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Advancing safe medication use

The Institute for Safe Medication Practices Canada is an independent national not-for-profit arganization committed to
the advancement of medication safety in all healthcare settings. 1SMP Canada works collabaratively with the
healthcare community, regulatory agencies and policy makers, provincial, national and international patient safety
organizations, the pharmaceutical industry and the public to promote safe medication practices. 1SMP Canada's
mandate includes analyzing medication incidents, making recommendations far the prevention of harmful medication
incidents, and facilitating guality improvement initiatives.
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SMP Canada Safety Bulletin

Volume 14 - Issue 7 - July 30,2014

Neuromuscular Blocking Agents: Sustaining Packaging

Improvements over Time

Neuromuscular blocking agents, also known as
paralyzing agents, are high-alert medications. They
paralyze muscle function by blocking the connection
between nerves and muscles. Notably, the muscles
that are essential for breathing become paralyzed in
patients who receive these medications—these
patients need to be immediately ventilated. Serious
injuries and deaths have occurred with substitution
errors involving these drugs.** Incidents involving
inadvertent administration of neuro 1lar blocking
agents and recommendations for prevention of error
have been highlighted in previous issues of the ISMP
Canada Safety Bulletin.'? The purpose of the current
bulletin is to affirm the progress that has been made
in the packaging and labelling of these drugs, in an
effort to sustain key safety improvements.

Background

In 2006, ISMP Canada convened a meeting of
representatives of Canadian manufacturers of
neuromuscular blocking agents. The intent was to
collaborate in identifying opportunities to reduce the

risk for accidental admini ion of a neur 1
blocking agent because of a product mix-up.

The pharmaceutical representatives agreed upon
several ideal packaging and labelling features for
neuromuscular blocking agents to help differentiate
them from all other drugs:*

« red cap with white lettering: “Paralyzing Agent™ or
“Warning: Paralyzing Agent™

red ferrule (metal seal) with white lettering:
“Paralyzing Agent”

red lettering on the product label: “Paralyzing
Agent” or “Warning: Paralyzing Agent”

peel-off label, using the colour scheme and content
information recommended in standards for labels
to be applied to prepared syringes, as set out by the
Canadian Anesthesiologists’ Society (CAS:
‘www.cas.ca) and the American Society of
Anesthesiologists (ASA; www.asahq.org)

+ space on the product label for application of a bar code

Figure 1. Examples of closures on vials of neuromuscular blocking agents currently available in Canada. Although the
colour may vary (see “Note about Colour” on next page), all neuromuscular blocking agents currently available in Canada

have a warning on the cap and/or ferrule.
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Learning Objectives

After attending this lecture and completing the
assigned readings, students should be able to:

e Explain the need for risk management activities in
pharmacy practice settings

e Be able to select and apply appropriate medication
safety tools to support risk management activities:

e Incident analysis (root cause analysis)

e Prospective risk assessment

e Failure mode and effects analysis
e Medication safety self assessment program

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Learning Objectives (cont’d)

e Explain the rationale for multidisciplinary participation in
analysis teams; and

e Apply systems theory and human factors engineering
principles at a basic level in the identification of
contributing factors to incidents and the development of
strategies to reduce the likelihood of medication
Incidents.

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



This lecture builds on concepts presented in earlier
courses:

e Medical/medication error is a significant problem in
healthcare

e Baker GR, Norton PG, Flintoft V et al. The Canadian Adverse Events
Study: the incidence of adverse drug events among hospital
patients in Canada._CMAJ. 2004 May 25;170(11):1678-86.

e A “systems” approach taking in account human
factors engineering principles is key

e Reason J. Human error: models and management. BMJ 2000;
320:768-770.

e Human factors engineering principles impact error
potential and solution development

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Alignment with CPSI
Patient Safety Competencies

Contribute to a culture
of safety

Work in teams for
patient safety

Communicate effectively

for patient safety
Manage safety risks

Optimize human and
environmental factors

Recognize, respond to
and disclose adverse
events

The Safety Competencies FasR)ES(eR]s)

Canadian Jnst];ut
1 1 Patiel .
Enhancing Patient Safety Acrosa the Bagtent S
Health Professiona Institute des patients

Patient safety, defined as the reduction and mitigation
of unsafe acts within the health care system, as well

as through the use of best practices shown to lead to
optimal patient outcomes, is a critical aspect of quality
health care.

The Safety Competencies provide a framework of six
core domains of abilities that are shared by all health
care professionals. By contributing to the patient safety
education of health care professionals, the Safety
Competencies can contribute to safer patient care.

Domain 1: Contribute to a Culture of Patient Safety
A commitment to applying core patient safety knowledge, skills and attitudes
to everyday work.

Domain 2: Work in Team. for Patient Safety
Working within interprofessional teams to optimize both patient safety and
quality of care

Domain 3: Communicate Effectively for Patient Safery
h

Promoting patient safety through effective health care communication

Domain 4: Manage Safery Riaka

Anticipating, recognizing and managing situations that place patients at risk.

Dumam 5: Optimize Human and Environmental Factora
alationship between individual and environmental
ics in order to optimize patient safety.

safetycomp@cpsi-icsp.ca
www.safetycomp.ca

Domain 6: Reoogmze Rmpondroandﬂmclo.w Adverae Events
vent or close call and
nsure disclosura,

Snapshot of the Safery Competencies framework
= 20 Key Competencies
= 140 Enabling Competencies
= 37 Knowledge Elements
= 34 Practical Skills
= 23 Essential Attitudes

The Safirty Competencies - produced in collab

rionwith The Royal College of Physician.s and Surgeons of Canada - Sep tember 2008
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Required Reading

Petrov E, Ho C. Medication Incidents Reported to and
Reviewed by the ICRC: An Analysis by ISMP Canada. OCP
Pharmacy Connection 2012; Summer; p. 36-38

Incident Analysis Collaborating Parties. Canadian Incident
Analysis Framework. Edmonton, AB: Canadian Patient
Safety Institute; 2012. p. 39-45.

Greenall J, Walsh D, Wichman K. Failure mode and effects
analysis: a tool for identifying risk in community
pharmacies. Can Pharm J2007; 140(3): 191-193.

Wichman K, Greenalll. Take a proactive approach with the
the Medication Safety Self Assessment. Can Pharm J 2006,
139(5): 25-27
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OCP Multi-Incident Analysis

e 2007-2008, n=78, 42.3% of errors resulted in harm

e Most frequent types of incidents included:
e Incorrect dose/frequency/duration
e Incorrect drug/dosage form

e Incorrect strength/concentration

e Possible contributing factors:

e Use of dangerous abbreviations, look-alike/sound-alike drug
names, storage of look-alike packaging

e Environmental factors, staffing or workflow problems, education,
miscommunication
Petrov E, Ho C. Medication Incidents Reported to and Reviewed by the

ICRC: An Analysis by ISMP Canada. OCP Pharmacy Connection
Summer 2012; p. 36-38

©2013 Institute for Safe Medication Practices Canada (ISMP Canada) 10



OCP Analysis (cont’d)

e Common medications reported include:

e Levothyroxine (8), amlodipine (5), clindamycin (3),
warfarin (3)

e Previous review (2008; n=229) identified warfarin,
prednisone, atenolol and chorpromazine

e Areas of concern:
e Documented allergy
e Keeping up to date with therapy changes in blister packs

e Compounding errors

Petrov E, Ho C. Medication Incidents Reported to and Reviewed by the
ICRC: An Analysis by ISMP Canada. OCP Pharmacy Connection
Summer 2012; p. 36-38

©2013 Institute for Safe Medication Practices Canada (ISMP Canada) -



Ontario Hospitals: Critical Incident
Reporting (2011-13)

59 Incidents reported eMost common incident
between Oct 1, 2011 types

and Dec 31, 2013 - Wrong rate/ frequency
e 16 - death e Wrong product
* 49 — severe harm e Wrong quantity

Ontario Hospital Critical Incidents Related to Medications or IV Fluids Analysis Reports,
2013 and 2014. Available from: http://www.ismp-

canada.org/download/ocil/ON_ Critical_Incidents_Analysis_Report_31May2013.pdf and
http://www.ismp-

canada.org/download/ocil/ON_Critical _Incidents_Analysis_Report _3JUL2014.pdf

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Medications most commonly involved In
critical incidents in Ontario hospitals

Year 1: 2011-2012

Severe Harm Death Total Percentage %
Hydromorphone 3 2 5 11.1
Fentanyl 2 1 3 6.7
Heparin 2 0 2 4.4
Morphine sulphate 2 0 2 4.4
Norepinephrine 0 2 2 4.4
Oxycodone 2 0 2 4.4
Oxytocin 2 0 2 4.4

Year 2: 2013

Severe Harm Death Total Percentage %
hydromorphone 3 3 6 17.6
desmopressin 2 0 2 5.9
epinephrine 2 0 2 5.9
heparin 2 0 2 5.9
morphine 2 0 2 5.9

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



High-Alert Medications

Drugs that bear a heightened risk of causing
significant patient harm when they are
used In error.

e.g.; opioids, Insulin, anticoagulants

ISMP’s List of High-Alert Medications. Available at:
www.ismp.org/Tools/highalertmedications.pdf.

14
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Incident Analysis
(Root Cause Analysis)

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Why Is analysis important?

e Errors occur at all levels of healthcare.

e All staff, even the most experienced and
dedicated professionals can be involved in
preventable adverse events.

e Accidents result from a sequence of events and
tend to fall in recurrent patterns regardless of
the personnel involved.

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Case Example

e Insulin dependent diabetic

e Rx for Novolin® ge 30/70 Penfill twice daily via
Insulin pen

5 W |

—_ elliBusd
0L/0€ 364ui|OAON

j

=
]

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Case Example (cont’d)

e Patient obtained insulin Rx refill
e Next morning, inserted new cartridge into pen

e A short time later, patient found:
e Diaphoretic (perspiring profusely)
e Pupils dilated
e Decreased level of consciousness

e Glucometer 2.5 mmol/L (normal 4-7 mmol/L)

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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How can we analyze this
Incident effectively?

e Designed to provide a
standardized approach to
analysis of critical incidents
and near miss events Iin
healthcare environments.

BANADIAN INCIDENT

el piercs FE
AR TS I

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Figure 3.1: INCIDENT ANALYSIS AS PART OF THE INCIDENT MANAGEMENT CONTINUUM

CLOSE
THE LOOP

Share what was learned
{intermally and externally)

FOLLOW
THROUGH

Implement
recommended actions

Monitor and assess the
effectiveness of actions

BEFORE
THE INCIDENT

Ensure leadership support
Cultivate a safe and just culture

Develop a plan
including resources

ANALYSIS
PROCESS

Understand what happened
Determine how and
why it happened
Develop and manage

IMMEDIATE

recommended actions RESPONSE
PREPARE Care for and support patient/
FOR ANALYSIS family/providers/others

Report incident
Secure items
Begin disclosure process

. Reduce risk of
imminent recurrence

Preliminary investigation
Select an analysis method
Identify the team
Coordinate meetings
Plan for/ conduct interviews

Canadian Incident Analysis Framework

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Preliminary Investigation

e An initial understanding is prepared based on
the facts known at the time.

e Effective ways to provide this information may be a
flow chart or narrative timeline, or chronological
description.

e The team reviews the Initial understanding to
determine next steps and where the information
gaps exist.

21
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When are other processes
appropriate?

 Was the event thought to be the result of:

a criminal act;

a purposefully unsafe act;

an act related to substance abuse by provider/staff;

or events involving suspected patient abuse of any
kind (i.e. situations outside the scope of the risk
management / quality improvement program)?

 If yes, refer to applicable administrative
processes.

(Based on VA Triage Questions for RCA, 2000)

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Interdisciplinary Team-Based Approach

e Provides important perspective

e Practitioners with different clinical backgrounds will
view situations with a different “lens”

e Detailed examination often identifies information not
known by all team members

e |nvaluable to involve frontline staff

e Staff understand and have direct knowledge of care
processes

e Participation creates greater visibility and acceptability
for the recommendations

e Will ultimately be responsible for implementing and
sustaining process change(s)

©2013 Institute for Safe Medication Practices Canadg:gISMP Canada)



Interview Process

As soon as possible after the event
One person at a time

Interview all staff involved in event as well as
patient/ consent provider and family as
appropriate.

Cooperative approach is important

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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What Happened

e (Gather Information

e Review incident report/ initial understanding

o Review additional information

. Interviews, prescription, drug labelling and packaging,
pharmacy physical environment

e C(Create a detailed timeline

e Review supporting information:

e Policies, procedures, literature, environmental
scan, previously reported incidents, consultations
with colleagues or experts

©2013 Institute for Safe Medication Practices Canadg@lSl\/lP Canada)



What Happened

e \When insulin supply was checked, found 4
boxes of Novolin® ge 30/70 (intermediate +
short-acting insulin) and one box of

NovoRapid® insulin (rapid-acting insulin)

©2013 Institute for Safe Medication Practices Canada§ISMP Canada)



Packaging and Labelling
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What Happened

e Use a timeline to plot the event

e Capture what actually happened, not what was
supposed to happen

e Often very different than the initial understanding
as systems and underlying processes are
uncovered

©2013 Institute for Safe Medication Practices CanadggISI\/IP Canada)



Timeline

Time Information Item Source
4:30 pm, | Patient calls for refill of insulin prescription from community pharmacy — | Prescription record
3 days will pick up in evening.
prior to
event
5:00 pm Technician processes refill in the computer and leaves the label in a Technician interview
basket for filling by the dispensary student

5:30 pm Student obtains 5 boxes of insulin from fridge and scans the top box 5 Technician and
times, labels the top box, and then tapes all 5 boxes together. The student interview
prescription is left in the basket for the pharmacist to check.

5:50 pm Pharmacist checks DIN on top box against prescription hard copy and Pharmacist interview
signs off. Insulin placed in refrigerator for pick-up; bag and receipt
placed in pick-up bin with note “medication in fridge”.

8:40 pm Patient’s wife comes in to pick up insulin. Student retrieves from Student and
refrigerator, bags and gives to patient’s wife. patient/family

interview
9:00 pm Patient’s wife places in home refrigerator. Patient/family

interview

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)




Timeline

Time Item Information Source
7:30 am Patient reloads cartridge into insulin pen and administers as usual Patient/family interview
day of
event
7:45 am Patient found with decreased level of consciousness, sweating and Patient interview

with dilated pupils by family member
7:50 am Patient given sugar, followed by food by family member Patient interview
8:00 am Glucometer reading 2.5 mmol/L Patient interview
8:15 am Patient’s wife callls Telehealth who recommends they go to the Patient interview
Emergency Dept and advises patient’s wife to bring all medications
9:20 am IV Dextrose administered; kept for observation x 4 hours Patient interview
12:45 pm | Emergency physician reviews medications prior to discharge and Patient interview
notices one insulin box is NovoRapid.
3:00 pm Patient’s wife contacts pharmacy to advise of dispensing error. Patient interview

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)




How and Why the Incident Happened

 Analyze information to identify
contributing factors and the
relationship(s) among them:

e Use systems theory and human factors

e Use diagramming

e Summarize findings

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Systems Approach

Focus on improving the
processes, systems,

and environment In
which people work
rather than

Losses

attempting only to
improve individual Reason, J. (2000). Human error:

skills and

models and management. BMJ,
320(7237): 768-770. Retrieved

performance. from:

http://www.bmj.com/cgi/content/f
ull/320/7237/768

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Human Factors Engineering

 The design of systems, tools, processes,
machines that takes into account human
capabilities, limitations, and characteristics.

e Human factors engineers work to make the
environment function in a way that seems
natural to people.

tlarm A~~~ ~ Y
non ilendoo.com
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How and Why the Incident Happened

e Reasons for incidents are multi-factorial

e Need to consider

e System/process design
e Workflow

e |Individual accountablility — e.g., workarounds

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Key Determinants of
Adverse Drug Events
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Reality of Health Care Environments

Cognitive overload
Workloads
Multitasking
Interruptions
Difficult technology

Look-alike packaging
and labelling

Sound-alike medication
names

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Workarounds — “At-Risk’” Behaviours

e Natural tendency to take shortcuts to make
completion of tasks easier or increase efficiency

e \Workarounds occur when a procedure or action
does not “fit” with the workflow

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Workaround Research

e 84 percent of physicians and 62 percent of
nurses/other clinical-care providers have seen
co-workers taking shortcuts that could be
dangerous to patients.

 Fewer than 10 percent of physicians, nurses and
other clinical staff directly confront their
colleagues about their concerns

e 1in 5 physicians said they have seen harm come to
patients as a result.

American Association of Critical Care Nurses

www.silencekills.com (2005)

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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How and Why the Incident Happened

e Diagramming can be a helpful tool to:

e Visualize relationships
e Move away from the “sharp end”
e Avoid “hindsight bias”

©2013 Institute for Safe Medication Practices Canad&@lSMP Canada)



Constellation Diagramming

FINDING I,

FINDING

FINDING

FINDING EQUIPMENT

INCIDENT:

ORGAN ZATION OUTCOME:

WORK
ENVIRONMENT -~
FACTOR
FACTOR L
FINDING
FINDING ' FACTOR
FACTOR FACTOR

FINDING
FINDING —
FINDING FINDING FINDING
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Steps to Create a Constellation Diagram

Step 1: Describe
the incident and

INCIDENT:
outcome

OUTCOME:

2012. Canadian Incident Analysis Framework, page 93

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Step 2: Identify potential contributing
factors

First, list the
contributing factor ==

ORGANZATION

categories in a circle OUTCONE:
around the incident WOk

ENVIRONMENT

EQUIPMENT

PATIENT

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Step 2 (cont’d)

Next, begin to list
possible influencing
factors within each
category

INCIDENT:

 Ask questions like
“What caused
this?”; “What was
this influenced
by?”

e “5 levels of Why”

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Potential contributing factors

* For each potential e Use the guiding
contributing factor ask: questions to
e How and why did this brainstorm
happen? : j
o contributing factors
o \t/)\glr;at was this influenced (CIAF 2012, p. 89)

e What else influenced the
circumstances?

e Use this information to
build “relational chains”
of contributing factors

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Examples of Guiding Questions

Task (care/work process):

# Were there previous or predicted failures for this task or process?

# Were specialized skills required to perform the task?

 Was a fixed Process or sequence ﬂf&tn:pa required (e.g. order sets, checklists)?
Did it exist and was it followed?

» Was a protocol available, was it up-to-date, and was it followed in this case?

» Were there constraints or pressures {c.g. time, resources) when pcrfc:rrning

the task?

# Was the information n:quirccl to make care decisions available and up—tcu-dat-:
(c.g. test results, documentation, patient identification)?
» Was there a risk :l.*ssvrs..'r,mi.:nh":atm:liI:If::p.w.]ilj.r control program in p]acc for the

task/ process?
w Other?

2012. Canadian Incident Analysis Framework, page 89
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Step 3: Define relationships among
potential contributing factors

EQUIPMENT
INCIDENT:

OUTCOME:

ORGANIZATION

PATENT

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Step 4: Identify the findings

Three categories of findings:

1. Preventive factors:

e If corrected, would likely have prevented the incident or
mitigated harm

2. Incidental factors:

e If corrected, would likely not have prevented the incident or
mitigated the harm but important for patient/staff safety

3. Mitigating factors:

e Factors that didn’'t allow the incident to have more serious
consequences and represent solid safeguards that should
be kept in place — mitigating factors.

CIAF 2012, p. 96-98
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Step 5: Confirm the findings with the
team

Manual final
check of top
box only

Bar code

/S scanned on one
> package
y
olicies and procedures, staff\ /"
training for bar code

scanning did not focus on
need to scan all packagin

Different types of
insulin not
segregated in fridge

Refill Rx for
chronic condition
assumed to be
cormect

definition re

medication selection

Informal shift-to-
shift handoff
process

? Eyesight less
acule due to

diabetes
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Summarize findings

o Statement of findings:
* Focus on the contributing factors
* Be as specific as possible

o Statement format:

o “the contributing factor(s), within the context of the
/ncident, increased/decreased the likelihood that this
outcome would occur”

* Provides the backbone for development of
recommended actions

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Sample Statement

Unclear task and role definition /ncreased
the likelihood that a student would be
responsible for selecting medications during
dispensing, In turn /ncreasing the likelihood
of a medication selection error leading to a
patient receiving and self administering an
Incorrect medication.

51
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Develop and Manage Recommended

Actions

e \What can be done to reduce the risk of
recurrence and make care safer:

Develop recommended actions
Suggest an order of priority

Prepare a summary report for endorsement by
leadership as appropriate

Delegate recommended actions for implementation
and empower implementation

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



ldeas for redesign???

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Figure 3.1: INCIDENT ANALYSIS AS PART OF THE INCIDENT MANAGEMENT CONTINUUM

CLOSE
THE LOOP

Share what was learned
{intermally and externally)

FOLLOW
THROUGH

Implement
recommended actions

Monitor and assess the
effectiveness of actions

BEFORE
THE INCIDENT

Ensure leadership support
Cultivate a safe and just culture

Develop a plan
including resources

ANALYSIS
PROCESS

Understand what happened

Determine how and
why it happened
Develop and manage

IMMEDIATE

recommended actions RESPONSE
PREPARE Care for and support patient/
FOR ANALYSIS family/providers/others

Report incident
Secure items
Begin disclosure process

. Reduce risk of
imminent recurrence

Preliminary investigation
Select an analysis method
Identify the team
Coordinate meetings
Plan for/ conduct interviews

Canadian Incident Analysis Framework
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The Institute for Safe Medication
Practices Canada (ISMP Canada) is an The Healthcare Insurance Reciprocal

* —
independent national nonprofit agency of Canada (HIROC) is a member-
established for the collecton and owned expert provider of professional
analysis of medication error reports and and general liability coverage and
—

the development of recommendations CANADA risk management suppori.
for the enhancement of patient safety.

Volume 7, Issue 6 ISMP Canada Safet)fY Blllleﬁ[l December 8, 2007

Patient Report of Insulin Mix-Up Shared

A patient shared the following incident with ISMP Canada,
in the hope of preventing similar incidents in the future.

A patient with insulin-dependent diabetes had a Al
prescription for Novolin®*ge 30/70 Penfill® and was 1
self-administering the drug every morning and every }l i

evening by insulin pen (Novolin-Pen®). The patient
had recently obtained from the community pharmacy
a refill of the cartridge prescription, recerving several

boxes of 5 cartridges each. On the morning of the
incident, the patient had inserted a new cartridge, taken

Figure 2. From left to right: Novolin®ge
from one of the new boxes, into the insulin pen. A short 309,70 cartridges ann‘? NovoRlapEl‘

|} |}
time after self-injecting the prescribed morning dose, cartridges as they appear after removal
the patient was found in a diaphoretic state, with pupils from the: box, still in thelr over-wrap.
dilated and with a decreased level of consciousness

Fortunately, the symptoms were recognized as signs of
hypoglycemia, and the patient was given sugar followed

by additional food. Shortly thereafter. the patient’s
blood glucose level. measured with a glucometer, was
approximately 2.5 mmol/L. Because of the unexplained
. . hypoglycemia, the insulin supply was checked. It was
discovered that one box of NovoRapid® insulin had
been given to the patient, along with several boxes of
the correct Novolin®ge 30/70. A dose of Novolin®*ge
30/70 consists of 30% short-acting insulin and 70%

intermediate-acting insulin’ In contrast, NovoRapid®
is an ultrashort-acting insulin.

The following contributing factors were identified in this

report: Figure 3. From left to nght: Novolin®ge

*  Novolin*ge 30/70 and NovoRapid® cartridges have 30/70 cartridge and  NovoRapid®
similar packaging and labelling (Figures 1, 2, and 3). cartridge.

In addition to these factors, NovoRapid® and Novolin®ge
30/70 are likely to be stored in close proximity in
a pharmacy: each 1s a form of insulin, both require
refrigeration, and both brand names begin with “Novo™.
As such, an incident like this one could easily occur in
other pharmacies, as the underlying factors are likely to
exist wherever these products are stocked (e.g.. community
pharmacies, hospitals).

* Although a barcode system was in use at the pharmacy.
only one of the dispensed boxes had been scanned.

The community pharmacy alerted its staff to the incident
as a reminder of the standard procedure to check and
scan every package during the dispensing process. ISMP
Canada also offers the following recommendations for

consideration:
Figure 1. From left to nght, Novolin®ge .
30/70 Penfil® (name highlighted with * Segregate products. Consider storing insulin products
brownish band) and NovoRapid® Penfill® according to their onset of action (e.g.. rapid-acting.
(name highlighted with crange band). short-acting. intermediate-acting. long-acting) in well-

©2013 Institute for Safe Medication Practices CanaoBSISMP Canada)



How do we prevent errors from
occurring In the first place.....

...... prospective risk assessment
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Examples of Prospective
Analysis Processes used in Industry

Errors of Omission (James Reason)
Simulation

Fault Tree Analysis

Hazard Analysis

Worst-case Analysis

Hazard Analysis and Critical Control Point
(HACCP)

LEAN
Failure Mode and Effects Analysis

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Commonalities

e Multidisciplinary, team-based, and systematic
approach

e |dentification of process steps/ process
mapping/ task analysis

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Faillure Mode and Effects Analysis

e FMEA focuses on how and when a system will
fail, not if it will falil.

e Future, preventive, proactive

e Opposite to incident analysis (root cause analysis)
which is retrospective (after the event or close call
occurs)

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Gains Using FMEA

e Safety minded culture

e Proactive problem resolution

e Fault tolerant systems
e Lower waste and higher quality
e Engagement of front-line staff

e I[mproved team communication

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Conducting an FMEA: 8 Steps

Select process and assemble Step 5  Prioritize failure modes

the team

Step 6  Redesign the processes to
address the potential failure
modes

Step 2 Diagram the process

Step 3 Brainstorm potential failure Step 7 Analyze and test the changes

modes

Step 4 Identify the effects and causes Step 8  Implement and monitor the
of the potential failure modes redesigned processes

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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High Risk Processes (Definition)

Those processes in which a failure of
some type Is most likely to jeopardize
the safety of the individuals served by
the health care organization. Such

process failures may result in a sentinel
event.



A Team-based Process

e Interdisciplinary

e Those with direct
knowledge of care
processes

 Those responsible for
change

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Conducting an FMEA: 8 Steps

Step 1 Select process and assemble Step 5  Prioritize failure modes
the team

Step 6  Redesign the processes to
address the potential failure
modes

Diagram the process

Step 3 Brainstorm potential failure Step 7 Analyze and test the changes

modes

Step 4 Identify the effects and causes Step 8  Implement and monitor the
of the potential failure modes redesigned processes

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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2a: Diagram the Process

Patient identification during

the dispensing process
1 2 3 4 L
Prescription Is
Patlent presants enterfl;r-llnt-:- Prescription Is Prescription Is Prescription Is
with prescription | ™ pharmacy % filled and labelled ™ stored for pick-up (™ released to
computer system patlent

Diagrams from The Systems Approach to Quality Assurance:

A Framework for Mitigating Risk
(Alberta College of Pharmacists and ISMP Canada)
Available from: https://pharmacists.ab.ca/Content_Files/Files/FMEA_web.pdf
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2b: Diagram the Sub-process

58 5b 5¢ 5d 58 5f
Pharmacy staff Pharmacy staff Pharmeacy staff
F:L:: Hr:q::: mﬁﬂm! mambsar ratiaves miambsar requasts mambar mnfirms Prazription Iz
i m rapaats patiant nama W prascription from W wondientfor W twoldntfiers W relaasad to patiant
i storaga ara (a.g., add ress, agalnst prascription
date of birth] recalpt
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Step 1

Step 2

Conducting an FMEA: 8 Steps

Select process and assemble
the team

Diagram the process

Step 3

Step 4

Brainstorm potential failure
modes

Identify the effects and causes
of the potential failure modes

~

/

Step 5

Step 6

Step 7

Step 8

Prioritize failure modes

Redesign the processes to
address the potential failure
modes

Analyze and test the changes

Implement and monitor the
redesigned processes

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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3: Brainstorm Potential Failure Modes

5a

Patlnt requasts
madication at
plck-up arca

5al

Patlant goss by more

than one rama {a.g.,
first namia ws.

rikk namsl

5al

Pharmacy staff
mimibar milshsars

patiant nama

b

Fharmacy staff
mambsr verbally

rapsats petlent nama

5b1

Phamnacy staff

mambar dogs niot

warbally rapeat
patlernt nama

5b2

Patlant dogs not

Idertify Incornact

nama used by
pharmacy staff
mambar

¢

Fharmacy staf{
mambsar ratdaves

prascription from
storaga s

5cl

Prascription notin
storaga sres

5d

Fharmacy staff
marnbsar raquasts
sacond ientifiar

(a.g. address,
date of birth)

5d1

Pharmacy staff
membsar doss not
raquest a sacond

Idantifler

5d2

Secord Ident fier
Is not unique (&g,

patiants with similar

namas 5t sama
address)

Se of

Pharmacy staf {
mambar confirms
o [dartifiars
against prascriptiaon
recalpt

Frescription Is
® doasadts patiart

Sel 5

Two ertifiars not Incorract
confimmaed prascription relcesed

5el

Sacond IdantHiar
Is ot urlqus ia.4.,
patiantswith similar

namas &t Ama

addnas)
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Cognitive Walkthrough

 Helps the FMEA team to better understand the
process under review, from the perspective of
the practitioner

e |ts approach to identifying failure modes
(potential risks) goes beyond, and can be
complementary to brainstorming

e Physically walking through the process to
examine the mental activities required at each
step and the challenges experienced

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



4a. ldentify Effects of Potential

Failure Modes

FMEA subject: Patlent Identification Inthe dispensing process

Sub-process component:
5d: Pharmacy staff member requests second Identifler (e.g., address, date of birth)

Process:
#5: Prescription Is released to patlent

n e
w SR
L E
: E 1 R B Ep
ek E |2 Mz |5 |25
2 g| Patentlal fallure 2 E’ =y [ 2 Em A cthons to reduce
= 3| modes Effectis) of Tallure Cause{s) of Tallure i s az | & = * | risk and time frame
Edl Presrmacy staf Incorract prascoiption
mamber doss not raleased kading to risk
raqusst second of harm for patiant
IdantHiar recahing Incorrect
madiation and loss
of confidantiality
for othar patiant ra:
medi@tion prasoibed
Edl | Patlertswith similar Sama 2z Ed1

niamss 5t same

address, @.g., family
mambars with

samia name L iSr);
apartmant bullding

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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4b. ldentify Causes of
Potential Faillure Modes

FMEA subject: Patient Identification Inthe dispensing procass Process:
#5. Prescription Is released to patient

Sub-process component:
5d: Pharmacy staff member requests second Identifier (e.q., address, date of birth)

E‘- o
- R
= =
g = |F |2 B les
- ¥ &5 1 I3
! 'E Potentlal fallure - E’ g% | £ & &cthons to reduce
I 2 modes Effect]s) of fallura Caunse({s)of fallurea b P o E E = E risk and thme frame
Ed1 Prarmacy staf f Incorract prascrigtion Incomip kita
mamber doss not released kading to risk @ Hertification.
raqusst second of harm for patiant
Idanttiar racaleing Incormect
madimtan and lass
of confidantiality
far othar patikent ra:
madi@tion prasoribed
Ld? Patlerits with similar Sama ax Bd1 Saoond dantifier 15
namas ot same not unlgqua
address, a.q., family
mambars with
samie name (r.fSr
apartmant bullding

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Step 5. Prioritize the faillure modes

e Severity (1-5)

e No effect (1), slight, moderate, major, severe/
catastrophic (5)

e Frequency (1-5)

e Yearly (1), monthly, weekly, daily, hourly (5)
e Detectabllity (1-4)

e Always (1), likely, unlikely, never (4)
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5. Prioritize

FMEA subject: Patient Identification In the dispensing process Process:
£5:; Prescription Is released to patient

Sub-process component:
5d: Pharmacy staff member requests sacond Identifler {2.q., address, date of birth)

" g
o i :'F:.- E‘ o
E = i B = P~ &
z £ 5 = = £
el E |§ |§E- |5 |85
= E Potentlal fallure 2 o =T | E g « § Actlons to reduce
= E mdes Effect(s) of fallure Cause(s) of Tallure A s AL | U o > @ risk and time frame
Ed1 Phiarmacy staff Incormect prescription Incomplata d . 3 24 s
mamber doss niot released loading to risk | Idantification
requsst saoond of harm for patlarnt
Idartifiar recalvirg Inoorrsct
medication and loss
of cenfidantiality
faor other patlant re:
medication prescribed
Edl | Patlentswadth simllar Same & Ed1 Second Idantifiar k
riamees &t =ms reot unigus
addrass, a.g., family
mambers with
same ramae S
apartmant bullding
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Conducting an FMEA: 8 Steps

Step 1 Select process and assemble Step 5  Prioritize failure modes
the team
Step 2 Diagram the process Ktep 6 Redesign the processes tO\
address the potential failure
modes
Step 3 Brainstorm potential failure Step 7 Analyze and test the changes
modes
Step 4 Identify the effects and causes Step 8  Implement and monitor the

of the potential failure modes \\ redesigned processes /

©2013 Institute for Safe Medication Practices Canada (ISMP Canada) 75




6: Redesign the Process

FMEA subject: patient Identification Inthe dispensing procass PFrocess:
#5: Prescription Is released to patlant

Sub-process component:
5d: Pharmacy staff member requests second ldentifier (e.g., address, date of birth)

ﬁ -5
z (g
i < =
- = (§ (B (& |g8
a a
= Potentlal fallure g = E F| = 2 T p—
= 5 modes EfTectis) of fallure Cause{s) of Tallure wn E o= S = = risk amd thme frame
Edl Pharmacy staf f Incorrect prascoription Inocomp ket 4 2 2 24 e Educata all pharmescy

mambar doss not rabeased kaading to risk amtification staff on tha Importance

raquast second
IdantHiar

aof harm for patkant
recahring Incorrect
madiatan and loss
of confidantaliy

for othar patkent ra:
madicatian prasaiboad
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of correct patient
Hartificaticn and
read to follow proper
procaduras [ month)

Dwarealop & starsdard zed
procass ragquirireg
documartation of tha
second Hermtiflar used
o war y thie patkant s
Hertty [1-2 months)

Paost Information for
patients axplaining tha
Herty wer Hication
prooass and tha
rationaks; raqusst thair
srzktanca In snsuring
H tekes placa (1-2
rnn-nth::f

Implkamant a photo
Hertification procass
for salactad high alart
madicatons (e.9.,
methadona] I:EI-%
rmorthsl

Bissass opportan ty
for avtomation {eg.,

barood h?] asaloang-
term goal {maora tham

12 mearthsl



Summary of Recommendations
and Timelines

FMEA subject: Patient identification in
the dispensing process

Process: #5: Prescription is
released to patient

Sub-process step: #5c Phamacy staff member
requests second identifier

Fallure Reoxmmended acthon Stremgih Timeframe for IndividuE s ) Measuremant plan

mode of action implementation| responsible

numb=r

5d1 Educata all pharmacy staff an Lovar [policy 1 month Licenisa e/ senilor Education sessians comip keted and
tha mportancos of correct patiant desalopmant pharmadst writtan remirders posted ard Included In
Idantiflcatkon and nessd to follow Faducatkan] arlertatlon Information for ness shaff
prop=r pro<ad ura

cd1 Devulop a standardizad prooass Mad um 1-3 morthis Sankor pharmadst | Pariedic aud iz of dooumentation by senilar
raquiring dooumantation of the seoond | [Hmplification ¢ i#sanlor pharmacy | pharmacist
Idantifier usad 1o warify tha patikent s standard zation) tachnklan
Idanty

5d1 Post imformation for patients Lovar [palioy 1-3 manithis Licersa Informaticn posted ard wisibla to patlants
axplaining tha Hartitywarification devalopmart ¢
process and the rationale and aducatkn]
raquesting thalr assistancs In
ansuring i takes placs

cd1 Implemant photio Hertificatian for Mad umi 285 months LicerisaE, senilor Parlicdic mud it and patient sxtisfaction
salectad high-alart mad kations (a.9., ireminders, pharmacy PSRy
mthiadoria) chescklizts, tachinklan

doubla-chiadks)

5d1 Bgrgas opportunity for automation High More tham 12 Licersa @ Implamanted and paricdic system audits of
(mg.barcadingl as a long-tarm gaoal [autocrmation # monthe orvmrrldss la., alactron k)

computerization)

Sz Flag kniosan patiantswedth the samae Mad lum 1 month Sankor pharmadst | Parlodic testing of knowm similar remss to
or similar names Inthe pharmacoy freminders Jsanlor pharmacy | chack that flagg ing systemn Is In placs and
computer system Indicating fchacklists s tachnikclan warking by sanlor pharmacy techniclan
raguiramant for date of birth double chiadks)

Idantification for all prasoiptiors

sdz Ensura addresses for muttl-aun it Lover (polioy 1 month Sanlor pharmacy Parlodic sud Hs by sanlor phiarmescy
deallings Include tha specific unitt devalopmart ¢ tachnklan tachnilclan of dispansed prescriptions

aducation] to dhadk that untt numbars ara bzing

recorded and antered by staff
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Can you think of examples of processes
that FMEA could help you to improve??

- pharmacy setting?
- other workplace?

- outside work/ school?

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Another Type of Prospective
Assessment: MSSA

Medication Safety
Self-Assessment®
(MSSA)

e Designed to help
practitioners assess the
safety of their own
practice sites

e Web-based program Ca
allows comparison to -
aggregate data as well as
monitor individual
progress over time

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Benefits of MSSA

Assists with identification of areas of risk in an
iIndividual practice site

Provides focus for quality improvement projects

Generates local interest in system and culture
change

Provides a record of improvement over time

Development of provincial / national database for
comparative purposes

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Internal and External Comparisons

e \Web-based program allows comparison to:
e Previous In-house surveys
e Total aggregate

e Select fields:
e Pharmacy size and type
e Ownership
 Prescriptions dispensed per week
e FTEs
Services offered

e Province

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



Demographics

Chain Size

7\
i
S
228 — o

Pharmacy

EODOEODMBN

1-3 (2453

4 to 9 (69

10 to 49 (29

G0 to 99 (543

100 to 499 ¢171)
00 or more (1563
Unsure €383

Other €133

Ounership

|

Independent (2772
Corporate (3332
Franchise (1623
Other (&2

g7E

Provinces

Mowa Scotia Ca752
Ontario ©593

Alberta (223

Mew Brunswick (&2

Prince Edward Island (62
Saskatchewan (52

A1l 13

Manitoha <12

British Columbia (12

o ki

OO0 O EODM

Prescriptions Per MHeek

) B 700 or fewer (3190
L B 7ol to 1,500 (3310

‘ B 1,501 to 3,000 (118
O 3,001 to 6,000 (7)

\/ 9 | B 12,001 or more €33
153

43%

Demographics as of 10Sept2014
(n=778)
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Medication Safety Self-Assessment

Agaregate and User Scores by Key Elements
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& Cctober, 2009
Medication Safety Self Assessment
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Three Ways to Improve Safety

3 goals that guide safety efforts:
1. Mitigate or minimize harm from errors
e | Severity

2. Reduce or eliminate risks that cause error
| Frequency

3. Make the error visible
T Detectability

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



SYSTEM-Based

PERSON-Based

Low Leverage
LEAST EFFECTIVE

Rules and policies
(e.q., policies to prohibit
borrowing doses from
other areas)

Education

and information
(e.g., education sessions on
high-alert medications)

Medium Leverage
MODERATELY EFFECTIVE

Simplification
and standardization

(e.g., standardized paper or
electronic order sets)

Reminders, checklists,

double checks
(e.g., independent double checks
for high-alert medications)

High Leverage
MOST EFFECTIVE

Forcing functions

and constraints
(e.g., removal of a
product from use)

Automation or

computerization
(e.g., automated patient-
specific dispensing)



Incident Reporting

1 1 Reporting and P ion $
® W h y re p O rt I n C I d e n tS ? M;ﬁ;‘;g{'}qgig:;t andr:!:rl\:gf I?epoyt::;ePI:‘cl):rams

REPORT Practitoners

a Medication Incident £) Heathcare Profsssional - (¢ 9. nurse, phamacist, physician)

g/

e How can you report
i n C I d e n tS ? SafeMedicationUse.ca i

Supported by Health Canada Preventing harm fiom medication incidents is not just a respansihifty fo health professionals - consumers like you can also play a vital role

CPhIR - Community Pharmacy Incident Reporting Program

J : For participating community phamaties

Community Pharmacy Incident Reporting
|

Analyze-Errd
/’N A LVZE-ERRW For participating heatthcare facities

_
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e

CANADA

Secure Login ﬂ

Username: ]

Password: ]

I~ Remember Me

LogIn

CPhIR Demo Site:

Login at
http://www.cphir.ca/trali

ning
Username: testuser
Password: testuser

Povweered by

silo

i7FMpP C.l: Community Pharmacy Incident Reporting

ISMP Canada Community Pharmacy Incident
Reporting (CPhIR) Program

The Institute for Safe Medication Fractices Canada (ISWFP Canada)
Community Pharmacy Incident Reporting (CFhIR) Program supports
submission of medication incident reports to ISMP Canada using a
secure transfer protocol. The reporter will be provided with a login 1D and
password that also allows for viewing individual pharmacy data and
aggregate data from the CPhIR incident database. The data
transmission is encrypted and strict confidentiality guidelines are
enforced. ISMP Canada asks institutions or pharmacies submitting
incident reports to ensure that all identifying information is removed
before submission. ISP Canada has completed a privacy impact
assessment (FIA). Incident data are used by ISMF Canada only for the
purposes of analysis, shared leaming, and incident prewvention strategy
formulation.

ISMFP Canada would like to acknowledge the support from the Ontario
Ministry of Health and Long-Term Care for the development of the CPhIR
FProgram. The feedback from community pharmacists who participated in
the SafetyMNET pilot project in Mova Scotia in 2008-2002 has also been
extremely helpful and is very much appreciated.

Frequently Asked Questions
Contact ISMP Canada
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Objectives

The Community Pharmacy Incident
Reparting (CPhIR)" program has been
designad by the Insttute for Safe
Medication Practices Canada (ISMP
Canada) with support from the Ontario
Ministry of Heatth and Long-Term Care,
Canada. CPhIR contributes to the
Canadian Medication Inddent Reporting

and Prevention Systern (CMIRPS)2 medication Fgure1 . v there isa potential to significantly reduce
preventable patient harm by focusing on ¥

SafetyNET-Rx? is a continuous = Only 0.07% (1 of 1532) resutted in temporary Lot e several or specific high-risk a
quality improvement (CQI) program patient harm, which required the - medication-use areas. H
flor community pharmacies in Nova intervention of contacting the physician F- i o i
Scotia, Canada. immediately Figure 1 . B Through the analysis of incidents and

- sharing of findings, practitionars can leam
A component of this pilot projectis to & 2 1/ 0 woow from reported incidents and implement
determine the underlying systemn-based Medication-Use Areas P — = Rt B o b safeguards.,
contributing factors to medication et

incidents in community pharmacies and
fiocus on the need for learning from
incident reparting.

MP Analysis of Medication Incidents in Community Pharmacy

Certina Ho, Nell J. MacKinnon, Todd A. Beyle, Tom Mahatfey, Bev Zwicker, Heldl Deal, Andrea Scoble, Sean Higgins, Roger Ch Patricia Hung, Gary Lea

Results

Severity of Outcome

B4%% (1281 of 1532) of the incddents were near
mizses  Figure 1

16% (250 of 1532) of the inddents resulted in no
harmm, of which 26% (90 of 2500 imvolved patients
who actually received and ingested the

The majority of incidents ocourmed during
the Order Entry/Transcription and the
Dispensing/Delivery stages — the two most

FIURET.
REPOATED MEDHCATION | HCICENTS CLAS SIFIED BV OUTCOMEin=1532)

- Fucantrecaived the madizeszn but did netingan

m P e g s,

F P pe———

REPCATED MEDH CATION |HCICENTS CLAS SIRED BV STAGES

FIURES:
MAIN THEMES AND POS SIELE CAUSES OF MECICATION INCIDENTS
DERNED FROM ANALYSIS

i
SafetyNETR,

Conclusion

This analysis of medication incidents
s8rves as aninitial attempt to study
factors that may contribute to medication
incidenits in community pharmacies

It is impossible to infer the prabability of
specificinddents based on voluntary
reporting, but this analysis suggests that

Creating a cutture of patient safety with
the suppart of 3 non-punitive reporting
systemn needs to be encouraged within all

common stages in community pharmadies Main Thanas R areas of pharmacy practice.
* Ibad ication ra e w ith sifoer
Methodology camesnrsca As the [SMP Canada CPhIR Frogram
# The most common types of incidents reported P Productiicsps S continues to accumulate data aver tima
From August 2008 to January 2010, 1544 were incomect dose, incomect duration of treatment, i !“nm trends and changes in medication
incidents were voluntarily reported by incorrect strength/concentration, incorrect drug, and AR n..g..m":......m..gu....d...., incident patterns can be identified. CPhIR
]3;0r;;nf:;i;y£§l;;ciesl pﬁg‘itcipa?irg Incorrect patient. insiructions e \hvilll o_t:jmin_ue oontributirg:;&\.ﬂlRPS, and
in the: ase| pilot proje: Crangas in e seopy T dlp-i - elp identify new areas us to
There were 12 duplicates or test entries, * More than one medication can be reported for a single = iyt i ooy enhance rnrf:dication safety.
50 1532 incidents were analyzed, with a incident. Thare wens 1799 medications reported, The top five 0 Compitanca s Ttz
focus on the severity of outcome of the medications reported were metoprolol, amaicifiin, rosnastatin, S g oy P
incidents and medication-use areas lorazeparn, and metformin. (Note: Itis possible that the likelihood of a T I e e e
assodated with these incidents in medication to be imsahved with an inddent is comelated with the frequancy the 0 bl mz::':': E i
community pharmacy. medication is dispensed in community pharmacy.) 0 — PR 3 N cm.m .:;Indhnibn!f\l-
B"“EI T Mg
iy c] - -
® Possible cause(s) of medication inddents | Figure 3 . - ezt dow prascitad ‘@ Mmrt:gnﬂ G

Funding for this study was provided by the Social S5dences and Humanities Research Council of Canada.

The authors would like to thank the Nova Seotla College of Pharmacists fer their In-kind suppork, and acknowledge the SafutyMET-Rx
community pharmacies who participated In the SatetyNET-RX Phase | pliot praject in Nova Scotla, Canada.
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Continuous Quality Assurance Pilot Project

in Saskatchewan Community Pharmacies

Certina Ho, RPh, BScPhm, MISt, MEd; Jim Hanwen Kong, BSc, Pharm D Candidate; Carol Lee, CH.LM.

i i FIGURE 1. i 1
ObJECtlves RESUItS MEDHCATION INCIDENTS CLASSIFIED BY OUTCOME (n=435) DISCUSSIO“
- Continuous quality assurance ([C08) + Ofthe 435 inddents, 80% (380 of 435) wens near misses, 0.92% = Leamning from medication inddents is a fundamental step to
is necessary foradvancing safe 10% (42 of 435) resutted in no harm, Le mediction was - medication system improvemert.
medication practices in cornmunity dispensed, but no symptams were detected and no o . . "
pharmacies. treatment was required in patients. 19 (4 of 435) = Through the analysis of incdents and sharing of findings, practiticners

resulted in mild harm to patients, Le. symptoms were can learn from reported inddents and implement safeguards.

mild, termporary and s hort term; no treatment or
minor treatrment was required. (Figure 1)

= COMPASE™ (Community Pharmacists
Advandng Safety in Sakatchewan)
(httpsfsaskpharm.calsite/cga_ppTna
w=03) is a COA pilot project for
comimunity pharmacies in
Saskatchewan, Canada.

« Creating a culture of patient safety with the support of a non-punitive
reporting system needs to be encouraged within all areas of

+ The majority of incidents ooourmed during the pharmacy practice.

Prascription Onder Entry and the Prescription

Z N « Asthe |SMF Canada (PhIR Program continues to accumulate data
Dispensing stages.

over time, trends and changes in medication inddent patterns can be

= Acomponent of this pilot project is
to determine the underlying
systemn-based contributing factors to
medication inddents in community
pharmacies woluntarily reported to
the I5MP Canada’s Community
Pharmacy Inddent Reparting (CPhIR)
Program (www.cphirca) and focus on
the need for learning from incident

« The most common types of inddents

reported were incormect quantity | 28%;),
incorrect dosefrequency (18%), and
incornect prescriber (15%). (Fgure Z)

+ Possible contributing factors of these near

misses and medication inddents includs
illegible prescription orders, dangerous

abbreviations, look-alike/sound-alike drug

identified. CPhIR will comtinue contributing to the Canadian
Medication Incident Reporting and Frevention Systermn { COMIRPS)
weeree.ismp-canada.org/anirps’), and help identify new areas of focus
to enhance medication safety.

FIGURE 3.
POSSIBLE CONTRIBUTIMG FACTORS TO NEAR MISSES AMD MEDICATION INCIDENTS

reparting. names, and interruptions in workflow. E
{Figure 3) é
POSSIBLE CAUSES OF NEAR MISSES H
FIGURE AND MEDECATION INCIDENTS i
MEthOds TYPE OF MEDICATION INCIDENTS i’
- Frunj Sgptemher 2013 to ﬁpril 2014, 14 Mis cormmusnication of Illegible prescription onders 2
435 incidents were voluntarily 121 d i i
reported by 9 community . nuge Dangerous abbreviations :
pharmacies participating in the ; oo H
: Z Z u
oM CaRplotars: E " S i b, Look / sound-alike drug rames i‘
= The medication inddents were £ = packaging problem 9 &
analyzed, with a focus on the severity ') g
of outcome of the incidents and = -
madication-use areas asociated with Emdronmental, staffing. R R
e : ; Imterruptions in workflow '3

these inddents in community . i giialiy 5 N ol ot or workflow problem

pharmacy. dsmfraumey prasathr rs————1 -

TYPE OF MECHCATION INCIDENTS

The authors would like to Scknowledge the SUPPort oM the ONtan o MINISTY of Healtn and Long-Term Cars for the development of the CPHIR program. CPNIR contributes to the Canadian Medication Incident Reporting and Prevention System (CMIRPS).
The AUthors would ITke to acknowiedge the Saskatchewan Collége of Pharmacists for 15 sUPport and facilitalion of this COA pliot project. The Incidents aNCRYMOUS!Y rEportsd by COMMMTILY Pharmacy Practitionars in Saskatchewan to CPIR wens axtremely Raiptul In the Preparation of this poster,
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Shared Accountability: “Just Culture”

“...It Is about creating a reporting environment
where staff can raise their hand when they have
seen a risk or made a mistake.....where risks are
openly discussed between managers and staff.”

..while we as humans are fallible, we do generally
have control of our behavioural choices.”

...good system design and good behavioural
choices of staff together produce good results. /1
has to be both.”

Marx D, Comden SC, Sexhus Z (2005). Our inaugural issue — in recognition of a
growing community. The Just Culture Community News and Views, 1(1).

©2013 Institute for Safe Medication Practices Canada (ISMP Canada) 91



What can you do?

Think about your practice setting:
e Where/ how could errors occur?
e Are there gaps in the medication use process?

e Consider human performance limitations
e Try to avoid being placed in an unsafe situation

 Review published reports of errors and take
steps to address system deficiencies at your
practice site

e Consider the hierarchy of effectiveness

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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What can you do?

Report incidents

Participate in incident reviews (RCAs) and
prospective assessments

Support your colleagues when errors occur

Support sharing of learning from errors

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



What can you do?

Educate others!!

e Practitioners
e E.g., high-alert medications and effective safety strategies
e Vulnerable populations; e.g., children, cognitively impaired
e Patients

e How can your patients help to protect themselves?
. Awareness of medications they are taking and uses

Processes to ensure correct identification

. Awareness of high-alert medications and risk for harm

Look-alike sound-alike problems (e.g., Celebrex, Cerebykx,
Celexa...)

Collier R, The art and science of naming drugs. CMAJ 2014. available from:
http://www.cmaj.ca/site/earlyreleases/3septl4 the-art-and-science-of-
naming-drugs.xhtml.)

©2013 Institute for Safe Medication Practices Canada (ISMP Canada) 94



Top Ten U.S. Medications, 2000 Survey

. Little blue pill

. Small pink round pill

. White one shaped like a "V"

. The one you break i half

. Don't you have my chart

. The one I need more of

You know, the one that makes me pee
. I just took 1t for five days

. Name a few - I'll know it if T hear 1t
10. (Tie) The one that starts with an "S"
10. (7ie) A heart pill

http://www.qgfever.com/2000/08/23/little-
blue-pill-now-most-commonly-prescribed-
medication-in-u-s/#.VBCYIxbz_Tr

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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If you were counselling a patient about
a high-alert drug tomorrow, is there
something different you would tell
them about?

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)



“The healthcare industry has not sufficiently
developed a healthy preoccupation with
system failures....”

“Each organization needs to .....
acknowledge that the absence of .... errors
IS not necessarily evidence of success.”

ISMP Medication Safety Alert! 2007; 12(24)

©2013 Institute for Safe Medication Practices Canada (ISMP Canada)
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Horme
Safety Bulletins

Report a Medication
Incident

Meves

Education Events
Products & Serwvices
Fublications
Current Prajects
CMIRPS

Relabed Links
Definitions

About Us

Contact Us

Sign up to receive bulletins

Institute for Safe Medication Practices Canada

A Koy Partner in ihe Canadian Medication Incident Reporting and Prevention System (CMIRPS)

ISP (U5) Francais Contact Ly Feedback Search:

ISMP Canada Safety Bulletins
Canadian Medication Incident Reporting and Prevention System
(CMIRPS)

Search Safety Bullating |

15ME Cansda Safety Bulletine: Subscribe

safaMadicaticnUsa.ca Hawslattars and alerts: Subscribe

2012 - ISMP Canada Salfely Bulletins

" wipl 1Z Issue 9 - Concernad Repeorting! Mix-ups Between Bisoprolel and Bisacodyl

| Wl 12 Issue @ -~ Pharmac=uticsl Bar Coding: Hational Recommendston:

" wipl 12 Issua 7 - Identifying Knowladgae Deficts Related to HYDROmorphona

® Wl 12 Irsue & = ALERT: Medication Mix-up with Faxed Presoiption

" oyl 12 Issue 5 - aggragate analysis of Madication Incgddants Inuolving Drug Interactions

& Wl 12 Issue 4 = Recall of Maorphine 2 mgfml (1 mL Armpoules) and Medication Safeby Strategies in a Drug Shortage Ekuation
"yl 12 Tfiue 3 - Drug Shartages and Madication Safaty Concarns

" ol 12 Issue

" wel 12 Tesue

[
5
+
3
2 = Analysiz of Harmaful Medicaton Inodents Invalving Poychotropee Medicatons
Y

= Indude Cognitive Walkbhreugh in Proactive Rick Adssapmants

2012 - SafeMedicationUse.ca Safety Bulletins and Alerts for Consumers

are vou Taking the Right Ameunt of Watas With vour Madicng?

BLERT: Take Care with Medicine Patches!

Bravanting Harm fram Drug Intsradions: Cengumerg Can Play an Imperant Rols
ALERT: Cheds Labals: Carefully when Seleding Gravel Products!

oW W o
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Contact information:
Julie Greenall

jgreenall@ismp-
canada.org

WWW.ISmp-
canada.org
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