for mixing

— Establish a process to keep both vaccine components together
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Recommendations, cont.

Liquid diluent
or vaccine
component B

Lyophilized
powder or
vaccine
component A

5 frenvee
Howpe A CV o US
-
Gl o
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Questions?

This activity is supported by Novartis Pharmaceuticals Corporation, Name
Creation and Regulatory Strategy. ©20211SMP | wwwismporg | 62
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Claim Live Continuing Education Credits

— https://ceinsider.org/ismp/

— Deadline: January 30, 2021

— Attendance Code: 2133

This activity is approved for 1.25 contact hours for pharmacists and pharmacy technicians.
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