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ABSTRACT

Introduction Patient safety incidents during healthcare
cause a high burden and mortality, but many go
unreported. Involving patients and caregivers in the
identification and reporting of safety incidents would

add value to the current incident reporting systems

used by health professionals. Identifying and analysing
patient safety incidents is essential to prevent future
events, allowing organisations to apply a learning-from-
error approach and to implement improvement plans.
Patient-Reported Incident Measures are tools for patients
and caregivers to report safety issues related to their
healthcare. In accordance with WHO’s patient safety
taxonomy, the term patient safety incidents is used
throughout this protocol to encompass events that do and
do not reach the patient, including what are commonly
referred to as near misses and adverse events. We aim to
identify and describe the published literature about tools
for patients or caregivers to report patient safety incidents
in healthcare.

Methods and analysis We will conduct a scoping review.
We have developed inclusion criteria using the PCC
(population, concept and context) format, where population
includes adult patients or caregivers; concept refers to
documents describing formal tools used to report patient
safety incidents; and context includes any healthcare
setting, such as hospitals or mental health centres, during
or immediately after care. The scoping review will be
reported in accordance with the Preferred Reporting ltems
for Systematic Reviews and Meta-Analyses Extension for
Scoping Reviews guidelines. Evidence sources include
primary research, systematic reviews, meta-analyses,
conference abstracts, letters, guidelines, as well as policy
documents, reports, blogs and websites, without language
restriction. An initial database search in Medline, Embase,
CINAHL, and Cochrane Library from database inception
up to June 2023 identified 4500 initial citations, of which
4103 were selected for evaluation after duplicates were
removed. We will supplement the search by checking the
reference lists of included studies for additional sources
of evidence and an additional search in Google to identify
non-peer-reviewed documents. This initial search will

be updated before completing the review. We will use a
self-created data collection form for data extraction and
perform a narrative synthesis to integrate and summarise

STRENGTHS AND LIMITATIONS OF THIS STUDY

= The scoping review will map the existing literature
on tools that allow patients and caregivers to report
patient safety incidents detected while receiving
healthcare.

= The implementation of a comprehensive, multi-
database search strategy improves the study’s over-
all coverage and robustness.

= Inclusion of studies irrespective of language
strengthens the review’s comprehensiveness and
external validity.

= Despite planned efforts to include grey literature, it
is possible that some relevant non-indexed sources
will not be captured.

= The scoping review will be reported in accordance
with the Preferred Reporting Items for Systematic
Reviews and Meta-Analyses extension for Scoping
Reviews guidelines.

the review findings. We will describe the general
characteristics of the tool: setting, scope, format, content,
type of patient safety incident and severity, the moment of
notification, relation to patient safety incident reporting and
learning systems, development process, testing, validation,
or piloting, among other characteristics. As a result of this
scoping review, we intend to provide an index of patient/
caregiver-reported safety notification tools and a list of
descriptive or evaluation studies.

Ethics and dissemination We will only use published
data. Approval from the human research ethics committee
is not required. The results of this scoping review will

be submitted for publication in an international peer-
reviewed journal and scientific meetings. Findings will also
be disseminated through digital science platforms and
academic social media.

INTRODUCTION

Patient safety incidents are events or circum-
stances stemming from the processes of
healthcare that resulted or could have
resulted in unnecessary harm to a patient.'
In the spectrum of patient safety incidents,
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on one side, near misses are those that did not reach the
patient (eg, detecting that hand hygiene has not been
performed before manipulating an intravenous line with
no infectious disease as consequence). On the other side,
adverse events are defined as harm caused to the patient
associated with care or services provided, such as oper-
ating on the wrong limb." There are hundreds of near
misses for each detected adverse event.” In this protocol,
we use the term patient safety incidents in accordance with
the WHO’s taxonomy,' encompassing both events that do
and do not reach the patient. Unsafe care is responsible
for an important burden of death and disability world-
wide. It is estimated that 1 in 10 patients has an adverse
event during hospitalisation in high-income countries.”
This problem is even more concerning in low-income
and middle-income countries, where 134 million adverse
events a year take place in hospitals, contributing to
around 2.6 million deaths a year.*

Identifying and analysing patient safety incidents is
essential to prevent future events, allowing organisations
to applyalearning-from-error approach and to implement
improvement plans. Even though most health systems and
organisations have reporting systems, the most common
format is based on health professional reporting, and
good reporting rates are a constant challenge.’

Patients, along with their families and caregivers, are
the most interested in preventing safety incidents, as they
are the first and most affected when such incidents occur.
Evidence suggests that they can recognise safety issues
related to healthcare delivery.” In relation to this fact,
in its Global Patient Safety Action Plan 2021-2030, the
WHO promotes patients’ and caregivers’ engagement
and empowerment to help and support safer health-
care."” The above mentioned plan recommends allowing
patients and caregivers to escalate concerns within a
healthcare organisation and actively submit reports to
patient safety reporting systems.

Patient-Reported Incident Measures (PRIMs) enable
patients and caregivers to report safety concerns about
their care to healthcare providers.'" '

Initiatives to involve patients and caregivers in identi-
fying and reporting safety incidents have been published
in primary and secondary care,'™"” but the information is
scattered. Knowing and contrasting these initiatives and
their characteristics would facilitate their implementation
in health systems. Tool characteristics that are of interest
include the scope, types of incidents included, whether
the tool has been tested or validated, and their connec-
tion to patient safety incident reporting and learning
systems.'® The objective of this scoping review is to map
existing PRIM tools that allow patients or caregivers to
report patient safety incidents in healthcare settings.

METHODS AND ANALYSIS

This article describes the protocol for a scoping review that
is currently underway. The proposed scoping review will be
conducted in accordance with the Joanna Briggs Institute

(JBI) methodology for scoping reviews,'” and reported in
line with the Preferred Reporting Items for Systematic
Reviews and Meta-Analyses extension for Scoping Reviews
(PRISMA-ScR)."® For this scoping review, the term PRIMs
is defined broadly to include any direct input from patients
or caregivers, whether non-standardised or gathered with a
structured questionnaire. We adopted the following WHO’s
definition for ‘patient safety’: ‘the reduction of risk of
unnecessary harm associated with health care to an accept
able minimum’, and for patient safety incident as ‘an event
or circumstance that could have resulted, or did result, in
unnecessary harm to a patient’. For other definitions and
taxonomy for patient safety, we will also apply the WHO
Conceptual Framework for the International Classification
for Patient Safety.'

The main research question is: What PRIMs are avail-
able for patients or caregivers to report patient safety inci-
dents in healthcare settings?

Eligibility criteria

We developed inclusion criteria according to the PPC

format for scoping reviews, where population (P) is

combined with concept (C) and context (C).®

1. Population: This scoping review’s population consists
of patients (adults) or caregivers, including caregivers
reporting on behalf of children. Tools designed spe-
cifically for children to report incidents are excluded.

2. Concept: We will include documents describing the
development, implementation or validation of a tool
(ie, questionnaire, interview) to be used systematically
by patients (adults) or caregivers to report patient safe-
ty incidents. We are interested in the scope of the tool
(eg, setting), format (eg, paper or digital), content (ie,
type of incident), and the development and validation
process, if applicable. Reports about initiatives that do
not employ systematically a formal assessment tool,
such as case reports, case series or testimonies, will be
excluded.

3. Context: Patient safety incident reporting includes pa-
tient safety incidents occurring during healthcare ser-
vices provided in any healthcare facility (ie, hospital,
primary care centre, mental health centre) and at any
setting (emergency department, hospitalisation, long-
term stay). Reporting may take place either during or
after receiving healthcare services (up to 30 days after).

4. Types of evidence sources:

- Research sources: All methodological studies that
describe or assess tools: primary research, systematic
reviews, or meta-analyses of quantitative or qualita-
tive studies, conference abstracts, letters, and guide-
lines.

- Non-research sources: Reports, policy documents,
websites or blogs that describe or assess question-
naires.

Information sources and search strategy
We planned to conduct a comprehensive search using a
combination of Medical Subject Headings (MeSH) and
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free-text terms to identify research and non-research sources
of evidence. Relevant MeSH terms such as ‘Self Report’ and
‘Patient Safety’ and related free-text terms (‘Patient-Report’,
‘Patient self-report’, ‘Safety Reporting’, ‘Patient participation’
and ‘Patient safety’) have been used. To capture incidents
related to the topic, key terms such as ‘near miss’, ‘incident’,
‘adverse’, ‘risk’, ‘harm’, ‘error’ and ‘hazard’ have been
considered. An expert information specialist reviewed the
search strategy, which was then peerreviewed using the Peer
Review of Electronic Search Strategies checklist." The search
strategy for Medline is provided in online supplemental
material 1. The strategy was further adapted to other data-
bases. We will report each database, the date of search and
the search strategy for all databases and registers. The search
will be updated before completing the review. If additional
keywords, sources, and potentially applicable search terms
are discovered and incorporated into the search strategy
during the search process, they will be reported and detailed
within the review results. We will supplement the search by
checking the reference lists of included studies for additional
sources of evidence. We will not carry out a hand search of
the literature. We will search Google using the advanced
search options and the private/incognito window mode to
avoid automatic settings and cookies that may bias the search.
We will limit the search to the first 100 entries. We will not
apply any filter by date or language in the search. We will use
reliable automated translation tools (eg, DeepL) as needed
to assess eligibility and extract relevant data.

The initial search of databases (Medline, Embase, Cumula-
tive Index to Nursing and Allied Health Literature (CINAHL)
and Cochrane Library) from database inception up to June
2023 identified 4500 citations. We exported the results into
EndNote, and after removing duplicates, 4103 citations were
included for screening. The following steps in the review
process will be to conclude the Google search and proceed
with the screening phase, as detailed below.

Evidence screening and selection

We will develop an instructions manual based on the review
protocol explaining the criteria and process of citation
screening, selection and data extraction. Citation screening
will be done in duplicate by pairs of researchers in Step 1—
Titlesand abstracts screening, and Step 2—Full textscreening.
In Step 1, each researcher will independently screen citations
and decide whether they are eligible based on the review
protocol. A third researcher will discuss discrepancies. Cita-
tions selected in Step 1 will be searched for full text to carry
out Step 2, where every full text will be reviewed in dupli-
cate by pairs of researchers, applying the eligibility criteria.
Again, discrepancies will be discussed by a third researcher,
and the reason for exclusion will be registered. If the agree-
ment between a couple of researchers is less than 80%, we
will conduct a second training session for the two researchers.
Every researcher will do the citation screening independently
using a separate Excel file. Once Step 2 is completed, one of
the review authors will convert the list of citations into a list of
studies, grouping those related to the same study under the

same study ID. Pairs of researchers will review the study list
again to conclude the study selection process.

Data extraction and charting

Data from studies will be extracted from the full text in
duplicate, by pairs of reviewers, using a self-created data
collection form (online supplemental material 2). We will
pilot the form with the first five results from the study
selection and make revisions as needed. The review team
will be trained for data extraction with the help of the
manual. A third researcher will discuss discrepancies in
data extraction. If the agreement between a couple of
researchers is less than 80%, we will conduct a second
training session for the two researchers.

We will contact the study authors for additional data if
some information is missing in the full text of selected
studies. The authors’ list and contact data will be reported
within the review results.

The search, screening and selection results will be
reported using a PRISMA flow diagram.

Critical appraisal of individual sources of evidence

Given its objective of identifying and describing the
published literature about tools for patientreported or
caregiver-reported incidents on patient safety, we will not
carry out a critical appraisal or risk of bias assessment of
evidence sources.

Data analysis, collating, summarising and reporting the
results

We will describe the general characteristics of the tool: type
(eg, questionnaire, interview, etc), authoring (country,
type of institution, funding), setting (emergency, hospital
use, ambulatory care, primary care, long-term facilities),
scope (patient/caregivers), type of patient safety incident
(near-misses, incidents or adverse events) and severity, the
moment of notification (on the spot, at discharge, after
discharge), relation to patient safety incident reporting
and learning systems, format (paper or web-based),
content (eg, related to medication, identification, etc),
development process, and whether they have been tested,
validated, or piloted in clinical practice, and how (validity
and reliability). Results will be shown in charts and visual
summaries (bubble plots). We will also stratify them by
setting and type of incident. Any assumptions or simplifi-
cations made during data synthesis will be reported.

As a result of this scoping review, we intend to provide
an index of patient/ caregiver-reported safety notification
tools and a list of descriptive or evaluation studies (eg,
development, validation, replication, implementation,
systematic review).

Patient and public involvement
None.

ETHICS AND DISSEMINATION
We will only use published data. Approval from a human
research ethics committee is not required. The results of
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this scoping review will be submitted for publication in
an international peerreviewed journal and at scientific
meetings. Findings will also be disseminated through
digital science platforms and academic social media.

Author affiliations

"Health Services Research Group, Vall d'Hebron Institut de Recerca (VHIR), Vall
d'Hebron Hospital Universitari, Vall d’Hebron Barcelona Hospital Campus, Barcelona,
Spain

%Consortium for Biomedical Research in Epidemiology and Public Health-CIBERESP,
Barcelona, Spain

®Quality, Process and Innovation Direction, Vall d'Hebron Hospital Universitari, Vall
d’Hebron Barcelona Hospital Campus, Barcelona, Spain

*Health Technology Assessment Unit, IRYCIS, Hospital Universitario Ramén y Cajal,
Madrid, Spain

SConsortium for Biomedical Research in Epidemiology and Public Health-CIBERESP,
Madrid, Spain

®Department of Surgery, Medical and Social Sciences, Faculty of Medicine and
Health Sciences, University of Alcala, Alcala de Henares, Madrid, Spain

"Research and Development Unit, Institut de Recerca Sant Joan de Déu, Parc
Sanitari Sant Joan de Déu, Barcelona, Spain

®Department of Preventive Medicine, Hospital de Sagunto, Sagunto, Spain
°Department of Clinical Epidemiology and Public Health, Hospital de la Santa Creu i
Sant Pau; Biomedical Research Institute Sant Pau (IIB Sant Pau), Barcelona, Spain;
Universitat Autonoma de Barcelona (UAB), Barcelona, Spain

'0Quality Safety and Patient Experience Manager, Parc Sanitari Pere Virgili,
Barcelona, Spain. ReFit research group. PhD Student in Universidad de Lérida,
Lérida, Spain

"Guttmann Institute, University Institute of Neurorehabilitation affiliated to the
Autonomous University of Barcelona (UAB), Barcelona, Spain

12Department of Preventive Medicine, Vall d'Hebron Hospital Universitari, Vall
d’Hebron Barcelona Hospital Campus, Barcelona, Spain

SUniversitat Autonoma de Barcelona, Spain; Iberoamerican Cochrane Centre,
Biomedical Research Institute Sant Pau (IIB Sant Pau), Barcelona, Spain

Servicio de Cardiologia, Hospital Universitario Vall d'Hebron, Institut de Recerca
Vall d'Hebron (VHIR), Barcelona,Spain; Universitat Autonoma de Barcelona,
Barcelona, Spain

X Stefanie Suclupe @stef_chriss

Collaborators FIS-PRIMs research Group: Adria Almar Garayoa, Adria Gird Estivill,
Aida Ribera Solé, Aina Fuster Casanovas, Alba Saa Casal, Alex Aisa Castillo, Alex
Cano Velasco, Anna Sala Cunill, Antoni Jests Cruz Antolin, Cristina Gonzalez
Steinbauer, Cristopher Alan Mazo Torre, Daniel Lopez Torres, Dimelza Osorio
Sanchez, Elena Torralba Martinez, Emilien Amar Devilleneuve, Gonzalo Casans
Gomez, Ignasi Bolibar Ribas, Jeslis Martinez Pérez, JesUs Ruiz de las Heras, Julia
Salvador Lodosa, Julio Mufioz Miguel, Magora Torres Prieto, Maria del Mar Pina
Cobos, Maria Nieves Plana Farras, Maria Rubio Valera, Maria Teresa Franco Romero,
Mariona Secanell Espluga, Marta Aguayo Alvarez, Merce Soler Font, Mireia Urrea
Ayala, Noemi Lopez Garcia, Nuria Castany Vifias, Percy Efrain Pantoja Bustillos,
Rafael Manuel Orti Lucas, Roser Martin Campos, Soledad Romea Lecumberri,
Stefanie Chriss Suclupe Obregon, Susana Malgrat Caballero, Victor Quirés Gonzalez,
Victoria Valls Comamala.

Contributors Substantial contributions to the conception or design of the work;
or the acquisition, analysis, or interpretation of data for the work: DO, MNP, MR-V,
JM-M, IB, MTF, MS-E, MS-F, PF-T, SS and KS-G. Drafting the work or reviewing it
critically for important intellectual content: DO, MNP, MR-V, JM-M, IB, MTF, MS-E,
MS-F, SS, KS-G, DT-L and IF-G. All authors approved the version to be published:
DO, MNP, MR-V, JM-M, IB, MTF, MS-E, MS-F, PF-T, SS, KS-G, DT-L and IF-G.
Agreement to be accountable for all aspects of the work in ensuring that questions
related to the accuracy or integrity of any part of the work are appropriately
investigated and resolved: DO, MNP, MR-V, JM-M, IB, MTF, MS-E, MS-F, PF-T, SS,
KS-G and DT-L. DO is the responsible for the overall content as guarantor.

Funding This study has been funded by Instituto de Salud Carlos Il (ISCIll) through
the project " PI22/00371" and co-funded by the European Union.

Competing interests None declared.

Patient and public involvement Patients and/or the public were not involved in
the design, or conduct, or reporting, or dissemination plans of this research.

Patient consent for publication Not applicable.
Provenance and peer review Not commissioned; externally peer reviewed.

Supplemental material This content has been supplied by the author(s). It has
not been vetted by BMJ Publishing Group Limited (BMJ) and may not have been
peer-reviewed. Any opinions or recommendations discussed are solely those

of the author(s) and are not endorsed by BMJ. BMJ disclaims all liability and
responsibility arising from any reliance placed on the content. Where the content
includes any translated material, BMJ does not warrant the accuracy and reliability
of the translations (including but not limited to local regulations, clinical guidelines,
terminology, drug names and drug dosages), and is not responsible for any error
and/or omissions arising from translation and adaptation or otherwise.

Open access This is an open access article distributed in accordance with the
Creative Commons Attribution Non Commercial (CC BY-NC 4.0) license, which
permits others to distribute, remix, adapt, build upon this work non-commercially,
and license their derivative works on different terms, provided the original work is
properly cited, appropriate credit is given, any changes made indicated, and the use
is non-commercial. See: http://creativecommons.org/licenses/by-nc/4.0/.

ORCID iDs
Maria Nieves Plana http://orcid.org/0000-0003-0921-7954
Karla Salas-Gama http://orcid.org/0000-0003-4845-4899

REFERENCES

1 World Health Organization. Conceptual Framework for the
International Classification for Patient Safety, Final Tech Rep WHO,

2 World Health Organization. World alliance for patient safety: WHO
draft guidelines for adverse event reporting and learning systems:
from information to action. 2005.

3 The Economics of Patient Safety: Strengthening a Value-Based
Approach to Reducing Patient Harm at National Level. 2017.

4 National Academies of Sciences, Engineering, and Medicine, Health
and Medicine Division, Board on Health Care Services, Board on
Global Health, Committee on Improving the Quality of Health Care
Globally. Crossing the Global Quality Chasm: Improving Health Care
Worldwide, 2018. Available: http://www.ncbi.nim.nih.gov/books/
NBK535653/

5 World Health Organization. Patient safety incident reporting and
learning systems: technical report and guidance. 1st edn. 2020.

6 Taylor BB, Marcantonio ER, Pagovich O, et al. Do medical inpatients
who report poor service quality experience more adverse events and
medical errors? Med Care 2008;46:224-8.

7 Mira JJ, Vitaller J, Lorenzo S, et al. Patients informing of adverse
events. Results in diabetes and kidney disease. An Sist Sanit Navar
2012;35:19-28.

8 Mira JJ, Vitaller J, Guilabert M, et al. Quality of information on
adverse events provided by the surgical patient. Rev Calid Asist
Organo Soc Espanola Calid Asist 2012;27:175-80.

9 O’Hara JK, Reynolds C, Moore S, et al. What can patients tell us
about the quality and safety of hospital care? Findings from a UK
multicentre survey study. BMJ Qual Saf 2018;27:673-82.

10 World Health Organization. Global patient safety action plan 2021-
2030: towards eliminating avoidable harm in health care. 1st edn.
2021.

11 Organisation for Economic Cooperation and Development (OECD).
Patient-reported safety indicators: question set and data collection
guidance. OECD Publishing, 2019. Available: https://www.oecd.org/
content/dam/oecd/en/topics/policy-sub-issues/measuring-health-
care-quality/patient-reported-incident-measures-december-2019.pdf

12 Wu AW. Patient reports of patient safety: An underused technology. J
Patient Safety Risk Management 2024;29:72-3.

13 Aspden P, Corrigan JM, Wolcott J, et al. Patient safety: achieving a
new standard for care. National Academies Press (US), 2004.

14 Lang S, Velasco Garrido M, Heintze C. Patients’ views of adverse
events in primary and ambulatory care: a systematic review to
assess methods and the content of what patients consider to be
adverse events. BMC Fam Pract 2016;17:6.

15 Gong Y, Kang H, Wu X, et al. Enhancing Patient Safety Event
Reporting. A Systematic Review of System Design Features. Appl
Clin Inform 2017;8:893-909.

16 Department of Health, National Patient Safety Agency (NPSA). NRLS
Reporting, Available: https://report.nrls.nhs.uk/nrlsreporting/Default.
aspx

17 Peters MDJ, Marnie C, Tricco AC, et al. Updated methodological
guidance for the conduct of scoping reviews. JBI Evid Synth
2020;18:2119-26.

Osorio D, et al. BMJ Open 2025;15:6096983. doi:10.1136/bmjopen-2024-096983


https://x.com/stef_chriss
http://creativecommons.org/licenses/by-nc/4.0/
http://orcid.org/0000-0003-0921-7954
http://orcid.org/0000-0003-4845-4899
http://www.ncbi.nlm.nih.gov/books/NBK535653/
http://www.ncbi.nlm.nih.gov/books/NBK535653/
http://dx.doi.org/10.1097/MLR.0b013e3181589ba4
http://dx.doi.org/10.4321/s1137-66272012000100003
http://dx.doi.org/10.1016/j.cali.2011.10.004
http://dx.doi.org/10.1016/j.cali.2011.10.004
http://dx.doi.org/10.1136/bmjqs-2017-006974
https://www.oecd.org/content/dam/oecd/en/topics/policy-sub-issues/measuring-health-care-quality/patient-reported-incident-measures-december-2019.pdf
https://www.oecd.org/content/dam/oecd/en/topics/policy-sub-issues/measuring-health-care-quality/patient-reported-incident-measures-december-2019.pdf
https://www.oecd.org/content/dam/oecd/en/topics/policy-sub-issues/measuring-health-care-quality/patient-reported-incident-measures-december-2019.pdf
http://dx.doi.org/10.1177/25160435241248869
http://dx.doi.org/10.1177/25160435241248869
http://www.ncbi.nlm.nih.gov/books/NBK216086/
http://www.ncbi.nlm.nih.gov/books/NBK216086/
http://dx.doi.org/10.1186/s12875-016-0408-0
http://dx.doi.org/10.4338/ACI-2016-02-R-0023
http://dx.doi.org/10.4338/ACI-2016-02-R-0023
https://report.nrls.nhs.uk/nrlsreporting/Default.aspx
https://report.nrls.nhs.uk/nrlsreporting/Default.aspx
http://dx.doi.org/10.11124/JBIES-20-00167

18 Tricco AC, Lillie E, Zarin W, et al. PRISMA Extension for Scoping 19 McGowan J, Sampson M, Salzwedel DM, et al. PRESS Peer Review
Reviews (PRISMA-ScR): Checklist and Explanation. Ann Intern Med of Electronic Search Strategies: 2015 Guideline Statement. J Clin
2018;169:467-73. Epidemiol 2016;75:40-6.

Osorio D, et al. BMJ Open 2025;15:6096983. doi:10.1136/bmjopen-2024-096983 5


http://dx.doi.org/10.7326/M18-0850
http://dx.doi.org/10.1016/j.jclinepi.2016.01.021
http://dx.doi.org/10.1016/j.jclinepi.2016.01.021

	Patient-­Reported Incident Measure (PRIM) tools for reporting patient safety incidents: protocol for a scoping review
	Abstract
	Introduction﻿﻿
	Methods and analysis
	Eligibility criteria
	Information sources and search strategy
	Evidence screening and selection
	Data extraction and charting
	Critical appraisal of individual sources of evidence
	Data analysis, collating, summarising and reporting the results
	Patient and public involvement

	Ethics and dissemination
	References


