
ISMP just learned about another child that
died after gaining access to a transdermal
fentaNYL patch. This time it was a 15-
month-old boy who had been cuddling
with his mother, sleeping on her chest as
they both took a nap. The boy’s mother had
been wearing a fentaNYL patch on her
chest to treat pain associated with multiple
sclerosis. When the mother awoke, she
found her son unresponsive. The child was
rushed by ambulance to the hospital. Re-

suscitation efforts continued in
a pediatric emergency depart-
ment without success. The
child’s mother noticed that the
patch on her chest was missing.
The baby apparently ingested
the patch, although the patch
was never found. During
intubation, vomitus was visual-
ized in the baby’s esophagus
and trachea, indicating
aspiration, and perhaps

the patch was overlooked in the
vomitus. A medical examiner con-
firmed the child’s access to the patch,
revealing physical findings of pulmonary
congestion and edema, and toxicology
findings of acute fentaNYL intoxication.

Repeated tragic events
Sadly, this is a recurring story in
healthcare—one that has been told over
and over again without substantial
acknowledgement and action by in-
dividual practitioners, healthcare organi-
zations and systems, community pharm-
acies, public policy agencies, pharmaceu-
tical companies, professional organiza-
tions, and advocacy groups. The prior
events are just as heartbreaking as the
latest event. A 2-year-old boy died after
ingesting a used fentaNYL patch that
stuck to the wheels of his toy truck while
playing in his grandmother’s room at a
long-term care facility.1 A 1-year-old girl
swallowed a 25 mcg/hour fentaNYL
patch that had been lying on the floor and
was found dead just 2 hours after her
parents tucked her into bed and kissed

her goodnight.2 Other fatalities have
occurred with confused elderly adults
and opioid-abusing teens and adults who
have chewed and/or ingested fentaNYL
patches.3

Absorption of ingested fentaNYL patches
Transdermal fentaNYL is designed to
release the drug in a slow, steady manner
over 72 hours. But uncontrolled quantities
of the drug may be rapidly absorbed via the
buccal route if the patch is ingested, often
with disastrous results.4 The rate of drug
absorption and severity of toxicity is
dependent on the amount of time the
fentaNYL patch is in direct contact with
the oral mucosa and whether the patch is
chewed/sucked on or swallowed intact. A
patch chewed or sucked on will release
large quantities of drug rapidly. Chewing is
particularly dangerous because it disrupts

the patch integrity and releases a full
dose in a much shorter period of
time than an intact patch.3 Also,
fentaNYL is absorbed more rapidly

through buccal mucosa4 and has
more than a 30-fold increase in absorption
when compared to transdermal ab-
sorption.5 Swallowing an intact patch
results in less rapid drug release, but
systemic absorption is still significant.2-5

Given that each patch holds a relatively
large dose of fentaNYL, and that about half
of the total drug amount remains in a patch
after 3 days of use,2 chewing or sucking on
a patch—even a used one—can result in a
large overdose. Faust et al.3 provides the
following example. A 50 mcg/hour patch
the authors tested held nearly 8,400 mcg of
fentaNYL (the actual amount varies
depending on design of the patch). If the
patch in this example and its entire
contents were ingested intact, about 1,680
mcg would enter the systemic circulation.
If the entire contents of the patch were
removed (by chewing, for example) and
absorbed buccally, the dose entering the
circulation would be about three times

Help end hepatitis B! Everyone
should consider omitted doses of hepatitis B

vaccine for newborns to be serious medication errors.
Our colleagues at the Immunization Action Coalition
(IAC) are urging the nation’s birthing institutions to
“Give birth to the end of hepatitis B.,” asking all of its
partners to get involved in promoting administration
of the hepatitis B vaccine shortly after birth. Babies
and young children are not able to fend off hepatitis
B virus infection as well as adults, and they are in
danger of getting hepatitis B virus from infected
mothers at birth. Experts agree that
hepatitis B can be eliminated in the
US, and that preventing the trans-
mission of the virus at birth is funda-
mental to this effort. Yet, despite
expert consensus, nearly one in three
US newborns leaves the hospital
unvaccinated against hepatitis B, and
approximately 800 US newborns
become chronically infected each year
because of perinatal exposure. This
wouldn’t happen if a vaccine birth dose
was part of a standard order set and universally
administered before hospital discharge. Then, follow
up with a total of 3 or 4 doses at properly spaced
intervals would help more than 95% of infants,
children, and adolescents develop lifelong immunity to
the hepatitis B virus. Complete information and
resources can be found on a special page of IAC’s
website at: www.ismp.org/sc?id=227. If your hospital
has an obstetrical unit, please discuss this topic at an
appropriate committee meeting to assure that babies
are given this critically important vaccine at birth.

Liter or hour? A nurse documented
an oral order for a liter of 0.9% sodium

chloride injection to be administered at 150 mL
per hour. However, the way it was written made
the order look like just 150 mL was to be infused
over an hour (see photo), not a full liter at 150

FentaNYL patch fatalities linked to “bystander apathy”
We ALL have a role in prevention!
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mL per hour. Besides the fact that the order itself
is incomplete, part of the problem is the use of
the abbreviation “ltr” for liter, which looks more
like “Hr.” The pharmacist was confused by the
order and called for clarification. We’ll consider
adding “ltr” to our list of confusing abbreviations.

Confusion a “factor” with
“PCC” orders. If you received an

order for “Prothrombin Complex Concentrate” or
“PCC,” would you know for sure what the prescriber
wanted? For that matter, would the prescriber really
know what he or she was ordering since there are
multiple products referred to as Prothrombin
Complex Concentrate? Searching a database or the
medical literature can easily lead people down the
wrong “coagulation pathway.” Recently, a new
product, KCENTRA, was approved by the US Food
and Drug Administration (FDA) for urgent reversal of
acquired coagulation factor deficiency induced by
vitamin K antagonist therapy (e.g., warfarin) in adult
patients with acute major bleeding. Kcentra is a
four-factor product that contains Factors II, VII, IX,
and X. Interestingly, the product’s proper name is
Prothrombin Complex Concentrate even though that
term has also been used to refer to Factor IX
complex (PROFILNINE SD, BEBULIN VH), a
combination of Factors II, IX, and X. Additionally,
sometimes FEIBA NF (anti-inhibitor coagulant
complex [human]) is called “activated PCC,” so it is
possible the prescriber wants to order that
product. If a patient needs to receive a specific
product, but “Prothrombin Complex Concentrate” or
“PCC” is ordered rather than the specific brand
name, the order must be clarified. Determine in
advance which of these reversal products will be on
the formulary, and make sure physicians, nurses, and
pharmacists are aware of the ambiguous nature of
“Prothrombin Complex Concentrate” and “PCC.”
Educate practitioners about the proper use of each of
these agents, and periodically review this information.
Develop order sets that clearly identify which product
is being ordered, and avoid using “Prothrombin
Complex Concentrate” or the abbreviation “PCC” on
order sets. Incidentally, there is apparent interest in
using Kcentra for reversal of bleeding from the direct
thrombin inhibitor dabigatran (PRADAXA) and the
direct Factor Xa inhibitors rivaroxaban (XARELTO)
and apixaban (ELIQUIS). However, a review in The
Medical Letter on Drugs and Therapeutics (July 8,
2013, Issue 1420, page 53) noted that effectiveness
is unclear. Studies in animals and healthy human
volunteers have produced some conflicting results,
and clinical data on the issue are limited.  

higher (about 5,000 mcg) than swallowing
the patch intact.3

Other fentaNYL patch tragedies
Children have also been victims of fatal
fentaNYL overdoses after they applied a
patch intended for an adult to their skin.
A 4-year-old child died after finding a
used fentaNYL patch in a trashcan and
placing it on his body like a Band-Aid.6An
uninformed mother placed a fentaNYL
patch, which had been prescribed for the
mother after a car accident, on her 6-year-
old daughter’s neck when the young child
complained of neck pain before going to
bed; the child was found dead the next
morning. The US Food and Drug
Administration (FDA) evaluated 26 cases
of pediatric accidental exposures to
fentaNYL patches reported during the
past 15 years.7 Of these, 10 resulted in
death and 12 in hospitalization. Sixteen of
the 26 cases occurred in children 2 years
old or younger. The mobility and curiosity
of young children provide ample oppor-
tunity to find fallen patches,
improperly discarded patches, or
improperly stored patches.  

Opioid-naïve adults have also fared poorly
when prescribed fentaNYL patches
inappropriately for acute pain or when
instructions for use were not provided and
understood. For example, an otherwise
healthy opioid-naïve 47-year-old man died
1 day after discharge from a hospital
where he was given a prescription for
fentaNYL patches for post-operative pain
following spinal surgery.8 A 77-year-old
woman was found dead at home with
multiple fentaNYL patches on her body
and a heating pad over one of the
patches.9

Impetus for change
Can you imagine the grief of the parents
who found their lifeless children, or the
family members who lost their loved ones
to this preventable event? Healthcare
professionals typically exhibit profound
empathy for those who suffer such a loss,
but not all may feel personally responsible
to prevent these events. What if you were
the physician who prescribed a fentaNYL
patch that led to a fatal event, or a

community pharmacist who dispensed
the patch involved in a fatal outcome, or
the nurse who discharged a patient from
the hospital with a prescription for a
fentaNYL patch that ultimately resulted
in such a tragedy? Must it take personal
involvement in an actual event for all
individuals to feel the weight of these fatal
errors and incite preventive action? 

Bystander apathy
Until each and every healthcare profes-
sional, health system, community
pharmacy, pharmaceutical company,
public policy agency, and professional
organization potentially associated with
fentaNYL patches and the patients who
use them accept personal responsibility
for promoting safe use of this powerful
opioid, we are exposing one of the most
troubling examples of bystander apathy in
healthcare. 

Bystander apathy is not caused by an indif-
ference to patient laziness, apathy, or lack

of concern for patients, but rather
by a belief that others in a group
who see the same risks will
intervene.10 Studies have shown

that people are less likely to intervene
when other people are also able to help.10

When groups of people are involved, the
responsibility to act is diffuse rather than
personal. We can easily convince our-
selves that our personal action is not
needed. Perhaps someone else more
qualified will take care of the problem or
address the issue. The sad truth is, we are
all complicit if we continue to allow these
tragic, preventable events to happen. 

Preventing fentaNYL patch tragedies
The prescribing physician and the
discharging nurse cannot just rely on each
other or a hospital/community pharmacist
to verify the appropriateness of fentaNYL
patches and doses, or to educate patients
about important risks and proper use. The
hospital/community pharmacist cannot
simply assume the drug and dose is appro-
priate or that the patient has been
educated. All healthcare providers must
individually instruct patients and
caregivers about proper use and risks.

[ Follow us on Twitter (www.twitter.com/ISMP1) and Facebook (www.facebook.com/ismp1) ]
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Help on the way to prevent
catheter misconnections. A

significant patient safety hazard that we’ve
repeatedly covered over the years has been miscon-
nections between various catheters, syringes, and
tubing used in healthcare. This has sometimes
resulted in unintentional administration of irrigations,
instillations, injectables, or oral solutions by the
wrong route of administration, sometimes causing
death. Think about all the ongoing problems where a
drug like vinCRIStine, meant for IV use, was given
intrathecally, or an enteral feeding was given intra-
venously. Most of these incidents are related to the
Luer connector, which allows these incompatible
systems to be connected. Now, thanks to the
combined efforts of the device industry, regulators,
and other experts, within a year we will begin to see
connectors that conform to new standards that will
render direct misconnections nearly impossible.
Standards for enteral feeding connectors, neuraxial
catheters, tubing connectors for administering gases,
and connectors for limb cuff inflation applications
have all been set, and once they are fully tested,
manufacturers will begin to incorporate the new
connectors. These changes are ambitious and will
have a huge impact on patient care in hospitals. To
spread the word and help foster awareness of these
forthcoming changes, the Association for the
Advancement of Medical Instrumentation (AAMI)
has created a web page about this effort to
eliminate this significant source of patient harm
(www.ismp.org/sc?id=229). The changes are a
welcome addition to improve patient safety. We
highly recommend that health professionals and
hospital committees stay on top of these efforts by
reviewing the background information on this
website and consulting the site often for updates.

GlycoTrol or Glucotrol? A
patient was discharged from a hospital to

a long-term care (LTC) facility with the dietary
supplement “Glycotrol” listed among the medications
she had taken at home. But at the LTC facility, the
product was communicated as GLUCOTROL
(glipiZIDE), an antidiabetic agent. No doubt many
would see (or hear) GlycoTrol as Glucotrol given their
nearly identical names, and assume that the drug
name was misspelled. That’s evidently what
happened here, and the patient’s LTC physician
prescribed Glucotrol, believing the patient had taken
the drug prior to hospitalization. The patient became
hypoglycemic, which required readmission to the
hospital. Several strategies might have helped to

Professional associations that support
physicians, pharmacists, and nurses
cannot remain silent on this important
issue. Safety organizations, including
ISMP, need to step up efforts to
make fentaNYL patch safety among
the highest priorities. Pharma-
ceutical companies can no longer sidestep
improved label warnings, fail to provide
secure disposal containers for patches, or

ignore further exploration of steps to
prevent misuse and errors, such as making
the patch wholly unpalatable. Professional

licensing agencies and accrediting
organizations need to set standards
regarding patient education that
specifically address the risks

associated with fentaNYL patches. The
FDA needs to expand its Risk Evaluation

[ Follow us on Twitter (www.twitter.com/ISMP1) and Facebook (www.facebook.com/ismp1) ]
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Before you use the patches
 Use for chronic pain only. Fentanyl patches should ONLY be used to treat long-

term pain by people who have previously taken high doses of prescription pain medicine
(opioids) for 7 or more days without relief. Otherwise, the medicine can cause serious
breathing problems.  

 Use intact patches. Never cut the patches or use damaged patches (could result in
an overdose).  

 Avoid broken skin. Apply patches only on unshaved skin without cuts or sores.  

When picking up the prescription
 Talk to your pharmacist. Tell your pharmacist the type of pain you are experiencing

and any other pain medicines you have been taking and for how long.   

While wearing a fentanyl patch 
 Follow directions. Use the patches exactly as directed to prevent side effects. Do not

use more patches than prescribed. Take off the old patch before applying a new patch. 

 Do not warm your patches. While wearing a fentanyl patch, do not expose the site to
heat sources such as a heating pad, electric blanket, sauna, hot tub, heated waterbed, exces-
sive sun exposure, or hot climate. Also avoid tight coverings over the patch and strenuous ex-
ercise, which can heat the body. The body absorbs too much medicine with excessive heat. 

 Take care around children. Do not let children see you apply a patch. Do not apply
the patch where children can see it or on areas with frequent movement. Used patches still
contain medicine, so frequently check that the patch has not fallen off, especially after ex-
ercise, bathing, and sleeping. Children have found patches that have fallen off or removed
patches on sleeping adults and put them in their mouths or on their bodies with deadly re-
sults. If a patch is chewed, sucked on, or ingested, seek immediate medical attention.

 Report signs of an overdose. Signs of an overdose include: trouble breathing, shal-
low or very slow breathing; extreme sleepiness; inability to think, talk, or walk normally;
and feeling faint, dizzy, or confused. 

Storing and discarding the patches
 Store patches safely. Keep new patches far from the reach of children. Do not let

children see you apply patches or call them stickers, tattoos, or Band-Aids. This could at-
tract children and encourage them to mimic your actions.  

 Dispose of patches safely. Safely discard used or unneeded patches by folding the
sticky sides together and flushing them down the toilet. Some medicine remains in each
patch after use, which could harm others who come into contact with it. This medicine is
one of just a few medicines that the US Food and Drug Administration says must be
flushed down the toilet rather than discarded in the trash. 
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Table 1. Top 10 List of Safety Tips for FentaNYL Patches (intended for consumers)
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and Mitigation Strategies (REMS) for
long-acting opioids to include required
patient education by prescribers,
pharmacists, and nurses, and the agency
needs proper legislative authority to
require prescriber education or perhaps a
special restricted distribution program
for the drug. This time around, we hope
organized groups that represent
pharmacy chains, pharmacy boards, and
pharmacy practice will support
expansion of the REMS to include
pharmacists in consumer education for
long-acting opioids, including fentaNYL
patches.   

Focused education
Patients who are using a fentaNYL patch,
or their caregivers, need to know about
proper use, storage, and disposal, and
other risks, particularly when using
the patches around children. To
assist, ISMP has developed a
FREE patient education checklist
and consumer leaflet for use during
consumer education that can then be
given to the patient for reference
(download the checklist/leaflet at:
www.ismp.org/AHRQ/default.asp [must
register for initial access]). The checklist/
leaflet includes, among other important
information, 10 key safety tips for
consumers using fentaNYL patches
(safety tips listed in Table 1 on page 3).
FDA also requires a Medication Guide
(www.ismp.org/sc?id=219) to be given to
patients, and the agency has developed a
Safe Use Initiative (www.ismp.org/
sc?id=220) around proper disposal of the
patches. It’s one thing to tell people to
read these materials and hope that they
do; it’s quite another to accept personal
responsibility for providing this education
to patients face-to-face. 

No patient should ever be allowed to
walk out of a doctor’s office, hospital,
clinic, or pharmacy without face-to-face
instructions on the use of fentaNYL
patches and related safety concerns, as
well as verification of consumer under-
standing. Everyone must take responsi-
bility and never assume someone else will
act. The change necessary to improve
patient safety will always depend on

individuals who, never satisfied with
being a bystander, are drawn into the
lifesaving work of keeping patients safe
from harm. Widespread adoption of
required consumer education will also be
more effective if influential groups work
together and if external forces provide the
necessary pressure via regulations,
standards, public policy, or incentives.
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ISMP webinars
Join us on August 15 for Outsourcing Sterile
Compounding: Proposed Regulations and
Safety Considerations. Speakers will discuss
regulations and accreditation requirements for
hospitals using outsourced sterile products and
quality measures to consider when selecting an
outsourcing company.

Join us on September 10 for Raising the Bar
for BCMA: Addressing Pharmacy
Challenges, Nursing Engagement, and Data
Analysis to Improve Practice. During the
webinar, you will learn firsthand as two organiza-
tions with different electronic health record
vendors describe their journey of advancing
medication safety through optimization of
barcode medication administration (BCMA).

For details on both webinars, please visit:
www.ismp.org/educational/webinars.asp.

Conference
Diagnostic errors compete with medication errors
as the leading threats to patient safety today.
What can be learned from the medication safety
community that can be applied to reduce the risk
of diagnostic errors? The September 22-25
Diagnostic Error in Medicine conference will
bring together stakeholders with a shared goal of
improving patient safety. For details, please visit:
www.ismp.org/sc?id=228.

Special Announcement s .. .

prevent this error. During the hospital medication
reconciliation process, the patient’s compiled list of
home medications should have included an indication
or use for each drug. If “dietary supplement” had
been included as a use, the prescriber may have
been alerted that the drug was not Glucotrol. Yet, the
GlycoTrol label states, “Supports Healthy Blood
Sugar,” so reference to “blood sugar” may still have
led to confusion between GlycoTrol and Glucotrol. The
home medication list also should have included the
dose and frequency of each medication. At best, the
directions for use of the dietary supplement would
only include the number and frequency of tablets.
The absence of a specified strength for “Glycotrol”
should have prompted questions, particularly since
Glucotrol is available in more than one strength.
Finally, all clinicians should verify that the patient is
diabetic before administering an antidiabetic agent.
While these steps may have prevented the error, we
call upon Lidtke Technologies, maker of GlycoTrol, to
change the name of its product to prevent mix-ups.  
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