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Pump up the volume: Tips for increasing error
reporting and decreasing patient harm

rror-reporting systems continue to be an important tool for improving patient
Esafety and often represent one of the primary means by which healthcare

providers learn about:

B Potential risks: hazardous conditions hidden in systems, processes, devices,
or equipment

B Actual errors: errors and close calls that occur during the delivery of patient
care

B Causes of errors: underlying weaknesses in systems, processes, devices, or
equipment that explain why an error happened

B Error prevention: ways to prevent recurring events and, ultimately, patient
harm

Error-reporting systems can identify local system hazards, foster a culture of open
communication, promote the concept that each staff member is an important contrib-
utor to safety, share lessons learned within and across organizations, and provide
an initial record of an adverse event." However, even today, error-reporting systems
are not used to their full potential, largely due to staff underreporting and lack of
meaningful analysis and change made in response to error reports. This article addresses
the reasons for staff underreporting as well as tips for increasing the frequency and
value of reporting.

(Barriers to Error Reporting )

While error reporting (including hazardous conditions, close calls, and adverse drug
events) is a fundamental component of a safety culture, encouraging healthcare
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Age-related COVID-19 vaccine mix-ups

On December 6,a National Alert Network(NAN) alert was issued (www.ismp.org/node/28619)
about the ongoing mix-ups between the Pfizer-BioNTech coronavirus disease 2019 (COVID-
19) vaccine for children ages 5 through 11 years and the vaccine formulation for individuals
12years and older. ISMP has been receiving a steady stream of reported age-related COVID-
19 vaccine mix-ups, which have likely impacted thousands of people. Even though these
errors are not expected to cause serious adverse events, and children and adults receiving
underdoses can be revaccinated, we do not want the mix-ups to raise more concerns
(www.ismp.org/ext/804) and further undermine public health efforts to vaccinate as many
children as possible. We have previously published information about these age-related
COVID-19 vaccine mix-ups in the November 2021 issue of this newsletter. Some errors are
happening due to vial or syringe mix-ups. In other errors, healthcare providers incorrectly
thought it was acceptable to give a smaller or diluted dose of the formulation intended for
individuals 12 or older to children ages 5 through 11. Vaccine vials formulated for individuals
12 and up (purple cap) should never be used to prepare doses for the younger age group.

PATH i NEW BEGINNINGS

(ISMP 24™ ANNUAL CHEERS AWARDS

This month, ISMP celebrated its 24t
Annual Cheers Awards, which recog-
nize individuals, organizations, and
groups that have demonstrated extra-
ordinary commitment to advancing
the science and study of patient safety.
Please join us in congratulating this
year's Cheers Awards winners, an
impressive group of leaders and
organizations that have left their foot-
prints on the Path to New Begin-
nings by developing innovative best
practices and programs that prevent
medication errors and protect patients.

B The City of Hope Cancer
Center’s Protocol Content
Administrators Team, Duarte,
California

H Inova Health System’s Intra-
venous Insulin Team, Virginia

B The KIDs List Collaborators,
Rachel S. Meyers, PharmD;
JenniferThackray, PharmD; Kelly
L. Matson, PharmD; Christopher
McPherson, PharmD; Lisa Lubsch,
PharmD; Robert C. Hellinga,
PharmD; and David S. Hoff,
PharmD (www.ismp.org/ext/459)

B The St. James's Hospital Medi-
cation Safety Minute, Dublin,
Ireland

H Raymond J. Muller, RPh, MS,
FASHP (Volunteer Award)

B Tabba Heart Institute (safe
use of concentrated electrolytes),
Karachi, Pakistan

One of the highlights of the evening
was the presentation of the 2021 ISMP
LiIFETiIME ACHIEVEMENT AWARD, which
is given in memory of ISMP’s late
Trustee, David Vogel, PharmD. The
award honors individuals who have
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workers to submit reports is no easy task given the potential disincentives to reporting.
First, reactions to making errors vary, but candid confessions of mistakes are not
particularly comfortable. In fact, people have a natural desire to forget that the
incident ever happened.

Second, even if healthcare workers are willing to speak up about errors, they may still
believe that the extra work is not worth their time if they perceive no benefit will come
from reporting, especially if they experience error fatigue due to inevitable and recurring
errors that seem to never be addressed. They may be even less likely to report if the
reporting process is time consuming, confusing, or complex and/or they are experiencing
burnout.

Third, healthcare workers may not consider reporting to be a priority, especially if
the error was captured and corrected before it reached a patient, as with close calls.
Close calls may be seen as “unworthy of reporting” since they did not cause patient
harm or they may be thought of as a “one-time event” and do not need to be
reported.? However, the odds of reporting a close call are higher if the error was
caught later in the process (closer to the patient), was considered a system vulnera-
bility rather than a sign of system resilience, and was felt to be an event that “nearly
happened” rather than “could have happened.”®#Thus, the willingness to report a
close call seems to be related to a strong outcome bias and how close the event
came to harming the patient.

Finally, the likelihood of reporting is highly dependent on the degree of psychological
safety felt by healthcare workers.The workforce is understandably reluctant to report
errors if they are worried that the information will get them or their colleagues in
trouble, legally or socially, impact their job or working relationships with others, or
lead to the perception of being careless, incompetent, or an informant.

(Tips to Increase Error Reporting )

Regardless of the potential disincentives to report hazardous conditions and errors,
some highly functional internal and external error-reporting systems exist today,
including the practitioner-based ISMP National Medication Errors Reporting
Program (ISMP MERP) and the ISMP National Vaccine Errors Reporting
Program (ISMP VERP). From these, best practices that promote active error reporting
and opportunities for shared learning can be identified. These best practices fall into
the following nine categories that impact the quantity and quality of reports (also see
Table 1, page 5).

Trustworthiness. Those who receive and act on error reports must earn the trust of
reporters and prove that the program is sensitive to reporters’ concerns, particularly
their fear of punishment or undue embarrassment for making and reporting errors.
Feelings of trust are fostered by leaders who demonstrate an unequivocal passion for
safety, acknowledge the high-risk nature of healthcare and human fallibility, and use
reports of errors and close calls to assess system performance, not staff performance.

Open, fair, and learning culture. Leaders who act on error reports must create a
just approach to assessing and responding to errors and events, fostering learning,
and gaining staff trust and participation in improving patient safety. They must create
an environment of internal transparency around risk, promptly identifying system
hazards, equipment, and behavioral risks that could cause harm, sharing error reports
for the purpose of learning, and using data (e.g., data from technology, monitoring
of triggers), not error reports, to measure risk. Ideally, what is needed is a Just
Culture in which workers thrive and are encouraged to provide essential safety
information without fear of being judged, treated unfairly in the wake of an error, or
worried about error rates.?
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made contributions to patient safety
throughout their career. This year'’s
honoree, Patricia (Patti) Kienle,
RPh, MIPA, BCSCP.  FASHP, has
served as an outstanding leader and
role model throughout her longstanding
commitment to medication safety.

Patti Kienle is one of the nation'’s fore-
most experts on medication manage-
ment as well as accreditation and
regulatory issues, especially in the areas
of sterile compounding, hazardous
drugs, and radiopharmaceuticals. She
has almost a half century of experience
helping healthcare administrators
develop and execute comprehensive
medication management programs in
acute and non-acute care environ-
ments, and currently is the Director of
Accreditation and Medication Safety
for Cardinal Health.

In her acceptance remarks, Kienle
stressed that medication safety is a
“team sport” that involves almost
all of the healthcare disciplines. She
encouraged everyone in the health-
care community to consider what they
can do as individuals, within their
organizations, and in the broader
world of health policy to advance safe
medication use. She highlighted that
practitioners and healthcare systems
can do more to advance patient safety.
Pharmacists and nurses can do more
to provide each other with valuable
insight into how medication errors can
occur. Healthcare systems can do more
to share best practices and involve prac-
titioners with a fresh set of eyes to iden-
tify possible risks. She urged everyone
to commit to promoting efforts to keep
patients safe in our home states,
provinces, and countries.

Thank you to all of the organizations
and individuals who attended and/or
supported this year’s Cheers Awards.
For a list of contributors and winners,
visit: www.ismp.org/node/25784. For
ways you can join us on the path to a
brighter future for medication safety,
visit: www.ismp.org/support. You can
view a recording of the Cheers
Awards event posted on the ISMP
website at: www.ismp.org/node/25784.

© 2021 ISMP. Reproduction of the newsletter or its content for use outside your facility, including republication of articles/excerpts
or posting on a public-access website, is prohibited without written permission from ISMP.
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Confidential. Those who receive reports must keep confidential the identity of the
reporter, healthcare workers involved in the error, and the location of the event to
prevent undue embarrassment or undesirable attention. However, anonymity when
reporting is not recommended, as those who receive the report would not be able to
talk to the reporter or others involved in an error to learn about the causative factors.
Anonymity also signals to reporters that it may not be safe to provide their identity
or location, which undermines the idea of trustworthiness. Removing identities after
the error has been fully investigated is an option to maintain confidentiality.

Clear. Healthcare workers should be provided with clear definitions and multiple
examples of the types of errors, close calls, and hazards, including concerns workers
may have about their environment, technology, processes, and patient safety, that
should be reported. Be clear with workers about what information and descriptions
should be included in the free-text narrative section of the report so a few words,
one sentence, or incomplete reports are not the norm.

Easy. Reporting mechanisms should be exceedingly easy, readily accessible, and
require minimal training. Those who receive reports must pay attention to the format
and length of the required report. If the report is too long, it will stifle reporting; if
the report is too brief, there may not be enough information to make it useful.
Instead of asking the reporter broad, general questions, the report should prompt
for key identifying information and a free-text description of the event. While a
narrative description is often the most useful information in the report, you might
also consider asking questions that are specific to the type of event (e.g., for medication
errors, the name/dose of the drug[s] involved; for falls, the location of the patient at
the time of the fall; for medical devices, the specific make/model of the device) to
prompt for the most pertinent information about the event.

When investigating or following up on a close call or error, a reporting tool could help
identify missing information about the patient or drug, communication problems,
labeling and packaging problems, drug storage problems, environmental problems,
and so on (for a sample tool, the ISMP Assess-ERR™ medication system worksheet,
visit: www.ismp.org/node/541). Probing questions shift a lot of the analytical work
away from the reporter and make it easier for the investigator to uncover some of the
causative factors that led to the error.

Do not place too much emphasis on frontline workers completing the entire reporting
form—key information and a narrative description should be the minimal require-
ments. A person (e.g., patient/medication safety officer) familiar with the reporting
system and who oversees analysis of medication errors should further investigate
events that have merit. Event reporting mechanisms should also be flexible enough
to include both formal and informal ways of accepting streamlined information, including
oral, written, and electronic submissions.

Credible and useful. Few things impede reporting more than perceived inaction
and failure to use the information contained in a report to improve safety. Unfortunately,
most reported problems are not acknowledged or addressed, let alone remediated,
and workers often do not perceive error reporting as a good use of their time.
Additionally, analyses of reported events are often superficial and do not result in
meaningful change.’

Leaders must devote the necessary resources to not only collect reports, but also to
analyze reported events and mitigate exposed risks through the effective stewardship
of resources. Furthermore, those who receive reports must provide rapid, useful,
and understandable feedback to healthcare workers, across departmental lines,
keeping them informed about how their reports are being used to improve systems
and processes, even if only to thank the reporter and let them know the event is
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@ Labeling of transdermal scopolamine.

A pharmacist was replacing transdermal
scopolamine in an automated dispensing
cabinet (ADC) and noticed thatthe replace-
ment product (from Perrigo) expressed
the amount of drug in terms of how much
was released over 3 days (1 mg/3 days).
In the past, the transdermal scopolamine
they had purchased (from Sandoz) had
been labeled in terms of the amount of
scopolamine contained in the patch
(1.5 mg) (Figure 1). Also, the facility's elec-
tronic order entry system listed transdermal
scopolamine as 1.5 mg and displayed this
amount on the medication administration
record (MAR) and the ADC screen, which
is inconsistent with the current package
labeling from Perrigo. The pharmacist
thought that perhaps this was a new
strength of scopolamine, but he noticed
that online drug references such as Lexi-
comp and Micromedex indicate that a
1.5 mg patch delivers approximately 1 mg
of scopolamine over 72 hours (3 days).

NeN

TRANSDERM SCOP’

(scopolamine) NOX 4590258062

TRANSDERMAL SYSTEM 1.5 mg Scopolamine

Formulatd dleryof approimtsy 1 mg over e days
Transdermal System

MOTION SICKNESS
NAL

ENTION
PATCHES

24 Transdermal Systems. Perrigo

Figure 1. TRANSDERM SCOP (scopolamine) on
the left (Sandoz) lists the strength as total drug
content (1.5 mg), while a generic product on the right
(Perrigo) expresses the strength by release rate
(1 mg/3 days), as per an FDA draft guidance.
This situation has the potential to confuse
practitioners. However, a US Food and
Drug Administration (FDA) draft guidance
(wwww.ismp.org/ext/774, lines 340-341) calls
for the strength of transdermal products
to be expressed as a rate (e.g., 1 mg/3 days),
instead of total drug content (e.g., 1.5 mg).
FDA has been working to change all trans-
dermal scopolamine product labeling to
1 mg/3 days rather than 1.5 mg. Until the
labeling of all transdermal scopolamine
products displays the new strength expres-
sion and older stock has been exhausted,
the potential for confusion exists. Consider
editing pharmacy computer systems, order
entry systems, and MARs to indicate the
drug delivery rate of 1 mg/3 days, and
during the availability of mixed labeling of
these products, include a note on the
order that states, “1.5 mg = 1 mg/3 days.”
continued on page 4 — SAFETY briefs >
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being investigated. If staff observe changes based upon their reports and feedback, @ Unreadable expiration date. A phar-

they will be more willing to take the time to report hazards and errors.

Rewarding. While not as satisfying as knowing that a report resulted in system-level
action, occasional recognition for playing a positive role in patient safety through reporting
should be acknowledged by those who receive reports and other organizational leaders.

No severity bias. While a prioritization hierarchy associated with harmful or poten-
tially harmful events may be appropriate for more thorough analysis, those who
receive reports and organizational leaders should not allow the severity of the outcome
or patient harm drive the response to the report. Not allowing the severity of the
outcome to influence decisions helps uphold a commitment to: a) avoid unwarranted
punishment of human error or at-risk behavior by overreacting to a singular event,
and b) address a potentially fatal system design flaw or reckless conduct, despite
the fact that the patient was not harmed.

Reinforced imperative. Those who receive reports must establish mechanisms
for mentoring new and existing staff about the error-reporting process, stressing the
importance of reporting hazards, close calls, and errors by including clear expectations
for reporting activities in all job descriptions and during performance evaluations.

(Conclusion )

By following the tips provided above and in Table 1 (page 5), organizations can
optimize reporting and their capacity for learning about the human, technical, organi-
zational, and environmental factors that determine the safety of the system as a
whole. While pumping up the volume of reporting is an admirable goal, do not become
too focused on the gathering of error reports. The ultimate measure of success for
error-reporting programs is not the number of reports received but rather the learning
that occurs and the amount of patient harm prevented as a result of system changes
prompted by the reports. While it may be difficult to measure risk avoidance and a
reduction in patient harm, a reasonable alternative is measuring the number of system
changes made as a result of the error-reporting system."
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macy technician was checking for med-
ications that were about to expire. One
product checked was testosterone gel,
50 mg per packet, from Upsher-Smith
Laboratories. The technician was unable
to read the expiration date embossed
along the side of the packet (Figure 1) and
could not confirm whether the product
was expired. Others in the pharmacy also
were unable to read the expiration date.

IMNNONAF FAassn

Figure 1. Expiration date (and lot number)
embossed along the left edge of the 50 mg testo-
sterone gel packet from Upsher-Smith Laboratories
is not readable.

Manufacturers should utilize robust quality
checks in their manufacturing, packaging,
and labeling operations to ensure that all
necessary information is legible. USP
(General Chapter <7> Labeling) requires
that “all products display the expiration
date so that it can be read by an ordinary
individual under customary conditions of
purchase and use. The expiration date shall
be prominently displayed in high contrast
to the background, or it shall be sharply
embossed, and easily understood.” For
this product, that requirement is not met.

The expiration date on the packet also
appears to display a 2-digit year and a 2-
digit month. A new USP requirement that
becomes official in 2023 will require a 4-
digityear. Also, the 2023 requirement calls
for a 3-alpha character display for the
month (YYYY-MMM-DD [e.g., 2021-JUL-
08, 2021/JUL/08] or YYYY-MMM [e.g., 2021-
JUL, 2021/JUL]) or a 2-digit numeric display
(YYYY-MM-DD [e.g., 2021-01-08, 2021/01/
08] or YYYY-MM [e.g., 2021-01, 2021/01])
for the month to avoid the need to guess
if JN is January or June, JU is June or
July, and MA is March or May.
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Table 1. Best practices that encourage error reporting

M Patient safety is clearly reflected in the organization’s mission, vision, values, and strategic goals.

B Leaders’ decisions demonstrate a visible and unequivocal passion for safety and the prevention of patient harm.

B Leaders acknowledge the high-risk nature of healthcare and human fallibility.

B Leaders are visible in work areas to learn firsthand about the barriers to safe care and to make themselves available for discussions about patient safety.
B Leaders share responsibility for errors when they occur.

Open, fair, and learning culture

Leaders treat all workers fairly and equitably when responding to an adverse patient safety event.

Leaders do not discipline individuals who report or commit human errors or at-risk behaviors; disciplinary sanctions are reserved for reckless conduct, those who
knowingly cause unjustifiable harm, and those who purposely cause harm.

Leaders utilize errors to assess system performance, not staff performance.

Leaders openly discuss hazards, close calls, and adverse events, along with the lessons learned and recommended risk-reduction strategies.

Leaders encourage providers and staff to report hazards and precursors to harm so they can mitigate risks before harm occurs.

Leaders use reports of errors and hazards outside the organization to make proactive system changes to reduce the risk of similar errors within the organization.

Confidential

B Confidentiality is guaranteed for reporters, individuals involved in errors, location of events, and patient identity.

B Staff are provided with clear definitions and multiple examples of the types of errors, close calls, and hazards that should be reported.
B The error-reporting process (with examples) is covered during orientation for all providers and staff.

Easy

B Providers and staff have an easy method(s), including informal pathways, for reporting hazards, close calls, and errors.
B The reporting system is so simple that it can be used with minimal training.
B The format used to collect information about events is tested for clarity and ease of use, and edited as needed before or after implementation.

Credible and useful

Leaders have developed guidelines to identify and prioritize events for which conducting a thorough investigation and/or a root cause analysis (RCA) is appropriate and useful.
Pathways have been established for sharing the lessons learned from error analysis and RCA (e.g., storyboards, newsletters, staff meetings, educational presentations,
daily safety huddles).

Leaders act upon error and hazard reports by fixing system vulnerabilities, rather than punishing individuals.

Leaders support system enhancements suggested by staff to reduce the risk of harmful errors.

Leaders empower staff to correct safety hazards (in conjunction with appropriate communication with leadership).

Leaders consistently provide feedback to staff regarding the actions planned and taken to prevent errors.

Pathways have been established for meaningful sharing of memorable error stories and error-reduction strategies between departments, practice sites, pharmacy locations,
and districts.

Pathways have been established to share meaningful data to demonstrate safety problems and ensure that actions taken have been successful in reducing risk, error,
and/or patient harm.

External reporting is encouraged so that patient safety organizations can disseminate useful information to others and work to address problems at the regulatory,
standards, and industry levels.

Rewarding

B Pathways have been established for thanking and rewarding staff who report errors or hazards, and for patient care units, practice sites, or pharmacy locations for
demonstrating measurable improvements in patient safety.
B Demonstrable results and actions taken by the organization based upon the information received in reports are made evident, shared, and celebrated.

No severity bias

B Leaders do not overreact to a singular event with unwarranted disciplinary sanctions even when a patient is harmed.
B The severity of harm from an adverse event does not determine whether leaders address a patient safety event.
B Leaders do not overlook repetitive patient safety problems because patients have not yet been harmed.

Reinforced imperative

B New providers and staff are assigned a mentor to assist with the error-reporting process.
B New providers and staff are required to report at least one safety hazard during their orientation period.
B Participation in error, close call, and hazard reporting is included as core elements in all staff members’ job descriptions and performance evaluations.
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We wish you joy, health, and happiness
this holiday season!

...from the staff, Board of Directors, and Advisory Board at
the Institute for Safe Medication Practices (ISMP)
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