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INTRODUCTION

methods used to measure avoidable

medication-related harm at various levels of
the healthcare system (e.g., locally by health care
facilities and services, nationally by governments,
and globally), with a sub-focus on methods used
to measure patient identified avoidable
medication-related harm. For each method, we will
map the classes of information captured to the 10
high level classes of the World Health
Organization’s (WHO) International Classification
for Patient Safety (ICPS) (2009).

Review question / Objective To describe

Background Avoidable medication-related harm
continues to impact the outcomes of patients and
healthcare systems globally (WHO, 2017). Previous
researchers have demonstrated the global burden
of medication related harm. However, there is great
variation in the definitions and methods to capture
and understand avoidable medication-related
harms (Panagioti et al., 2024; WHO, 2017; 2021).
To make coordinated, timely improvements to

medication safety, we must understand how
medication-related harm is measured and reported
at various levels of the healthcare system.

Rationale With this scoping review, we will
contribute to global ambitions to address gaps on
measuring medication safety. Further, this review is
highly relevant as “Medication Without Harm”
remains a global patient safety challenge (WHO,
2017). Additionally, the WHO (2021) Global Patient
Safety Action Plan recognizes the need to learn
from the experiences of patients and identify all
potential sources of patient safety data across
health care systems to develop a comprehensive
understanding of safety, and strengthen synergies
between data to support improvement.

METHODS

Strategy of data synthesis The proposed
scoping review will be conducted in accordance
with the JBI methodology for scoping reviews (JBI)
manual for evidence synthesis, 2020). A
preliminary literature search will be conducted in
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MEDLINE, and a full search strategy developed
and completed with a Health Sciences Librarian in
MEDLINE, Embase, Epistemonikos, Health and
Psychosocial Instruments (HaPl) and CINAHL. The
reference list of all included sources of evidence
will be screened for additional studies.

Eligibility criteria Epidemiological and
observational studies, including longitudinal,
prospective, and retrospective cohort studies,
case-control studies, and analytical cross-
sectional studies will be included. Descriptive
observational study designs, including case series
and descriptive cross-sectional studies for
inclusion will also be included. However, individual
case reports will be excluded. Mixed-method
studies reporting on measures of avoidable
medication-related harm (i.e., incidence,
prevalence, and rate) will be included. The
reference lists of studies that meet the inclusion
criteria will also be reviewed. Qualitative studies,
textual evidence, opinion papers, and grey
literature will be excluded.

Studies published in any language since January
2010 meeting the inclusion criteria will be included.
Specific inclusion and exclusion criteria have been
developed in alignment with the Population
Concept-Context framework.

Population: We will consider studies where
avoidable medication-related harm is captured
from patients, caregivers, family members, or
health care workers, or organizations. No studies
will be excluded based on population age, gender,
or sex. Studies including non-human subjects will
be excluded.

Concept: We will consider studies that measure
avoidable medication-related harm. Medication-
related harm is an outcome caused by medication
if taken incorrectly, monitored insufficiently or as
the result of an error, accident or communication
problem by a health care/system worker or the
patient themselves (WHO. 2019). Studies capturing
other types of avoidable health care harms not
related to medications will be excluded.

Context: This review will consider studies that
measure avoidable medication-related harm during
any stage of the medication-use process, at the
national levels of governments/patient safety
organizations, and primary, secondary, community
and tertiary health care facilities and services.
Studies capturing harm from clinical trials or that
are specific to an unavoidable adverse drug
reaction or disease or medication will be excluded.

Source of evidence screening and selection
Covidence will be used to manage references
during the screening process. The data will be
extracted from the included papers by two
independent reviewers (LP and KP) by using the
JBlI SUMMARI System (JBI, Adelaide, Australia)
(Munn et al.,, 2019). Extracted data will include:
study setting (country and healthcare sector);
participants and sample size; participant
demographics; avoidable medication-related harm
definition; method(s) to measure the harm; data
source(s) for method(s); WHO (209) ICPS
concept(s) measured; definition(s) of concept(s)
measured; and stage(s) of medication-use process
captured through measurement. The data
extraction fields may evolve as the review
progresses.

Language restriction No language restrictions.

Country(ies) involved Canada, United Kingdom,
and Australia.

Keywords Medication Safety; Patient Safety;
Medication Errors.
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