
FMEA-Pro®

Minimize Quality Risk

Why is FMEA-Pro like the human brain?

Why is FMEA-Pro the right tool for the job?

How does FMEA-Pro make your risk assessments easy?

Scientists have discovered that as humans learn new things, the brain creates new pathways 

and connections and those same pathways are re-enforced the more they are used, thereby 

making them stronger and faster. 

FMEA-Pro is a quality risk assessment software that has similar characteristics. As engineers 

and experts use FMEA-Pro, they build a knowledge base for failure modes, causes and 

effects - by the 5th or 6th use, customers have reported a 65% efficiency gain, saving time 

and improving on data integrity. The more FMEA-Pro is used the better it gets at 

recommendation management and supporting the creation of new risk assessments.

Using common spreadsheet software to create FMEAs and other types of quality risk 

assessments leads to very complex documents which are difficult and time consuming to 

create and then maintain. 

FMEA-Pro offers capabilities that are designed for purpose. For instance, the software 

supports one to many relationships so that you can easily create multiple consequences 

per cause, or quickly drag and drop elements and all associated information from one node 

to another. This means that you save time, effort, and reduce complexity in creating your 

FMEAs - and more importantly you can focus on your primary purpose of improving quality 

and avoiding recalls rather than re-formatting data. 

Companies can recover the cost of FMEA-Pro in as little as one study

FMEA-Pro, the leading Failure Mode and Effects Analysis software solution, provides consistency with quality risk assessments. 

FMEA-Pro helps organizations with quality, risk and reliability programs based on company or industry standards and guidelines. Used 

across industries such as automotive, electronics, manufacturing and medical devices.

Engineers and other specialists can spend as much as 50% of their workday searching 

for information - this puts a definite drag on productivity. 

FMEA-Pro makes for ‘easy input’ and ‘easy output’. It is quick to learn and use with little 

or no training, adoption rates are high throughout our customer base as FMEA-Pro has a 

similar look and feel to standard Windows® software. FMEA-Pro makes it easy to input 

failure modes, effects, causes and other quality characteristics. Information is then 

readily accessible to view and share through built in reporting functionality or supported 

export formats such as HTML, PDF, MS Word and MS Excel. 

www.sphera.com

65% Study

reduction time

Applying best practices 

from historical data

90% Report

reduction time

Generating reports 

and analysis

78% More

cost effective

Conducting FMEA 

studies

 


*Times and costs are based on Sphera estimates.  Actual numbers may vary.
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FMEA-Pro® 
Minimize Risk Exposure
BETTER ANALYZE PRODUCT DESIGNS AND MANUFACTURING PROCESSES, 
DRAMATICALLY SHORTEN ASSESSMENT TIME, AND PREVENT FAILURES  
FROM HAPPENING IN THE FIRST PLACE

Sphera FMEA-Pro, a leading Failure Mode and Effects Analysis software solution, 
provides consistency with quality risk assessments and assists with compliance with 
industry and company standards. 

Challenges of Quality Planning

Companies need to conduct an efficient and thorough quality planning process in order 
to remain competitive. Even with the best strategies in place you can run into a number 
of significant challenges with serious implications such as: 

•Difficulty coordinating risk analyses for cross-functional and multi-disciplinary
teams, resulting in costly mistakes.

•Inadequate, improper, and inconsistent failure analyses that result in lower quality
products, possible recalls, damage to reputation and liability costs.

•Inability to retain critical engineering knowledge that results in repeat
issues and costly re-work.

Why FMEA-Pro? 

Organizations that use first generation software tools for risk analyses get inundated 
with enormous and cumbersome documentation over time, causing them to react to 
random variations in the manufacturing process. 

FMEA-Pro offers a user-friendly, flexible, and knowledge-based solution that has evolved 
through extensive commercial use over the last decade to meet the requirements at 
many of the world’s largest companies. It is a proven technology, with preformatted 
standard FMEA templates and a myriad of features that are user-friendly and intuitive.

“We reviewed other solutions, but the Sphera solution proved to have the most 
configurable libraries, drove actions more efficiently and allowed us to save a great 

amount of time. The best way for us to tell that the solution is working is when a 
problem doesn’t occur.”    – Global Manufacturer

REGULATORY COMPLIANCE

FMEA-Pro helps organizations 
with quality, risk and reliability 
programs based on company 
or industry standards and 
guidelines including:

• SAE J1739, ARP 5580,

• IEC 60812

• ISO 9001, ISO 16949,

• ISO 26262

• APQP 4th Edition

• Reliability  Centered
Maintenance (RCM) II

• MIL STD 1629A, 8820
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Knowledge Base 
FMEA-Pro comes equipped with valuable professional libraries to help you generate new 
ideas more easily, and enter information quickly and efficiently in your assessments. 
The software also includes built in and fully configurable risk ranking scales. Past 
assessments can be reused to retain valuable corporate knowledge and ensure that 
engineering expertise is retained and accessible, including past failure modes. FMEA-
Pro supports a large range of risk assessment techniques such as: Failure Mode and 
Effects Criticality Analysis (FMECA); Control Plans, Design Verification Planning and 
Reporting (DVP&R), Gage Plans; Process Mapping, Process Flow Charts; FMEA-based 
Reliability Centered Maintenance. 

Data Management & Transparency

Data-linking features reduce the amount of time and effort required to finish a project 
by connecting the process flow chart, the FMEA, and the control plans of your quality 
plan. FMEA-Pro gives you an unrepeated list of your recommendations in a separate, 
pre-formatted table with references hyperlinked back to the worksheets. This tracking 
and management of recommendations allows you to record and track progress, while 
the advanced professional reporting features preformatted print reports and auditing 
tools give you improved visibility into process operations. These capabilities allow you 
to share your information in a variety of formats for easy and controlled access by both 
internal and external customers.

www.sphera.com 
For more information contact us at: sphera.com/contact-us/

ABOUT Sphera Solutions  
For more than 30 years, Sphera has been committed to creating a safer, more sustainable and productive world by advancing operational excellence.  
Sphera is the largest global provider of Operational Excellence software and information services with a focus on Environmental Health & Safety (EH&S),  
Operational Risk and Product Stewardship. The Chicago-based company serves more than 2,500 customers and over 1 million individual users across  
70 countries. Sphera is a portfolio company of Genstar Capital, a leading middle-market private equity firm focused on the software, industrial technology, 
financial services and healthcare industries.

Industry-leading Features

EXTENSIVE CAPABILITIES

• Enhanced Release
Management

• Criticality Matrix

• Recommendations Manager

• Dynamic link of diagrams
with worksheet

• Professional reports
exportable in HTML, MS
Word, MS Excel

• International support such
as multi-language and right
to left data entry

• Enhanced Autotype and
Copy features

Dependency Matrix - helps to create matrix sheets that expance your capabilities to 
include new types of risk assessment techniques. 

Conditional Data Mirroring - allows automatic timing mirroring of data across sheets 
eliminating the need for you to repeat data entry in multiple worksheets. 

Pre-formatted Templates - saves time in creating templates. 

Comprehensive Libraries - enables you to shorten study time and leverage best 
practices. 

Enhanced Change Tracking - ensures integrity of change management. 

Structure List - increases flexibility to cread ad hoc breakdown structures via 
indentation in the rows. 

Security - improves security with double authentication feature and ability to use 
Windows Authentication and LDAP to assign access rights. 

Multi Language Support - allows for more effective collaboration - English, French, 
German, panish, Portuguese, Japanese, Chinese (Simplified), Korean
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Manufacturing Industry 

Case Study 

Appliance Manufacturer Uses  

Quality Risk Management to Improve 

Washing Machine Designs 

A $4.5B consumer appliance manufacturer with 23,000 employees 

worldwide had numerous challenges.  In order to face increasing 

global competition, they developed a strategy that centered on 

research and development and a culture of innovation. This strategy 

is not about innovating for the sake of innovation; it is about 

producing useful technology that will fulfill the needs of their clients 

and the final consumers.  

In order to preserve quality from product conception through to 

manufacturing, post-market upgrades and productivity changes, 

they were performing Failure Mode and Effects Analysis (FMEA) that 

helped them reduce errors throughout the product lifecycle. FMEAs 

are designed to show manufacturers where product quality and 

reliability could suffer, allowing them to fix these errors early in the 

development process. The Lean Six Sigma Leader managed this 

endeavor, beginning with their popular line of washing machines.

FMEAs allowed them to design out defects earlier in the production 

process, but required many man-hours of calculation and formatting 

in order to produce a report using standard spreadsheet software. 

The Sphera software solution, FMEA-Pro®, provided a way for them 

to continue to conduct FMEAs on their products while providing 

employees with an easy user interface to complete their 

assessments. 

FMEA-Pro is helping them maintain and enhance the company’s 

diligent quality standards. With FMEA-Pro, they are able to optimize 

quality, productivity and safety, while providing an effective way to 

review the complete product design process and ensure that it 

exceeds industry standards. Through this approach, they are taking 

a proactive stance on quality improvement, which will ultimately 

limit the potential for failure. 

CHALLENGE 

 Support R&D and innovation strategy to fulfill

the needs of their customers

 Increase the efficiency of creating FMEAs for

their products and eliminate manual

spreadsheets

 Uphold high quality standards and reduce the

risks of product recalls

 Ensure adherence to industry, company and

customer quality standards

 Extensive calculating and formatting in order

to produce a report using standard

spreadsheet software

SOLUTION 

Quality Risk Management 

 Failure Mode and Effects Analysis (FMEA)

RESULTS 

 Supported their R&D process by more

accurately analyzing product designs and

manufacturing processes

 Provided a way to continue to conduct FMEAs

on appliances while providing employees with

an easy user interface to complete their

assessments in a fraction of the time

 Optimized quality, productivity and safety,

while providing an effective way to review the

complete product design process and ensure

that it exceeds industry standards

Appliance 

Manufacturer 



Appliance Manufacturer Improves Product Quality with FMEA-Pro
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“Maintaining quality is the core of our business as we 

are only as reliable as the products we produce,” said 

the Lean Six Sigma Leader. “Prior to using FMEA-Pro 

we were operating from manual spreadsheets, which 

proved to be a tremendous time waster. We reviewed 

other vendors’ solutions, but the FMEA-Pro software 

proved to have the most configurable libraries, drove 

actions more efficiently and allowed us to save a great 

amount of time. 

The best way for us to tell that the solution is working, 

is when a problem doesn’t occur. FMEA-Pro provides 

product reliability and organizes the implementation of 

our corporate-wide quality, risk and reliability programs 

based on our standards, which are driven by both our 

customers and industry alike.”  

The software gives them the ability to more accurately 

analyze product designs and manufacturing processes. 

It also increases the amount of studies the company 

can conduct in a fraction of the time it used to take, 

ultimately preventing unnecessary product failures. 

Reducing Failures and Increasing Satisfaction 

Quality goals cannot be considered achieved if the 

developed products do not comply with the technical 

specifications and regulations that each market 

imposes. 

The company concerns itself with the compliance of all 

the requirements for each country it markets its 

products. FMEA-Pro is able to be configured to any 

template needed according to the company, industry or 

individual country’s requirements. Companies can 

incorporate their unique quality programs, which is part 

of their competitive advantage. Users of the software 

can then share information across the value chain so 

that defects are designed out, products are produced 

according to specifications and scraps and returns are 

reduced.  The software provides a Windows® interface 

that improves adoption, while including powerful 

reporting capabilities that allow the manufacturer to 

see its highest potential risks in real-time. 

Supports Innovation and Growth 

The FMEA-Pro software is designed to keep pace with 

the company’s rapid business growth. The rapid 

change that comes with a project implementation 

required a well optimized solution that could easily 

enable access to historical information and provide 

real-time analysis and evaluation. After evaluating 

other products, FMEA-Pro proved to be the only product 

that was flexible and broad enough to link all of their 

design data with their manufacturing data. 

With the company’s focus on innovation, the software 

will assist the company in developing a comprehensive 

reporting grid that will help generate new ideas and 

allow users to quickly enter information and edits into 

the grid. Through enhanced quality, the manufacturer 

will maintain its stellar reputation in the white goods 

manufacturing market. 

The company has been operating for more than 60 

years, and its quality programs are something that it 

takes immense pride in. It has now taken the steps to 

further ensure quality for generations to come. The 

company is now poised to more rapidly expand its 

global market share and produce more reliable 

products faster, and at less cost than its competition.

We reviewed other vendors’ solutions, 

but FMEA-Pro proved to have the most 

configurable libraries, drove actions 

more efficiently and allowed us to save a 

great amount of time. The best way for 

us to tell that the solution is working, is 

when a problem doesn’t occur.” 

Lean Six Sigma Leader 




