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Abstract

Objectives: This study aimed to (1) develop and validate ed-
ucationally sound and feasible model session plans for pa-
tient safety learning in Japanese undergraduate medical edu-
cation and (2) identify barriers to their implementation in
educational settings.

Methods: A convergent mixed-methods design was embed-
ded within a modified Delphi study. Four session plans based
on Merrill’s First Principles of Instruction were evaluated by
45 patient safety specialists and faculty purposively sampled
from Japanese national university hospitals. Participants as-
sessed plans using a 14-item Context-Input-Process-Prod-
uct checklist. Items were rated on a four-point scale; consen-
sus was defined as a mean score > 3.5 and a standard
deviation < 1.0. Simultaneously, open-ended comments on
implementation challenges were analyzed using directed
content analysis based on Steinert’s framework for educa-
tional barriers. Quantitative and qualitative data were inte-
grated using a joint display to derive meta-inferences.

Results: All four sessions met consensus criteria in the first
round (n = 36; response rate = 80%). Topics covered human
error, incident reporting, root cause analysis, and conflict
management. Analysis identified 13 subthemes across five
domains—teacher, student, knowledge, attitude, and system.
Key barriers included limited faculty facilitation experience,
insufficient linkage to safety practice, and institutional
constraints such as lack of formal educational roles for safety
specialists.

Conclusions: The validated sessions demonstrated strong
feasibility. However, content readiness alone does not
guarantee successful adoption. Addressing identified
barriers through targeted faculty development focusing on
facilitation skills and organizational alignment is necessary
to achieve sustainable implementation of patient safety
education in undergraduate programs.

Keywords: Competency-based medical education, patient
safety, undergraduate education, Delphi technique

Introduction

Over the past two decades, medical education has undergone
a global transformation toward a competency-based ap-
proach, aligning curricula with the abilities required for safe
and effective clinical practice.' In Japan, the Model Core Cur-
riculum for Medical Education was introduced to support
this paradigm shift,> and its 2022 revision emphasizes the
overarching goal of “providing safe and high-quality
healthcare.” Within this framework, patient safety learning
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is no longer viewed as a discrete subject but as a crucial cross-
cutting domain that should be systematically integrated into
all stages of undergraduate education. The World Health Or-
ganization (WHO) also underscores the necessity for system-
atic patient safety learning at the undergraduate level to ena-
ble future healthcare professionals to deliver safe and
effective care.” Particular emphasis is placed on cultivating
safety culture, encompassing reporting and learning, early in

© 2026 Tkuo Shimizu et al. This is an Open Access article distributed under the terms of the Creative Commons Attribution License which permits unrestricted use of work

provided the original work is properly cited. http://creativecommons.org/licenses/by/3.0



the educational trajectory, with the aim of fostering student
attitudes and practices that support the enhancement of
healthcare quality and safety.” The introduction of the longi-
tudinal competency framework overarching undergraduate
and residency curricula has further reinforced the
continuous quality improvement of care.

Despite this global and national emphasis, the implemen-
tation of patient safety education for undergraduates remains
limited in Japan. Structural barriers include a shortage of ed-
ucators trained in patient safety, a lack of standardized in-
structional models, and insufficient linkage between safety
education and clinical practice.®” A national survey reported
that only around 30% of Japanese medical schools include
certified patient safety specialists in their undergraduate cur-
riculum planning,” suggesting that most safety instruction is
still delivered by faculty without formal training in safety
science. In addition, undergraduate learning opportunities
remain largely lecture-based, with few interactive or experi-
ential activities. * However, these barriers are diverse and
multi-faceted, spanning individual, interpersonal, and or-
ganizational levels. To develop effective dissemination strat-
egies, a systematic understanding of implementation chal-
lenges across multiple domains is essential.

In this study, several key terms are operationally defined.
“Educationally valid” refers to session designs that are
grounded in established educational theory and aligned with
learning outcomes specified in the Model Core Curriculum.
“Model sessions” denote transferable, evidence-informed
lesson plans that can serve as templates for instructors seek-
ing to implement or adapt patient safety learning activities in
their institutions. These sessions are mapped to the core pa-
tient safety competencies outlined in the Japanese curricu-
lum, including quality improvement, safety management
systems, and practical safety practices.’

From a theoretical perspective, the limited translation of
patient safety principles into undergraduate education can be
viewed as a gap in applying funda-mental learning principles.
According to Merrill’s First Principles of Instruction, effec-
tive learning occurs when learners are engaged in authentic
problem-solving and can integrate new knowledge into their
prior experiences.’ This study therefore approached the im-
plementation gap in patient safety education as an instruc-
tional design problem—where traditional lecture-based ap-
proaches fail to activate prior knowledge or provide
opportunities for application and integration. Merrill's First
Principles of Instruction, which emphasize authentic prob-
lem-solving, activation of prior knowledge, demonstration,
application, and integration of learning, provided the theo-
retical basis for designing the model sessions. Guided by
these principles, the study sought to develop educationally
sound, interactive sessions that foster behavioral and attitu-
dinal changes toward patient safety. To address these dual
objectives, the study employed two complementary concep-
tual frameworks. First, to ensure systematic validation of the
session plans, the Context-Input-Process-Product (CIPP)
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model" was adopted as the conceptual framework. The CIPP
model is a well-established approach to educational program
evaluation that has been systematically applied across diverse
contexts in higher education, including health professions
education." The model examines four critical dimensions:
Context (needs and relevance), Input (resources and strate-
gies), Process (implementation quality), and Product (out-
comes and effectiveness). This comprehensive structure
makes CIPP particularly suited for evaluating newly devel-
oped educational interventions prior to large-scale imple-
mentation. Second, to systematically identify and categorize
implementation barriers, Steinert's framework for analyzing
problems in educational practice' was employed, which dis-
tinguishes challenges across knowledge, attitude, skills,
teacher, student, and system domains. This dual-framework
approach enabled comprehensive assessment of both educa-
tional quality and implementation feasibility.

Accordingly, the present study had two interrelated aims:
first, to develop and validate model session plans for patient
safety learning that are educationally sound and feasible for
undergraduate medical education in Japan; and second, to
identify anticipated barriers to their implementation in real
educational settings.

Methods

Study design

This study adopted a convergent mixed-methods design em-
bedded within a modified Delphi approach to develop and
validate model session plans for patient safety learning in un-
dergraduate medical education. Quantitative and qualitative
data were collected and analyzed in parallel to gain a
comprehensive understanding of the sessions’ educational
validity (as defined in the Introduction), feasibility, and im-
plementation challenges. The Delphi technique was selected
because it allows for the systematic collection and aggrega-
tion of expert opinions through iterative, anonymous feed-
back, ensuring transparency and consensus in curriculum
develop-ment.""* The Delphi process was conducted in ac-
cordance with the reporting standards developed in Con-
ducting and REporting of DElphi Studies (CREDES)."

Setting and participants

Participants were recruited through purposive sampling
from health professions (physicians, dentists, nurses, and
pharmacists) in national university hospitals across Japan.
Inclusion criteria were: (1) current employment as a certified
patient safety specialist (general risk manager) or faculty
member engaged in undergraduate medical education; (2)
minimum of two years' experience in patient safety manage-
ment or medical education; and (3) direct involvement in
curriculum planning or safety training activities. Exclusion
criteria included conflicts of interest such as prior involve-
ment in developing the draft session plans or direct reporting
relationships with the research team. Prior to participation,
all potential panelists completed a conflict-of-interest
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disclosure form, and no exclusions were necessary based on
these assessments.

Sample size was determined based on recommendations
for Delphi studies in medical education, which suggest a
minimum of 30 participants to achieve stable consensus
estimates.'®'” Anticipating a potential 20% non-response
rate, we invited 45 experts to ensure adequate panel size.

As this educational study involved minimal risk and did
not include patients or personal health data, it was exempt
from formal ethical review by the Ethics Committee of Chiba
University Hospital. All potential participants received
written information de-scribing the study purpose, voluntary
participation, and data handling procedures. Submission of
the completed survey was considered informed consent.
Participants were informed of their right to with-draw at any
time without academic or professional disadvantage.
Responses were collected anonymously through an online
survey system, and data were stored on password-protected
institutional servers accessible only to the research team. No
financial compensation was provided.

The Delphi process was conducted in October 2024 using
an online survey system. Each participant received four ses-
sion plans designed for undergraduate patient safety learning
and an accompanying evaluation instrument based on the
CIPP model."* "

The Delphi process began with an initial round of rating
and feedback, with additional rounds planned if items failed
to meet the predefined consensus criteria. In this initial
round, participants evaluated each of the four session plans
using a 14-item CIPP-based checklist on a 4-point Likert
scale ranging from 1 (strongly disagree) to 4 (strongly agree),
while also providing open-ended comments regarding po-
tential improvements or implementation challenges. The
consensus definition followed established recommendations,
requiring a mean score (M) > 3.5 and a standard deviation
(SD) < 1.0 for each item." Although Likert scale data are or-
dinal, the use of means and standard deviations for consen-
sus determination in Delphi studies is widely accepted when
scales have four or more points and items are assumed to re-
flect underlying continuous constructs."'” This approach
has been validated in previous educational Delphi research
and facilitates interpretation by providing intuitive thresh-
olds for agreement levels. The predetermined stopping rule
specified that additional rounds would be conducted only if
items failed to meet these consensus criteria. In such cases,
summary statistics and anonymized comments would be
shared with the panel for subsequent review. However, be-
cause all session plans reached consensus in the first round,
further iterations were unnecessary.

To ensure impartiality, participants’ responses were col-
lected anonymously, and statistical feedback was presented
without attribution. Researchers did not participate in scor-
ing or discussion during the Delphi process. Data collection
and materials. The Delphi instrument incorporated 14 eval-
uation criteria derived from the four dimensions of the CIPP
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model adapted from Stufflebeam’s checklist (Table 1)."®
These criteria assessed (1) the relevance of learning goals, (2)
appropriateness of resources, (3) effectiveness of implemen-
tation, and (4) validity of expected learning outcomes. The
items were developed through a stepwise process including
literature review, construct definition, item formulation, and
pilot validation.

Table 1. Evaluation items based on the CIPP model

Domain Item Description

Context CO1 The session addresses key patient safety topics
CO2 Learning objectives are clearly defined
CO3 The session reflects clinical and educational needs
CO4 Learning objectives reflect patient safety needs
Input IN1 Content is appropriate and up to date
IN2 Feasible with available resources
IN3 Facilitator and learner roles are clear
IN4 Can be implemented with existing infrastructure
Process PC1 Logical instructional flow
PC2  Use of appropriate active learning methods
PC3  Encourages collaborative learning
Product PD1 Facilitates achievement of learning goals
PD2  Assessment aligns with learning outcomes

PD3  Expected to influence attitudes and behaviors

CO: Context items; IN: Input items; PC: Process items; PD: Product items

The draft session plans are summarized as follows. The first
session, "Understanding Human Error through Everyday
Failures," addressed the domain of Improvement of
Healthcare Quality.” This session used familiar, non-medical
failure scenarios to illustrate the universality of error and
promote awareness of systemic factors. It was designed to in-
troduce safety science concepts to early year students who
may lack clinical knowledge by encouraging them to reflect
on their everyday errors and reframe them using systems
thinking. The goal was to build foundational awareness and
connect personal experiences with improvement-oriented
mindsets.

The second session, "Practicing Incident Reporting Based
on Case Videos," focused on the domain of Consideration
and Promotion of Patient Safety.” In this session, learners
analyzed video scenarios and practiced structuring and writ-
ing effective incident reports. This paper-based simulation
helped develop basic skills in incident documentation, which
is a core component of a reporting culture. Using realistic
video cases, the session facilitated awareness of safety con-
cerns and fostered reflective reporting and accountability.

The third session, "Root Cause Analysis Using Simulated
Clinical Cases," belonged to the domain of Safety Manage-
ment System.” This exercise aimed to cultivate analytical
thinking and collaborative discussion through Root Cause
Analysis (RCA). By working in teams on simulated clinical
scenarios, students learned how to identify contributory
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Figure 1. Flow diagram of the modified Delphi process used to develop and validate model patient safety sessions

factors and propose preventive measures. The session served
as an introductory experience to system-based error analysis
within a structured safety management framework.

The fourth session, "Conflict Management through Role-
playing with Simulated Patients," addressed the domain of
Practice of Patient Safety. > In this session, learners developed
emotional communication skills and consensus-building
techniques through simulated dialogue with patients and
families. The session emphasized respectful engagement with
patient concerns and fostering behaviors that support psy-
chological safety and trust. It provided experiential practice
for addressing conflict situations in a constructive and
patient-centered manner.

Data analysis

The evaluation was conducted using an online questionnaire
distributed to the participants through a council of general
risk managers. The questionnaire included four model
session plans, an instrument with 14 evaluation criteria based
on the CIPP model, and a response format. Participants
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carefully reviewed the session plans and responded to each
item on a four-point Likert scale, providing additional sug-
gestions in the open-ended section.

Quantitative analysis
To address the first aim of the study, descriptive statistics
(mean and standard deviation) were calculated for each eval-
uation item. Session validity and feasibility were judged ac-
cording to the predefined consensus criteria (M 2 3.5 and SD
< 1.0). Analyses were performed using SPSS 29 (IBM).
While we recognize that reliability indices such as
Cronbach’s alpha are commonly used to evaluate internal
consistency in psychometric instruments, they are not con-
ceptually applicable to Delphi studies. The Delphi technique
aims to aggregate diverse expert judgments and reach con-
sensus through iterative feedback rather than to measure ho-
mogeneous constructs. Therefore, internal consistency was
not calculated, as the analytical focus was on consensus level
and response stability, consistent with established Delphi

13-15

methodology guidelines.
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Qualitative analysis

To address the second aim—identifying anticipated chal-
lenges to implementing the session plans—qualitative con-
tent analysis was applied to the free-text responses collected
during the Delphi process.'”” Comments specifically refer-
ring to potential concerns or obstacles in implementing the
proposed sessions were extracted. Data from open-ended
comments were analyzed using a directed content analysis
ap-proach.?! This method allows for the validation and con-
ceptual extension of a theoretical framework. We used Stei-
nert’s framework as the initial coding scheme. The unit of
analysis was defined as distinct meaning units identifying
barriers to implementation. Table 2 shows the elements of
the Steinert's framework and their operational definitions
created through the data analysis.

Coding and Triangulation Process

The first author (IS) categorized all data according to Stei-
nert’s framework into the domains of knowledge, attitudes,
skills, teacher, student, and system (Table 2), and refined the
descriptions for each theme. Using qualitative directed con-
tent analysis, the framework served as the analytical
reference.

Using an inductive approach, subthemes were generated
from the data and integrated into the existing themes. The
analysis proceeded through an iterative cycle of constant
comparison among the data, subcategories, and categories.
The categorization and subthemes (subcategories) were then
reviewed by the second author (MM) to assess their relevance
and clarity within each theme. Through discussion and con-
sensus among the authors, the subtheme labels were refined
and finalized.

Reflexivity
The analysis team consisted of educational researchers with
experience in qualitative analysis (IS, MM) and a patient

safety specialist (KT). We acknowledged that our involve-
ment in the program might introduce bias. To mitigate this,
we practiced reflexivity by regularly discussing our assump-
tions during the coding pro-cess. Furthermore, the final cat-
egorization was reviewed by the third researcher (KT), who
was not involved in the direct data collection, to ensure the
interpretations were grounded solely in the participants' de-
scriptions.

Integration of data

Following the principles of mixed-methods convergence,
quantitative and qualitative findings were integrated in a
joint display, allowing comparison between the validated ses-
sion components (CIPP results) and the identified imple-
mentation barriers. This approach supported meta-inference
on the feasibility and educational soundness of the model
sessions. The learning sessions were developed through dis-
cussions among all authors, who are clinicians and research-
ers in medical education and patient safety, including physi-
cians, a psychologist, and a nurse. Curriculum development
and clinical relevance were discussed collaboratively. In ad-
dition to using the Delphi method to confirm the relevance
of the sessions for patient safety education, qualitative di-
rected content analysis was conducted to examine practical
considerations for session implementation raised by the
panelists. Drawing on their experience in undergraduate ed-
ucation, IS and MM identified potential instructional chal-
lenges, while KT evaluated the validity of the categorizations
and the appropriateness of selected data examples.

Results

Of the 45 invited participants, 36 completed the evaluation
(response rate: 80%), exceeding the minimum threshold and
ensuring robust consensus findings. The panel comprised 14
physicians, 2 dentists, 14 nurses, and 6 pharmacists.

Table 2. Elements of the Steinert's framework'? and their operational definitions created through the data analysis

Elements Operational Definition Inclusion Criteria Exclusion Criteria
Knowledge Concerns about factual understanding or Comments referencing lack of knowledge, General learning difficulties not attributed to
information gaps necessary for patient unfamiliarity with concepts, or need for knowledge deficits.
safety. further learning.
Attitude Concerns about beliefs, values, motivation,  Comments referencing skepticism, Knowledge gaps presented as factual deficits.
or perceptions regarding patient safety resistance, uncertainty about value, or role
education. identity conflicts.
Skills Concerns about technical abilities or Comments referencing inability to perform Teaching skills (coded to Teacher); cognitive
psychomotor capabilities. specific technical procedures. abilities (coded to Knowledge).
Teacher Concerns about instructor preparation, Comments referencing faculty experience,  System-level staffing issues (coded to
teaching competence, or facilitation skills. facilitation skills, confidence, or training System).
needs.
Student Concerns about learner characteristics, Comments referencing student preparation, Student knowledge/attitude deficits (coded to
readiness, or engagement patterns. prior experience with methods (e.g., peer those themes).
review), or psychological safety.
System Concerns about organizational structures, Comments referencing staffing, time Individual educator capabilities (coded to

resources, policies, or institutional
constraints.

allocation, curriculum space, assessment
requirements, or admin support.

Teacher).
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Twenty respondents held nationally recognized certifications
as general risk managers, reflecting dual expertise in educa-
tion and safety administration. Among educational special-
ists (n=16), nine held certificates or master's degrees in health
professions education.

Quantitative analysis (modified Delphi round)

All session plans met the consensus criteria (M > 3.5 and SD
< 1) across all 14 evaluation items based on the CIPP model
(Table 3). Therefore, all plans were deemed valid and feasible
in the initial round and further Delphi rounds were not
required. The final session plans incorporated minor
revisions and additional teaching notes based on the
qualitative comments.

Table 4 shows an overview of the sessions (see Appen-
dix). The first session, on understanding human error, was
designed for preclinical students and focused on cultivating
reflective thinking and system-based awareness. It used relat-
able examples from everyday life to engage early learners in
identifying and analyzing human errors, thereby fostering
vigilance and self-regulation. The second session on incident
reporting targeted students transitioning into clinical train-
ing, offering foundational skills for documenting adverse
events and promoting a culture of openness. The third ses-
sion, which introduced RCA, was tailored for students in
clinical clerkships, encouraging analytical reasoning, team-
work, and systems improvement through hands-on simula-
tions. The fourth session on conflict management focused on
learning difficult patient encounters, aiming to build empa-
thy, emotional regulation, and mediation skills through
structured role-play.

Table 4. Overview of learning sessions

Table 3. Results of Delphi round

Human Error Reporting RCA Management
CO1 3.65(0.68)  3.95(0.22) 3.88 (0.40) 3.94 (0.24)
CO2  3.58(0.69) 3.85(0.43) 3.76 (0.54) 3.88(0.42)
CO3  3.51(0.67)  3.88(0.40) 3.90 (0.38) 3.91(0.29)
CO4  359(0.73)  3.90(0.37) 3.93(0.27) 3.79 (0.64)
IN1 3.72(0.73)  3.85(0.48) 3.71(0.52) 3.65 (0.69)
IN2 3.66 (0.75)  3.73(0.55) 3.85(0.43) 3.76 (0.55)
IN3 3.74(0.69)  3.80(0.46) 3.74 (0.45) 3.73(0.52)
IN4 3.67(0.74)  3.85(0.43) 3.81(0.46) 3.81(0.64)
PC1 3.54(0.78)  3.74(0.55) 3.82(0.51) 3.78 (0.49)
PC2 3.62(0.72)  3.75(0.54) 3.88 (0.40) 3.85(0.44)
PC3  3.80(0.68) 3.85(0.43) 3.87(0.41) 3.91(0.29)
PD1 3.70(0.63)  3.83(0.45) 3.88(0.33) 3.71(0.72)
PD2 3.58(0.84)  3.73(0.55) 3.79 (0.52) 3.79 (0.48)
PD3  3.70(0.78)  3.66 (0.63) 3.79 (0.53) 3.82(0.46)

Values are presented as mean (SD). CO, Context items; IN, Input items; PC, Process
items; PD, Product items; RCA, root cause analysis

Qualitative analysis

Of the 45 respondents, 32 provided at least one free-text
comment. A total of 69 comments were collected from which
69 meaningful units were extracted for analysis. A directed
content analysis approach was used, based on Steinert’s
framework of six categories for barriers to educational prac-
tice: knowledge, attitude, skills, teacher, student, and sys-
tem.” While the six main categories were deductive, specific
sub-themes were allowed to emerge inductively from the
data to capture context-specific barriers.

Session Title Target Competency Target Learners

Key Activity

Assessment

Understanding Human Reflective thinking
Error through Everyday Human factors awareness Pre-clinical students
Failures Systems thinking

Incident identification
Reporting culture
Understanding reporting
systems

Practicing Incident
Reporting Based on
Case Videos

Pre-clinical to early
clinical students

Root Cause Analysis Analytical reasoning

Using Simulated Tear'r_1wc_>rk Clinical clerkship stu-
Clinical Cases Quality improvement dents

attitude

Empathy .
Conflict Management  Conflict resolution Stud?lnt‘s 'T clinical or
through Role-Playing  Mediation pre-clinical years

with Simulated Patients Verbal and non-verbal

P ing rol
communication g roles

Reflective writing and pair/group
discussion on non-medical
failure experiences

Writing reports based on video
cases and analyzing incident
scenarios

Root cause analysis using sim-
plified frameworks and develop-
ment of prevention strategies

Structured role-play involving
emotionally charged clinical

approaching patient-fac- scenarios

Formative: peer comments and group
discussion notes

Summative: participation check and
post-session reflection

Formative: peer feedback during
presentations

Summative: teacher observation and
post-session questionnaire

Formative: facilitator feedback on
reasoning process

Summative: group report assessed with
rubric

Formative: instructor feedback during
role-play

Summative: group self-assessment and
individual reflective report

Int ] Med Educ. 2026; 17:42-60

47



Shimizu et al. @ Model Sessions for Patient Safety Education

Thirteen subthemes were identified and categorized under
five of the six categories; no responses were classified under
skills. The distribution of comments and representative
quotes are detailed in Table 5.

Under the Teacher theme, two major subthemes
emerged: insufficient competence in patient safety education
(n=15) and disconnection between daily duties and academic
insight (n=10). Respondents noted that teachers in patient
safety departments were often unfamiliar with facilitation
skills and felt that educational roles were disconnected from
their primary clinical responsibilities.

The Student included subthemes related to unfamiliarity
with group learning (n=2) and concerns about psychological
safety (n=2). Respondents highlighted that students had
limited exposure to peer evaluation or discussing failures,
leading to hesitation in sharing personal errors.

The Knowledge (n=4) captured concerns regarding
variation in prior knowledge, indicating uncertainty about
students' baseline ability to analyze cases. In the Attitude,
subthemes included variation in learner readiness (n=3) and
uncertainty about specific content relevance.

The System comprised the largest number of logistical
barriers, including shortage of teachers (n=11), need to
engage external lecturers (n=2), misalignment with formal
assessment requirements (n=4), and difficulty securing
curricular slots (n=2).

Integrated summary

Combining the quantitative and qualitative findings, all four
model sessions were vali-dated as feasible and educationally
robust within a single Delphi round. However, qualitative
analysis revealed systemic is-sues—particularly limited
teaching capacity, curricular misalignment, and institu-
tional constraints—that could affect long-term sustainability.
Table 6 presents a joint display integrating the CIPP-based
quantitative validation results with the qualitative implemen-
tation barriers identified through Steinert's framework. This
integration reveals patterns of convergence, divergence, ex-
pansion, and complementarity across the four CIPP dimen-
sions. The convergence of findings suggests that faculty de-
velopment and curriculum integration strategies are critical
for successful implementation of patient safety learning ses-

sions.

Accordingly, these meta-inferences directly informed the
final refinements of the session plans. Specific revisions
included the addition of role definitions for administrators
(Context), reinforced introductory materials for novices
(Input), comprehensive teaching scripts to support
facilitation (Process), and streamlined assessment guidelines
(Product). These modifications aim to bridge the gap be-
tween educational content quality and organizational imple-
mentation capacity.
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Discussion

Through the development and expert validation of four
model session plans, this study demonstrated their educa-
tional validity and practical feasibility. As illustrated in the
joint display, the integration of quantitative and qualitative
findings revealed that the learning sessions are relevant to pa-
tient safety education but accompanied by structural obsta-
cles and required implementation actions. These sessions,
which emphasized experiential and collaborative learning,
were aligned with expert perceptions and deemed suitable for
implementation in educational settings. Active student en-
gagement through role-play, simulations, and group discus-
sions was particularly effective in fostering practical under-
standing and attitudinal shifts regarding patient safety. While
the 2011 WHO Patient Safety Curriculum Guide recom-
mended exploratory approaches such as problem-based
learning, it did not provide detailed instructional strategies
for each individual competency.® This lack of guidance was
later acknowledged by the WHO, which pointed out the need
for more specific and practical educational approaches to
support implementation.* The present study ad-dressed this
gap by providing structured, theory-informed, and contextu-
ally adaptable session plans that concretize the WHO frame-
work into reproducible teaching models. These findings ex-
tend previous research on patient safety curricula by
demonstrating that practical, competency-linked sessions
can be both educationally sound and feasible for nationwide
implementation.”** Although the models achieved strong
consensus among panelists, practical considerations for im-
plementation remain. Addressing these considerations and
disseminating them to educational institutions and faculty
may facilitate effective adoption of the sessions.

The session plans developed in this study were designed
not merely for knowledge transmission but to promote be-
havioural change and ethical reflection. They also provided
students—particularly those unfamiliar with peer learning or
reflective practices—with structured exposure to key compe-
tencies rarely encountered in traditional curricula.” Activi-
ties such as sharing failure experiences and simulating con-
flict management were effective in reducing psychological
barriers to incident reporting and fostering non-technical
skills such as empathy and self-reflection.”® These practices
contributed to the cultivation of a safety culture and the en-
hancement of ethical medical behavior. Furthermore, as
shared educational resources, the sessions can be adapted to
the contextual needs of individual institutions and may con-
tribute to elevating the national standards of patient safety
education.! By aligning each session with the Model Core
Curriculum and the principles of competency-based medical
education, the design ensured coherence between intended
learning outcomes, instructional processes, and assessment
strategies—an approach consistent with current global
standards in medical education.



Table 5. Reported barriers to implementing patient safety learning sessions in this study

Themes Subthemes Number  Example quotes (translated)
1. Knowledge Consideration of appropriate sequence of 5 “Students may find it easier to develop recurrence prevention strategies after first
: 9 learning learning basic preventive measures.”
e “It's unclear how well students can analyse and plan countermeasures for the
Variation in prior knowledge 1 »
cases.
. I . . “My students lack experience with peer assessment, raising concerns about
2. Attitude Unfamiliarity with group learning 5 free-riding and cheating.”
Variation in learner readiness 2 “I’'m unsure whether learners are ready to perform root cause analysis on
real-world issues.”
“Students may hesitate to disclose their own mistakes.”
3. Student Concerns about psychological safety 2 “It may be necessary to practise pair work with guidance to avoid blaming one
another for failures.”
4. Teacher Insufficient competence in patient safety 15 “Instructors themselves must be familiar with these methods.”
’ education “Educators are unfamiliar with syllabus development.”
Disconnection between daily duties and 10 “As a patient safety expert, | struggle to see connections with everyday work.”
academic insight “| perceive conflict management as separate from patient safety.”
Context-specific adjustments 7 “I m concerned that the progression may vary depending on f_aculty avallablllty. X
It may be acceptable to deliver the lecture and the role-play in separate sessions.
“It may be difficult to secure enough facilitators.”
5. System Shortage of teachers 1 “Securing time, space, and responsible staff for instruction is challenging.”
“There are too many points to assess; | question whether proper evaluation is
Misalignment with formal assessment re- 4 possible.”
quirements “If only parts of the activity are implemented, | need confirmation that it still meets
the curricular grading requirements.”
Effort management challenges 3 “Educational duties are not usually included in the job description of full-time
g g patient safety officers.”
Need to engage external lecturers 2 “In universities without affiliated hospitals, it may be necessary to invite external
939 professionals from safety offices.”
Difficulty securing curricular slots 2 “It's unclear whether time can be allocated within the curriculum.”

Note: No responses were classified under skills

Table 6. Joint Display integrating quantitative CIPP evaluation results with qualitative implementation barriers based on

Steinert’s framework

Su’gptltatlve Qualitative Findings Mixed Methods Interpretation and Action
CIPP Items indings
Mean Range Key Barriers Themes
While the quantitative results confirmed that the session
objectives align with curriculum goals, qualitative themes
- Effort management challenges System revealed a systemic gap in organizational clarity (e.g., job
descriptions, dual roles of safety managers). This indicates
Context CcoO 3.51-3.91 that the barrier is not the content itself, but the lack of
14 ’ ’ formal recognition of educational duties.
(Action) The final implementation guide was revised to
- Disconnection between daily duties include clear role definitions and workload allocation
A Teacher . ) A
and academic insight models to support administrators in legitimizing these
educational activities.
- Shortage of teachers System
- Need to engage external lecturers  System
Although materials were rated as sufficient quantitatively,
- Difficulty securing curricular slots ~ System qualitative data exposed critical resource constraints—spe-
cifically, a shortage of trained facilitators and variability in
IN . ) i students' prior knowledge. This suggests that "content
Input 14 3.66-3.76 - Insufficient competence in patient .\ readiness" does not equal "implementation readiness."
safety education (Action) The final package was reinforced with introductory
modules for students (to level baseline knowledge) and re-
- Variation in prior knowledge Knowledge cruitment strategies for external lecturers to address staff-
ing shortages.
- Variation in learner readiness Attitude
- Unfamiliarity with group learning Attitude
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- Insufficient competence in patient

safety education Teacher
High feasibility scores for instructional methods were nu-
- Context-specific adjustments Teacher anced by qualitative concerns regarding psychological
safety and facilitation difficulty (e.g., managing group dy-
- Concerns about psychological namics, peer review). This implies that even well-designed
Process PC 3.74-3.82 psy 9 Student processes can fail without skilled execution.
1-3 safety : X . ;
(Action) Comprehensive teaching scripts and frequently
. asked questions were embedded into the instructor man-
- Psychological safety concerns Student ual to scaffold non-expert facilitators and ensure a safe
learning environment.
- Consideration of appropriate
- sequence of learning Knowledge
Quantitative ratings affirmed that learning outcomes are
measurable, but qualitative feedback highlighted the ad-
Product PD ministrative burden of assessment (e.g., grading require-
1-3 3.58-3.72 ments). This reveals a tension between "ideal assess-
- Misalignment with formal assess- A . P
System ment" and "practical feasibility.

ment requirements

(Action) Streamlined assessment guidelines aligned with
institutional grading policies were added, offering optional
simplified formats to reduce faculty workload while main-
taining academic rigor.

All quantitative findings met consensus criteria.

Note: Some subthemes, such as 'Difficulty securing curricular slots', have implications for both Input and Context dimensions but are categorized here based on their primary impact.

To enhance content validity, a modified Delphi method in-
volving experts from multiple disciplines was employed dur-
ing the development of the session plans.”® For instance, the
session on human error is well-suited for early-stage learners
as part of foundational training in ethics or professionalism,
while the sessions on incident reporting and conflict man-
agement are appropriate for integration into preclinical cur-
ricula. These sessions are also adaptable for post-graduate
education, enabling residents to reinforce their non-tech-
nical patient safety competencies. The inclusion of multi-
professional experts in the Delphi panel enhanced the credi-
bility and transferability of the findings across diverse educa-
tional settings. Notably, insufficient teaching competence
and shortage of teachers were the most frequently cited bar-
riers, underscoring the critical need for systematic faculty de-
velopment initiatives. Given that many general risk manag-
ers lack experience in curriculum design or active learning
facilitation, targeted faculty development should address not
only content knowledge but also instructional strategies.”
Developing structured faculty development programs that
focus on facilitation, feedback, and assessment techniques
could further support effective dissemination of these model
sessions. *

All four session plans were designed for class-room-
based delivery and did not include workplace-based learning.
This was for two main reasons. First, the timing and structure
of workplace-based learning vary significantly across special-
ties, making standardization difficult.”” Second, current cur-
ricula offer limited practical learning opportunities
specifically focused on patient safety.”*® No barriers related
to skills were identified in the qualitative analysis. This aligns
with the nature of the patient safety competencies, which fo-
cused on cognitive and non-technical domains rather than
technical skills used for clinical procedures. Developing pa-
tient-safety-oriented clinical rotations remains an important
future direction. Future research should explore how these
classroom-based sessions can be integrated with simulation-
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based and work-place-based learning to create a longitudinal
learning continuum that strengthens behavioral outcomes in
real clinical environments.

Moreover, a key feature of the proposed sessions is the
integration of structured learner assessment strategies. In
competency-based education, it is essential to assess whether
learners can apply acquired skills in real-world practice.”
However, assessment of education-al effectiveness remains a
significant weak-ness in existing patient safety education.”®
By embedding assessment strategies into each session, this
model addresses that gap and strengthens both the account-
ability and practical utility of patient safety instruction. Such
embedded assessments can also facilitate program evaluation
aligned with the CIPP framework used in this study, thereby
linking instructional design and quality improvement in ed-
ucation.

Based on the findings from the qualitative content analy-
sis, several practical considerations emerged regarding the
implementation of these sessions in real-world educational
contexts. These implementations challenges aligned with
barriers identified through con-tent analysis, particularly in
the categories of teacher, student, and system. The results
clarified limited instructional experience among safety edu-
cators and a lack of prior exposure among students to activi-
ties such as peer assessment or reflective discussion.>” Struc-
tural constraints—such as shortages in teaching staff,
absence of formal teaching roles for safety officers, and
limited curricular space—also emerged as key concerns.
Addressing these multi-level barriers is essential for the sus-
tainable integration of safety education into health profes-
sions curricula. For example, a co-facilitation model involv-
ing both clinical educators and safety officers, or the
development of brief training modules for facilitators, may
help overcome structural barriers.” Furthermore, it is re-
ported that job descriptions may act as barriers for education
in the work-place.* Aligning the educational responsibili-
ties of general risk managers with their job descriptions could



promote more sustainable integration of these sessions into
routine educational practice. These findings reinforce the
importance of institutional commitment and leadership sup-
port for patient safety education, suggesting that organiza-
tional culture change must accompany pedagogical
innovation to achieve long-term sustain-ability.*

In some cases, these structural and educational
challenges may reflect perceptions towards patient safety
management practices. Traditional approaches often empha-
sise strict procedural compliance and focus on individual
deviations. While recent directions in patient safety increas-
ingly integrate insights from safety engineering and cognitive
psychology, our findings suggest that some practices may still
be rooted in classical, rule-based under-standings of safety
management.” Some participants questioned whether con-
flict management fits within patient safety education. This
reflects a common divide between clinical responsibilities for
patient safety and the educational roles of safety depart-
ments. While patient safety offices often focus on system
oversight, they also have a duty to support education that en-
ables safer clinical practice. Teaching conflict management is
a prime example. It builds communication and de-escalation
skills essential for patient-centered care. By contributing to
such educational efforts, patient safety staff help develop fu-
ture professionals who can act safely and collaboratively in
complex clinical environments. At the same time, involve-
ment in undergraduate curriculum offers a valuable lifelong
learning opportunity for general risk managers them-selves.
This dual benefit—educating students while simultaneously
enhancing educators’ own reflective practice—illustrates
how patient safety education can serve as a platform for mu-
tual professional growth and organizational learning.

This study had several limitations. First, although the
validity and feasibility of the session plan were demonstrated
based on expert opinions, future studies should verify
educational outcomes through practical implementation.
Second, a methodological limitation is that the Delphi pro-
cess concluded in the first round as all items met the strict
pre-determined consensus criteria immediately. Conse-
quently, the iterative feedback and re-evaluation loop—a
hallmark of the Delphi method—was not utilized, meaning
the results reflect initial expert agreement rather than opin-
ion convergence over time. Third, because all panelists were
affiliated with university hospitals, the generalizability of the
findings to other medical professional education facilities
(e.g., junior colleges and vocational schools) is limited. These
facilities are often constrained by shorter curricula, which
may limit the opportunity to introduce new opportunities for
a deeper understanding of patient safety. In addition, this
study did not assess long-term retention or behavioral
change among learners, which represents a key area for fur-
ther research. Repeating the cycle of evaluation and design
improvement when implementing the sessions proposed in
this study is necessary to enhance session quality. Future
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multi-institutional or longitudinal studies will be necessary
to verify transferability and sustainability across different ed-
ucational contexts. Longitudinal studies that verify
behavioral outcomes can support the establishment of
evidence-based patient safety learning. Despite these
limitations, this study contributes to a replicable and theory-
informed model that can inform future curriculum develop-
ment and strengthen the foundation for patient safety
education in Japan and beyond.

Conclusions

This study developed four model session plans for under-
graduate patient safety learning in Japan and verified their
validity and feasibility through expert evaluations involving
general risk managers and faculty members from national
university hospitals. All sessions met the consensus criteria
in the first evaluation round and were educationally sound.
Covering key themes, namely, human error, incident report-
ing, RCA, and conflict management, the sessions promoted
experiential and collaborative learning to support behavioral
and attitudinal change. Future practical research should test
the sessions’ effectiveness and impact on student behavior,
along with efforts to enhance faculty facilitation skills. Lon-
gitudinal and multi-institutional evaluations are warrant-ed
to confirm the transferability, sustainability, and behavioral
outcomes of these sessions in diverse educational contexts.
In addition, faculty development programs that strengthen
facilitation, feedback, and assessment skills are essential to
maximize educational impact and ensure quality implemen-
tation. These efforts are expected to support the national
adoption and institutionalization of patient safety education.
In parallel, the findings from our qualitative analysis indicate
that several barriers must be addressed to ensure sustainable
implementation. Practical solutions to target identified bar-
riers are expected to support the national adoption and insti-
tutionalization of patient safety education.
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Appendix

Session Plan 1: Learning from Everyday Failures

1. Relevant Competencies and Learning Objectives

1.1. Model Core Curriculum for Medical Education (Japan)
- PR-01-02-01: Recognize and act within one’s limitations
- PR-01-02-02: Accept feedback from others appropriately
- LL-01-02-01: Reflect on experiences and identify personal learning needs
- LL-01-02: Career Development
- LL-01-02-02: Care for one’s physical and mental well-being
- LL-02: Health Professional Education
- LL-02-01: Learn collaboratively with peers and colleagues
- LL-02-01-02: Provide appropriate feedback to others
- CS-05-01: Understand and repeatedly apply quality improvement methods in healthcare

1.2. Training Guidelines for General Risk Managers
1. Basic knowledge of patient safety
6. Fostering a safety culture

1.3. Learning Objectives:

- Collaboratively reflect on one's own everyday failure and consider measures to prevent recurrence.

- Understand the significance and organizational impact of reflecting on failure, and think about the role and value of incident
reporting systems.

2. Learning Strategy

2.1. Overview

This session introduces the concept of incident reporting by using everyday non-medical failure experiences as a foundation for
reflection and peer discussion. Through writing and sharing, students develop foundational skills for reporting and learning from
incidents in a healthcare context.

2.2. Session Activities

- Introduction Lecture (10 minutes): Concept and importance of “reflection”; example of incident reporting; instructions for
session activities.

- Activity I: Reflective Writing (15 minutes total): Reflect on and analyze a personal everyday failure experience.

- Activity 2: Pair Sharing and Analysis (15 minutes): Exchange narratives; give/receive feedback; discuss prevention strategies.

- Activity 3: Group Discussion (15 minutes): Reflect on organizational implications of sharing failures; facilitated and recorded.

- Activity 4: Class-wide Sharing (5 minutes)

- Wrap-up and Q&A (10 minutes)

2.3. Facilitators
General risk managers, faculty from the patient safety office, and educators experienced in reflection and incident reporting.

2.4. Duration
90 minutes

2.5. Setting
Lecture hall with tables for group work; tiered seating acceptable

2.6. Target Learners
Primarily pre-clinical undergraduate students; full cohort participation possible

2.7. Materials Needed
Worksheet with 'Fact - Analysis — Prevention'’; collaborative presentation software or poster paper and markers for group work

3. Assessment

3.1. Goals for Achievement

- Reflect on one’s personal failure and collaboratively explore recurrence prevention strategies.

- Consider the meaning of failure reflection and its relevance to the function of incident reporting systems.

3.2. Assessment methods

- Formative Assessment: Peer feedback and discussion contributions recorded by scribes; faculty feedback as needed.

- Summative Assessment (Pass/Fail): Participation essential; teacher observes group work; post-session questionnaire as-
sessed.

- Make-up report and discussion required for absentees or non-participants.
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Session Plan 2: Experiencing the Incident Reporting System

1. Relevant Competencies and Learning Objectives

1.1. Model Core Curriculum for Medical Education (2022 version):

- CS-05: Quality and Patient Safety

- CS-05-05-01: Able to implement basic preventive strategies (e.g., patient identification, double-checking, checklists,
alerts for look-alike/sound-alike medications, fail-safe and foolproof principles).

- CS-05-05-02: Able to share safety-related information (e.g., adverse drug reactions, medical accidents,
prohibited practices, good practices) and analyze it for future use.

1.2. Training Guidelines for General Risk Managers:
2. Building safety management systems
4. Collecting, analyzing, and feeding back safety information
6. Fostering a safety culture

1.3. Learning Objectives:
1. Understand the incident reporting system and gain practical experience using it as a user.
2. Express one's awareness and ideas within a group of health professionals (undergraduate level) and engage in mutual
discussion.

2. Learning Strategy

2.1. Overview

This session allows learners to understand the structure and purpose of incident reporting systems, practice report writing, and
simulate analysis and recurrence prevention strategies. Group discussions foster understanding of how such systems affect per-
sonal practice and organizational learning.

2.2 Session Activities
- Introductory Lecture:
<> Overview of the incident reporting system (origin, structure, format).
- Writing Exercise (individual work and pair feedback):
< Based on a prepared case, learners write a report as if they had experienced the event themselves.
< Emphasis on clarity and factual description.
- Incident Analysis (individual work and group sharing):
< Use a safety analysis framework (e.g., foreseeability, culpability, classification as an incident).
< Identify underlying issues (e.g., medication errors, communication breakdowns).
<> Formulate questions to clarify contributing factors.
- Recurrence Prevention Strategy (group work):
< Select one key issue and propose a prevention strategy.
<> Consider what organizational information must be clarified to design effective measures.
- Group Discussion:
<> Discuss the impact of incident reporting on organizations and individuals.
< Sample discussion questions:
<> How does having or lacking a reporting system affect an organization?
< Should systems vary by facility size?
< How can we close the PDCA cycle with feedback, and what barriers exist?
- Peer Presentations:
< Groups present findings and exchange assessments using a rubric.

2.3. Facilitators
General risk managers, faculty from the patient safety office, and instructors knowledgeable about incident reporting systems.

2.4. Duration
90 minutes for lecture and analysis work; 180 minutes for the full session.

2.5. Setting
Large lecture hall; flat tables preferred but tiered seating acceptable.

2.6. Target Learners
All students in a cohort (as preparatory education or during clinical training).

2.7. Curriculum evaluation
Student surveys: understanding and reflections; tracking how many students submit reports during clinical training.

2.8. Required Resources
Real or simulated incident cases and reporting forms; collaborative presentation software or poster paper and pens for group
work.
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2.9. Assessment

- Attendance and participation in group work required.

- Summative assessment via faculty observation and written reflections.
- Formative assessment includes peer feedback during presentations.

Rubric Example
Rating Excellent Good Pass Fail
Lack hen-
Demonstrates deep reflec- i 'ac $ comprehen
t' th R Shows some reflection Understands content sion or shows un-
ion on the session con-
Description . ) and understanding of the  but lacks significant safe beliefs; disre-
tent, links to professional . ]
s session. reflection. gards format or
responsibilities.
word count.
Criteria Excellent Good Satisfactory Unsatisfactory
Fully respected and clearl Respected, but partiall Insufficient under- Ignored patient
Respect for Patient's Wishes Y resp . ) Y P P Y . g. P
understood patient wishes ~ unclear standing wishes
Clearl derstood and Attempted but Lacked or disrupted
Sensitivity to Family Emotions eary .un erstoodan Some empathy shown . P " 1STup
empathized inadequate empathy

Dialogue Support and Options

Achieved all: asked both
sides, supported dialogue,
adjusted properly

Achieved two

Achieved one

No intention to
mediate

Clarity of Communication

Clear, concise, complex

Mostly clear, some

Basic info, partly

Unclear and

info well explained unclear parts unclear confusing
Effective eye contact, tone,  Positive non-verbal sig-

Non-Verbal Communication Y § Limited effect Poor impression
gestures nals

Emotional Control Calm under stress Generally controlled Sometimes emotional ~ Poor control
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Session Plan 3: Root Cause Analysis (RCA) of Medical Incidents

1. Relevant Competencies and Learning Objectives

1.1. Model Core Curriculum for Medical Education (2022 version):

- CS-05-05-01: Able to implement basic preventive measures (e.g., patient identification, double-checking, checklists, alerts
for look-alike/sound-alike medications, fail-safe/foolproof concepts).

- CS-05-05-02: Able to share safety-related information (e.g., adverse reactions, falls, malpractice, forbidden acts, best prac-
tices) and analyze such events for future improvement.

1.2. General Risk Manager Training Guidelines:
4. Collection and analysis of safety data, feedback, and countermeasure planning
6. Cultivating a safety culture

1.3. Learning Objectives:
- Simulate and practice the Root Cause Analysis (RCA) method for medical incidents.
- Formulate recurrence prevention strategies.

2. Learning Strategy

2.1. Overview

This session is designed for clinical rotation periods, focusing on simulated exercises of RCA and the development of recurrence
prevention strategies. The format assumes a rotation through the patient safety office but may be coordinated with clinical depart-
ments or wards.

RCA is used to identify what happened, why it happened, and how to prevent recurrence. The emphasis is on exploring "how" and
"why," rather than "who" is to blame.

2.2. Session Activities
- Pre-lecture (20 minutes):

< Delivered via on-demand video. Completion of a brief quiz is required for participation.
< Topics: organizational response to incidents, incident reporting systems, contributing factors to accidents,
steps for root cause analysis.
- Case Analysis (2 hours):

- Present incident cases using paper or slides (real or famous, with prior analysis and clear relevance).
< Encourage understanding through visual aids or reenactment videos.
< Conduct analysis using simplified frameworks like the London Protocol or RCA.
- Development of Recurrence Prevention Strategies (1 hour):
< Based on the most relevant and addressable factor(s), propose actionable strategies.
< Define “who will do what by when.”
< Emphasize institutional or procedural solutions over individual responsibility.
- Debriefing and Feedback Session (15 minutes):
< Explain what analysis and strategies were implemented in the actual case.
<> Allow for Q&A

2.3. Example of Analysis Method (Simplified London Protocol)

Timeline Chart: Organize events by person (columns) and time (rows).

Brainstorming Contributing Factors: Each student writes at least 5 factors on sticky notes and posts them.
Categorization and Mapping: Sort notes by theme and map relationships with arrows.

5 Whys Technique (Condensed): Explore root causes up to 3 times for time efficiency.

Strategy Development: Specify concrete actions (“who,” “by when,” “what”).

R R R

Comparison: Present actual RCA findings and countermeasures.

2.4. Facilitators
< General risk managers, faculty in the patient safety office, and clinicians involved in the case (as needed).

2.5. Duration

Half-day session; optional 15-minute pre-learning material.

2.6. Setting
Small-group room during clinical safety rotations; larger rooms or online delivery possible.

2.7. Learners
Students in clinical training; typical group size: 6-8 students; also suitable for large workshops.

2.8. Curriculum evaluation
Student questionnaire; patient safety attitude scale.
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2.9. Required Resources
Incident cases and actual incident reports; sticky notes (20 per person), writing materials; large paper sheets or whiteboard.

2.10. Assessment

- Formative Assessment: Conducted during the exercise by the facilitator, based on analysis depth, use of reasoning, and
strategy feasibility. Comments are recorded.

- Summative Assessment: Final report assessed using a rubric by the rotation supervisor.

Rubric Example

Criteria Excellent Good Fair Poor

Actively offers construc- .
Does not contribute or

. tive suggestions for Contributes relevant Offers general com- .
Participation : . . holds problematic safety
analysis and prevention  suggestions ments only )
. beliefs
strategies
Reflects on lecture con- Fails ¢ ith
ails to engage wi
Report tent, connects to profes-  Shows basic reflection Limited self-reflection 628

. e content or format
sional responsibilities
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Session plan 4. Conflict Management through Mediation

1. Relevant Competencies and Learning Objectives

1.1. Model Core Curriculum for Medical Education (2022 version):

- CS-05-05-01: Able to implement basic preventive measures (e.g., patient identification, double-checking, checklists, alerts for
look-alike/sound-alike medications, fail-safe/foolproof concepts).

- CS-05-05-02: Able to share safety-related information (e.g., adverse reactions, falls, malpractice, forbidden acts, best practices),
and analyze such events for future improvement.

1.2. General Risk Manager Training Guidelines:
- 5.Incident response
- 6. Cultivating a safety culture

1.3. Learning objectives

- Understand conflict management as an approach to effectively resolve interpersonal tension and disagreement and recognize
mediation as a key technique within it.

- Demonstrate basic mediation techniques in simulated clinical or interpersonal scenarios.

2. Learning Strategy

2.1. Overview

Conflicts between healthcare providers and patients/families may arise due to differing values, goals, expectations, and perspectives. Such
conflicts, especially following adverse events, can hinder proper responses. Thus, healthcare providers must understand conflict manage-
ment and mediation.

While this session is ideally suited for students with some clinical knowledge, it is also understandable for those before clinical clerkship.

2.2. Session Activities

A two-period (90 minutes each) session combining lecture with multiple staged role-plays (role-play (RP)). Role-play has been shown to
be effective in developing medical students' communication skills, especially listening skills.

- Introduction (10 minutes): Explain the session's flow.

- RP1: "The Fate of the Orange" (30 minutes)

- Goal: Understand interpersonal conflict and how it can be resolved through dialogue.

- Content: Students form pairs and role-play as siblings fighting over a single orange. With only the
scenario explained, they must choose one of the following actions: A) Give it to the sister B) Give it
to the brother C) Split it in half D) Engage in mutual dialogue

- After the RP, the instructor discusses:

- Conflict management involves understanding each other's interests. Through discussion, it is re-
vealed that the sister wants to make marmalade and the brother wants to make juice.

- They collaborate to use the peel and juice, respectively.

- This illustrates how dialogue reveals interests and builds consensus.

- Lecture (30 minutes)

g Goal: Understand medical conflicts and mediation as a resolution technique.
< Define conflict, explore causes and consequences in healthcare.

< Explain mediation's significance and procedure.

< Conclude with 1-2 quiz questions and immediate discussion.

- RP2: Reception Conflict Due to Scheduling Error

- Groups of six: patient, spouse, child, doctor, mediator, evaluator.

- Goal: Simulate conflict management between a patient and staff.

- Scenario: A patient arrives for an outpatient appointment, but the appointment isn’t in the system.
The patient insists they changed the date a week prior, but records are missing and no one can verify
the miscommunication.

- The patient demands to see their doctor, who is fully booked. The doctor offers to see them last, but
the patient needs an earlier consultation.

- Roles:

»  Patient: Frustrated, insists on being seen quickly
»  Receptionist: Apologetic, seeks to calm and resolve
»  Hospital Staff: Supports communication and mediates

- Task: The hospital staff supports non-judgmental communication and explores collaborative solu-

tions., explores patient needs and possible solutions.

- Wrap-up and Q&A
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< Gather reflection summaries from selected groups.

< Share key points on consensus-building.

< Open Q&A.

2.3. Facilitators

Staff from the Hospital Safety Office (e.g. general risk managers)
Mediators, palliative care team members, etc.

2.4. Duration
180 minutes in total

2.5. Setting
A classroom setting is assumed; however, a layout that facilitates group work is preferable.

2.6. Target Learners

The session is primarily intended for students prior to clinical clerkships, but it can also be implemented in earlier years or during and

after clerkships. Designed as a workshop delivered to an entire cohort.

2.7. Curriculum Evaluation

Student feedback questionnaires

Measures assessing patient safety awareness

2.8. Required Resources

Printed role-play scenarios

Group assignments, prearranged group allocation

3. Assessment

Formative: Conducted during RP by instructors. Feedback focuses on product completeness, reasoning depth, and effectiveness

of solutions. Notes are taken for reference in summative assessment.

Summative: Students self-evaluate RP2 using a rubric and submit a summary. Individual written reflections are collected.

Sample rubric for role-play Assessment

A. Role-play performance

Criteria Excellent Good Fair Poor
Respect for patient Fully respected and clearly Respected patient prefer-  Insufficient under- Ignored patient prefer-
preferences understood the patient’s pref-  ences but some aspects standing of patient ences

erences

were not clearly commu-
nicated

preferences

Consideration of
family emotions

Accurately understood family
emotions and responded em-

Showed consideration
for family emotions but

Attempted to address
family emotions but

Failed to consider family
emotions or aggravated

pathetically empathy was insuffi- responses were inade- ~ them
ciently expressed quate
Facilitation of Achieved all of the following:  Achieved two of the Achieved one of the No intention to mediate

dialogue and - Asked both patient and Excellent criteria Excellent criteria or reconcile differing
generation of family questions and elic- views
options ited perspectives
- Facilitated dialogue based
on their views
- Appropriately mediated
the discussion
Clarity of Provided clear and concise Communicated clearly Delivered basic infor- Explanations were often
communication explanations and conveyed overall but some com- mation but with some  unclear and difficult to
complex information under-  plex information re- lack of clarity understand
standably mained unclear
Non-verbal Effectively used eye contact, Displayed adequate non- ~ Used non-verbal com-  Lack of non-verbal com-
communication tone of voice, and body lan- verbal communication munication but with munication resulting in a
guage and conveyed a positive limited effectiveness negative impression
impression
Emotional Maintained composure and Generally controlled Some emotional con- Unable to regulate emo-
regulation responded appropriately in emotions but occasional  trol but periodic emo-  tions appropriately

stressful situations

emotional responses
were observed

tional reactions oc-
curred
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B.  Written report

Criteria

Excellent

Good

Fair

Poor

Participation

Actively contributed constructive
opinions supporting analysis and

development of preventive
strategies

Provided opinions related
to analysis and preventive
strategies

Expressed opinions
but limited to gen-
eral impressions

Did not express opinions
or demonstrated problem-
atic beliefs regarding
patient safety

Reflection in
report

Demonstrated understanding of

the lecture and workshop,

reflected on personal involvement

and learning, and discussed

professional implications for

future practice

Showed understanding of
the session with some
reflection on learning

Understood the
session but showed
minimal reflection

Did not reflect the session
content, held problematic
patient safety beliefs, or
failed to meet required
format or length
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