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INTRODUCTION: -

Modern healthcare systems are more complex than ever.

From the expansion of specialized treatments to the integration
of advanced technologies, hospitals face a growing number of
interconnected risks that can affect patient outcomes, staff
efficiency, and regulatory compliance. In this environment,
proactive risk mitigation is vital.

One of the most effective procedures for managing and
mitigating risks before they lead to adverse events is Failure
Modes and Effects Analysis (FMEA). Used widely across a
variety of industries, FMEA has become a cornerstone of
Quality and patient safety programs in hospitals.

The Joint Commission mandates that accredited hospitals
conduct a proactive risk assessment, such as FMEA, at
least every 18 months, but the benefits extend well beyond
regulatory compliance.

In this eBook, we explore:

« How FMEA fits into the healthcare landscape
O - Traditional challenges of executing it effectively

« How Vastian enables hospitals to modernize the FMEA process to drive Quality

accountability, and better patient outcomes

 vastian 02



 vastian

.‘yf?_*

UNDERSTANDING FMEA IN THE HEALTHCARE CONTEXT

FMEA IS A STRUCTURED METHOD USED TO IDENTIFY
POTENTIAL PROCESS FAILURES BEFORE THEY OCCUR.

It involves analyzing a specific hospital process to assess potential points of failure,
evaluating their likelihood and the severity of the consequences.' Each potential
failure is scored to prioritize action. This predictive approach allows hospitals to
mitigate risks early, enhancing both patient safety and operational efficiency.

According to the Agency for Healthcare Research and Quality, proactive risk
assessments like FMEA help organizations avoid preventable harm and are central
to building a culture of safety.? While The Joint Commission requires hospitals to
complete an FMEA every 18 months, integrating it as a routine component of safety
efforts yields continuous value.

FMEA offers several critical benefits.
It helps identify hazards before they affect patients
Enables hospitals to understand and address system vulnerabilities in advance
Contributes to cost control by reducing adverse events
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HIGH-RISK AREAS IN HOSPITALS ARE
ESPECIALLY SUITABLE FOR FMEA.

These include processes such as:
@ Medication administration
@ Surgical procedures
@ Telemetry monitoring and clinical alarms
Q Patient transitions of care

Consider the medication administration process.

A breakdown in verifying patient identity or accurate dosage
can result in adverse drug events, that cause approximately
1.5 million emergency department visits and 500,000
hospitalizations in the United States annually.*

In such cases, a proactive FMEA can prevent serious

harm by uncovering risks early and instituting controls. In
contrast, reactive responses often come too late and incur
significantly higher costs.
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THE TRADITIONAL PROCESS
AND ITS CHALLENGES

Traditionally, hospitals conduct FMEAs using a manual,
multi-step approach. A multidisciplinary team is first
assembled to select and analyze the targeted process.
They identify and map out each step of the process,
then determine where and how failures might occur.

Each potential failure is scored based on severity, how
often it might happen, and the likelihood of detecting
it before it causes harm. The team then develops and
implements an action plan and monitors outcomes
over time.
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THE TRADITIONAL PROCESS
AND ITS CHALLENGES

While this approach is thorough, it can be highly labor-intensive
and slow to yield actionable results.

Hospitals often face common challenges when it comes to FMEA:

Time-Intensive:

Conducting and documenting the FMEA process manually

takes significant time.

Disjointed Systems:

Teams often pull information from multiple, disconnected

platforms.

Siloed Collaboration:

Lack of real-time collaboration slows down consensus-

building.

Limited Accountability:

Without assigned task owners, action plans may stall.

Minimal Follow-Through:
Manual tracking makes it hard to monitor progress or
ensure lasting change.

These pain points can significantly reduce the overall impact of the FMEA process and turn what should be a proactive safety measure into

a mere compliance exercise.

 vastian

06



MODERNIZING FMEA WITH TECHNOLOGY

Digital platforms are transforming how hospitals conduct FMEA

by offering centralized, automated solutions that streamline and
enhance the process. These platforms allow healthcare organizations
to facilitate FMEAs more efficiently, using real-time insights from
integrated systems. They also standardize workflows through built-in
templates that align with regulatory expectations.

Collaboration is enhanced as teams can contribute in real-time,
regardless of location, and results are easier to track and report as
a result of automatically generated audit trails and performance
summaries.

This technology-driven approach ensures that FMEA serves not just

as a tool for compliance, but as a powerful engine for continuous
Quality improvement.

© vastian
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VASTIAN APPIL

VASTIAN ROUNDING

HOW VASTIAN
ENHANCES FMEA
IN HOSPITALS

Vastian offers a modern, scalable solution
that automates the FMEA process

within its APPIL (Action Planning,
Performance Improvement, And Long-Term
Effectiveness) application, that seamlessly
integrates with Vastian Readiness.

This ensures that each FMEA conducted is

captured, archived, and aligned with survey
and accreditation requirements.
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HOW VASTIAN
ENHANCES FMEA
IN HOSPITALS

Key features of the Vastian platform
driving FMEA workflows include:

With digital infrastructure in place,
hospitals can transform the FMEA
process from a cumbersome obligation
into a strategic advantage that enhances
both patient safety and operational
efficiency.

Q© vastian

Automated FMEA Template

Vastian streamlines the FMEA process by offering a pre-designed FMEA
template. The application provides the ability to assign process or
improvement owners, assign tasks and digitally track progress toward
completion.

Real-Time Collaboration Tools

With built-in collaboration features, multidisciplinary teams can
contribute to FMEA activities in real time. Whether they’re identifying
process steps, analyzing potential failure points, or assigning corrective
actions, staff can stay aligned and up to date, no matter their location.

Integrated Data and Reporting

Vastian's solution brings together data from across systems to inform
and enrich the FMEA process. Users can generate reports that provide
actionable insights into high-risk processes or key performance
indicators, trend analyses, and evidence of risk mitigation efforts—all
critical for Quality improvement initiatives and regulatory readiness.

Audit Trails and Compliance Tracking
Every action taken within the FMEA workflow is logged through
a transparent audit trail, enabling organizations to demonstrate

accountability and compliance. This feature supports regulatory reporting

and internal reviews, reinforcing a culture of safety and continuous
improvement.
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BEYOND COMPLIANCE:
FMEA AS A CULTURE DRIVER

At its core, FMEA is a powerful tool for fostering a culture of
transparency, accountability, and continuous improvement.
Vastian supports this transformation by embedding action
plans directly into workflow systems and designating clear task
owners responsible for follow-through. Dashboards provide
visibility into progress over time, reinforcing a results-driven
culture.
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This deep integration positions FMEA as a foundational
element of a hospital’s Quality Assessment and Performance
Improvement (QAPI) program. Hospitals can use insights from
FMEA not just to meet compliance requirements but to inform
strategic planning, prioritize resources, and anticipate potential
issues before they lead to delays or harm.

The result is a highly reliable hospital environment better
equipped for sustained improvement.
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TRANSFORMING FROM REACTIVE
TO PROACTIVE

FMEA is more than a regulatory requirement;

it's a vital tool in the modern hospital’'s Quality
improvement arsenal. When conducted effectively,
FMEA can reveal system vulnerabilities, improve
patient safety, and streamline hospital operations.
However, traditional manual methods fall short in
today’s fast-paced, data-driven environment.

READY TO TAKE THE NEXT STEP?

Technology and automation are key to unlocking
the full potential of FMEA. By automating the
process, hospitals gain efficiency, transparency, See how Vastian APPIL can modernize your approach
and scalability, all of which are essential for high to Quality and Performance Improvement.
reliability organizations. Vastian stands ready as

a partner to support this evolution, equipping
hospitals with the tools they need to transform risk
management from reactive to proactive.

Visit Vastian.com
or call (877) 776-8460 to request
a personalized demonstration.

BOOKA DEMO
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https://www.vastian.com/
https://www.vastian.com/book-a-demo
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