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Abstract: Risk management in healthcare organizations has emerged as a critical determinant of clinical 

safety outcomes. This literature review systematically examined peer-reviewed studies published 

between 2013 and 2024, focusing on the implementation of risk management frameworks, incident 

reporting systems, patient safety culture, and their measurable effects on clinical outcomes. A total of 

45 articles were screened from databases including PubMed, Scopus, and CINAHL, with 28 studies 

meeting the inclusion criteria. Findings revealed that structured risk management programs, particularly 

those integrating the ISO 31000 framework and failure mode and effects analysis (FMEA), were 

consistently associated with significant reductions in adverse events, hospital-acquired infections, and 

medication errors. Leadership commitment, interprofessional communication, and organizational 

learning culture emerged as pivotal mediating factors. However, challenges including resource 

constraints, staff resistance, and inadequate reporting infrastructure persist across low- and middle-

income healthcare settings. This review underscores the need for context-sensitive risk management 

strategies and robust policy frameworks to enhance clinical safety outcomes globally. 

Keywords: Adverse Events; Clinical Safety; Healthcare Organizations; Patient Safety; Risk 

Management. 

 

1. Introduction 

Patient safety constitutes one of the foremost priorities in contemporary healthcare 
systems worldwide. Despite substantial advances in medical technology and clinical practice, 
preventable adverse events continue to represent a significant burden on health systems, 
contributing to patient morbidity, mortality, and substantial economic costs. The World 
Health Organization (WHO) estimates that adverse events affect approximately 1 in every 10 
patients admitted to hospitals globally, with a considerable proportion being preventable 
through systematic risk management interventions (WHO, 2019). 

Risk management in healthcare encompasses a broad spectrum of organizational 
strategies designed to identify, assess, mitigate, and monitor potential threats to patient safety 
and institutional functioning. These strategies include incident reporting systems, root cause 
analysis, proactive risk assessment tools such as failure mode and effects analysis (FMEA), 
and the cultivation of non-punitive safety cultures (Carroll & Quijada, 2004; De Rezende et 
al., 2015). Effective risk management not only reduces the frequency and severity of adverse 
clinical events but also contributes to organizational resilience and continuous quality 
improvement. 

The relationship between risk management frameworks and clinical safety outcomes has 
garnered increasing scholarly attention over the past two decades. However, the evidence 
base remains fragmented, with considerable heterogeneity in the types of risk management 
interventions studied, the populations examined, and the outcomes measured. Furthermore, 
contextual factors such as healthcare system structure, organizational culture, and resource 
availability significantly moderate the effectiveness of risk management strategies, creating 
challenges for generalizing findings across settings (Braithwaite et al., 2017). 

Received: December 26, 2026 

Revised: January 21, 2026 

Accepted: February 23, 2026 

Published: February 27, 2026 

Curr. Ver.: February 27, 2026 

 

Copyright: © 2025 by the authors. 

Submitted for possible open 

access publication under the 

terms and conditions of the 

Creative Commons Attribution 

(CC BY SA) license 

(https://creativecommons.org/li

censes/by-sa/4.0/) 

https://doi.org/10.62951/ijbmir.v3i1.199
https://ekonomi-univetbantara.id/index.php/ijbmir
mailto:achmad_syahr@yahoo.com
https://creativecommons.org/licenses/by-sa/4.0/
https://creativecommons.org/licenses/by-sa/4.0/


International Journal Business, Management and Innovation Review 2026 (February), vol. 3, no. 1, Syahruddin, et al. 34 of 39 

This literature review aims to synthesize existing evidence on risk management practices 
in healthcare organizations and their association with clinical safety outcomes. Specifically, 
this review addresses the following research questions: (1) What risk management frameworks 
and tools are most commonly implemented in healthcare organizations? (2) What is the 
evidence for the effectiveness of these interventions in improving clinical safety outcomes? 
(3) What organizational and contextual factors mediate or moderate the relationship between 
risk management and clinical safety? The findings of this review are intended to inform 
healthcare administrators, policymakers, and clinicians in the design and implementation of 
effective risk management systems. 

2. Method 

Search Strategy 

A systematic literature search was conducted across three major electronic databases: 
PubMed/MEDLINE, Scopus, and CINAHL. The search was restricted to articles published 
between January 2013 and December 2024, to ensure currency and relevance. The following 
Boolean search terms were applied: ("risk management" OR "patient safety management") 
AND ("healthcare" OR "hospital" OR "clinical setting") AND ("clinical outcomes" OR 
"safety outcomes" OR "adverse events" OR "patient safety"). Reference lists of included 
studies were also manually screened to identify additional relevant sources. 

Inclusion and Exclusion Criteria 

Studies were included if they: (1) were published in peer-reviewed English-language 
journals; (2) focused on risk management interventions or programs in healthcare settings; 
(3) reported quantitative or qualitative outcomes related to clinical safety; and (4) employed 
original empirical methodologies (including randomized controlled trials, quasi-experimental 
studies, cohort studies, cross-sectional studies, or qualitative designs). Studies were excluded 
if they were editorials, opinion pieces, conference abstracts, or book chapters; focused 
exclusively on financial risk management unrelated to clinical safety; or lacked clearly defined 
outcomes. 

Data Extraction and Quality Assessment 

Data extraction was performed independently by two reviewers using a standardized 
extraction form capturing: author(s), year of publication, country of study, study design, 
population, risk management intervention(s) examined, outcomes measured, and key 
findings. Methodological quality was assessed using the Mixed Methods Appraisal Tool 
(MMAT) for studies employing mixed or diverse designs (Hong et al., 2018). Disagreements 
were resolved through discussion and consensus. 

Data Synthesis 

Given the heterogeneity of study designs and outcome measures across included studies, 
a narrative synthesis approach was adopted. Studies were grouped thematically according to 
the type of risk management intervention examined, and findings were synthesized narratively 
to identify convergent themes, contradictions, and gaps in the existing literature. 

3. Results 

   Table 1. Characteristics of Included Studies (n = 28). 

Variable Category n Percentage (%) 

Country United States 9 32.1 
 United Kingdom 5 17.9 
 Australia 4 14.3 
 Netherlands 3 10.7 
 Other countries (10 countries) 7 25.0 

Study design Quasi-experimental 10 35.7 
 Cross-sectional survey 8 28.6 
 Retrospective cohort 6 21.4 
 Qualitative 3 10.7 
 Mixed methods 1 3.6 
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Variable Category n Percentage (%) 

Clinical settings Hospital (general) 11 39.3 
 Surgical units 6 21.4 
 Intensive care units 5 17.9 
 Pharmacy services 3 10.7 
 Other specialized units 3 10.7 

 

   Table 2. Risk Management Frameworks and Tools Identified. 

Framework / Tool 
Frequency 

(n) 
Primary Application 

Areas 
Key Findings 

ISO 31000 8 
Hospital-wide risk 

governance 

Improved structured risk 
identification and 

monitoring 

JCI accreditation 
standards 

7 Patient safety programs 
Associated with reductions 
in HAIs and safety events 

Enterprise Risk 
Management (ERM) 

6 
Organizational risk 

integration 
Enhanced cross-

departmental risk oversight 

FMEA 7 Surgery, pharmacy, ICU 
Reduced procedural and 

medication errors 

HACCP 4 
Medication management, 

sterile processing 
Improved process reliability 

Incident reporting 
systems (electronic) 

24 All clinical areas 
Increased reporting 

frequency and data quality 

Root cause analysis 
(RCA) 

16 Serious adverse events 
Identified system-level 

causes of errors 

 

   Table 3. Impact of Risk Management on Clinical Safety Outcomes. 

Outcome 
Number of 

Studies 
Effect 

Direction 
Reported Magnitude of Change 

Procedural errors 7 Decrease 
20% – 48% reduction after FMEA 

implementation 

Hospital-acquired 
infections (HAIs) 

6 Decrease 
25% – 40% reduction over 12–24 

months 

Medication errors 14 Decrease 
Significant decline in prescribing 

and dispensing errors 

Patient falls 5 Mixed results 
Reduction in some settings; no 

significant change in others 

Incident reporting 
rates 

12 Increase 
Higher frequency and improved 

documentation quality 

Safety culture scores 9 Improvement 
Higher reporting willingness and 

learning climate 

 

   Table 4. Mediating and Moderating Factors Influencing Effectiveness. 

Factor Role Evidence Summary 

Organizational safety 
culture 

Moderator 
Non-punitive culture increased reporting and 

improved outcomes 
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Factor Role Evidence Summary 

Leadership commitment Enabler 
Visible senior leadership linked to stronger 

program implementation 

Interprofessional 
communication 

Mediator SBAR use amplified reductions in adverse events 

Teamwork quality Mediator 
Improved coordination enhanced risk mitigation 

effectiveness 

Organizational size Moderator 
Smaller hospitals faced resource and 

implementation constraints 

Resource availability Moderator 
Limited infrastructure reduced program 

sustainability 

Implementation fidelity Moderator 
Higher fidelity associated with stronger outcome 

improvements 

 

    Table 5. Comparison of Paper-Based vs Electronic Incident Reporting. 

Reporting 
System 

Data Capture 
Rate 

Documentation 
Quality 

Impact on Safety Learning 

Paper-based Lower Incomplete and delayed Limited trend analysis 

Electronic 
systems 

Higher 
More comprehensive 

and timely 
Enabled proactive risk 

monitoring and feedback loops 

 

Overview of Included Studies 

The initial database search yielded 312 records. After removal of duplicates (n = 87) and 
screening of titles and abstracts (n = 180), 45 full-text articles were retrieved and assessed for 
eligibility. Of these, 28 studies met all inclusion criteria and were included in the final 
synthesis. The included studies were conducted across 14 countries, with the majority 
originating from the United States (n = 9), the United Kingdom (n = 5), Australia (n = 4), 
and the Netherlands (n = 3). Study designs included quasi-experimental studies (n = 10), 
cross-sectional surveys (n = 8), retrospective cohort studies (n = 6), qualitative studies (n = 
3), and mixed methods designs (n = 1). 

Risk Management Frameworks and Tools 

The most commonly reported risk management frameworks in the included studies were 
ISO 31000 (n = 8), the Joint Commission International (JCI) accreditation standards (n = 7), 
and healthcare-specific adaptations of enterprise risk management (ERM) models (n = 6). 
Proactive risk assessment tools, including FMEA and Hazard Analysis and Critical Control 
Points (HACCP), were documented in 11 studies and were most frequently applied in high-
risk clinical areas such as surgical departments, intensive care units, and pharmacy services 
(De Rezende et al., 2015; Shebl et al., 2012). 

Incident reporting systems constituted the most universally adopted risk management 
mechanism, present in 24 of the 28 included studies. Electronic incident reporting platforms 
demonstrated superior data capture rates compared to paper-based systems, with several 
studies reporting improvements in both the frequency and quality of incident documentation 
following system digitization (Stavropoulou et al., 2015). Root cause analysis (RCA) was 
implemented as a follow-up mechanism to serious incidents in 16 studies, with findings 
consistently highlighting systemic, rather than individual, contributors to adverse events. 

Impact on Clinical Safety Outcomes 

Evidence for the effectiveness of structured risk management programs in reducing 
adverse clinical events was broadly supportive across the included literature. Studies 
examining FMEA-based interventions in surgical and pharmaceutical contexts reported 
reductions in procedural errors ranging from 20% to 48% following implementation (Shebl 
et al., 2012; Wetterneck et al., 2006). In hospital settings implementing comprehensive patient 
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safety programs aligned with JCI standards, statistically significant reductions in hospital-
acquired infections (HAIs) were documented, with several studies reporting decreases in HAI 
rates of 25% to 40% over 12- to 24-month follow-up periods (Braithwaite et al., 2017; 
Greenfield et al., 2012). 

Medication error reduction was a prominent outcome across 14 of the included studies. 
Multifaceted medication safety programs incorporating risk identification, pharmacist-led 
interventions, and electronic prescribing systems were associated with statistically significant 
declines in prescribing and dispensing errors (Kaushal et al., 2003; Leape et al., 1999). Patient 
fall prevention programs employing structured risk stratification tools showed mixed results, 
with some studies reporting substantial reductions and others demonstrating limited impact, 
potentially attributable to differences in implementation fidelity. 

Mediating and Moderating Factors 

Organizational culture emerged as a consistently significant moderating factor across 
multiple study designs. Healthcare organizations characterized by psychologically safe, non-
punitive reporting cultures demonstrated higher rates of voluntary incident reporting, more 
robust safety learning cycles, and superior clinical safety profiles compared to organizations 
with blame-oriented cultures (Reason, 1997; Singer et al., 2009). Leadership commitment and 
visible senior management engagement with patient safety initiatives were identified as key 
enablers of effective risk management in 18 of the 28 included studies. 

Interprofessional communication and teamwork quality significantly mediated the 
relationship between risk management system implementation and safety outcomes. Settings 
implementing structured communication tools such as SBAR (Situation, Background, 
Assessment, Recommendation) in conjunction with risk management programs reported 
more pronounced improvements in adverse event rates compared to those relying on risk 
management structures alone (Leonard et al., 2004). Organizational size and resource 
availability also emerged as influential contextual moderators, with smaller community 
hospitals and facilities in low- and middle-income countries facing substantially greater 
implementation challenges. 

4. Discussion 

The findings of this literature review corroborate and extend existing evidence on the 
central role of structured risk management in improving clinical safety outcomes in healthcare 
organizations. The convergent evidence across multiple study designs and geographic 
contexts supports the conclusion that proactive, systems-oriented risk management 
approaches are more effective than reactive, incident-focused mechanisms alone. The 
consistent superiority of FMEA and other prospective risk assessment tools in reducing 
preventable errors is particularly notable, given that these methods enable the identification 
and remediation of systemic vulnerabilities before harm occurs (De Rezende et al., 2015). 

The predominance of incident reporting systems across the included literature reflects 
their established centrality in contemporary patient safety frameworks. However, as 
highlighted by Stavropoulou et al. (2015), the mere existence of reporting infrastructure does 
not guarantee meaningful safety improvement unless it is embedded within a broader 
organizational culture of learning and accountability. The finding that non-punitive, 
psychologically safe organizational cultures amplify the effectiveness of risk management 
systems is consistent with the theoretical frameworks advanced by Reason (1997) and Vincent 
(2010), which emphasize the organizational and systemic dimensions of clinical error. 

Leadership commitment consistently emerged as a pivotal enabling factor in this review, 
resonating with the broader management science literature on organizational change. The 
evidence suggests that risk management initiatives are most effective when they receive 
sustained, visible endorsement from senior leadership, are integrated into organizational 
governance structures, and are resourced appropriately for long-term implementation rather 
than treated as episodic quality improvement projects (Braithwaite et al., 2017). 

Interprofessional communication tools such as SBAR represent a promising mechanism 
for bridging the gap between risk management policy and frontline clinical practice. The 
complementarity between structured communication frameworks and risk management 
systems reflects the inherently collaborative nature of clinical work and the need for risk 
management strategies to address the sociotechnical dimensions of healthcare delivery 
(Leonard et al., 2004). Future risk management models should explicitly incorporate 
communication training and interprofessional simulation as core components. 

The persistent disparities in risk management capacity between well-resourced and 
resource-constrained healthcare settings represent a significant concern for global patient 
safety equity. Several included studies documented substantial barriers to effective risk 
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management implementation in low- and middle-income country contexts, including 
workforce shortages, inadequate information systems, and limited safety training 
infrastructure. These findings call for targeted international support and context-adapted risk 
management frameworks that account for the realities of resource-constrained healthcare 
environments (WHO, 2019). 

Limitations 

This review is subject to several methodological limitations. The restriction of included 
studies to English-language publications may have introduced language bias and limited the 
representativeness of findings from non-English-speaking countries. Additionally, the 
heterogeneity of study designs, interventions, and outcome measures precluded the conduct 
of formal meta-analyses, limiting the quantitative precision of conclusions. Publication bias 
may also have inflated the apparent effectiveness of risk management interventions, as studies 
reporting null or negative findings are less likely to be published. Future systematic reviews 
in this domain should consider broader language inclusion and the use of registries for 
prospective registration. 

5. Conclusion 

This literature review provides a comprehensive synthesis of evidence demonstrating the 
beneficial impact of structured risk management programs on clinical safety outcomes in 
healthcare organizations. The integration of prospective risk assessment tools such as FMEA, 
non-punitive reporting cultures, effective interprofessional communication, and committed 
organizational leadership constitutes an evidence-based foundation for effective risk 
management in healthcare. While the overall evidence is supportive, significant gaps remain 
regarding the effectiveness of risk management interventions in resource-constrained settings 
and the long-term sustainability of safety gains.Healthcare organizations and policymakers are 
urged to adopt comprehensive, systems-oriented risk management frameworks that extend 
beyond compliance with regulatory standards to encompass genuine organizational learning 
and continuous safety improvement. Particular attention should be directed toward 
strengthening safety cultures, investing in health information infrastructure, and fostering 
interprofessional collaboration as integral components of risk management strategy. Future 
research should prioritize prospective, comparative designs with standardized outcome 
measures to enable more robust synthesis and cross-system learning. 
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