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ISO 14971 Compliance
 A Quality Lifecycle Approach 

A lifecycle approach to quality risk management simplifies ISO 14971 compliance and 
helps medical device manufacturers gain a competitive advantage. 

An Introduction to ISO 14971 

Inherently medical devices pose certain risks in their application—whether  
they are to a patient or to other stakeholders. Without a proper framework for 
identifying, analyzing, controlling and evaluating risk, device manufacturers drastically 
increase their exposure to a host of business risks. This includes time-to-market delays, 
inflated quality costs and significant penalties from regulatory bodies. In order to remain 
competitive, manufacturers are forced to make quality risk a top priority and seek ISO 
14971 compliance. 

ISO 14971 was created to address the need for a standard risk management 
framework, designed specifically to meet the requirements of the medical device 
community. Beyond product safety, ISO 14971 provides a broader outline for risk 
management, providing guidance on the processes for managing risks to the patient as 
well as the operator, other persons, other equipment and the environment. This requires 
manufacturers to test the medical device during design and development as well as 
prepare for how quality will be upheld when put to use under various circumstances.  

Easier said than done, ISO 14971 calls for device manufacturers to follow a risk 
management routine spanning the entire lifecycle of a manufacturing process. This 
includes the creation of a process for identifying hazards, evaluating associated risks, 
mitigating risks, and monitoring the value of risk controls. Manufacturers must use 
this same process throughout the product lifecycle to understand and control risks 
as the device matures in the market. Yet the challenge remains that most quality risk 
information is buried in spreadsheets and scattered across departments and silos.  
Few systems exist to capture this knowledge and retain it for future products.

The FDA accepts ISO 14971 as an 
appropriate standard for quality risk 
management for medical device 
manufacturers.  

While the FDA does not demand 
that medical device manufacturers 
comply, they must still display a 
similar framework for managing risk. 

To avoid ambiguity in their 
processes and the associated 
compliance risks, device 
manufacturers should not delay in 
complying with the standard. 

FDA & ISO:



Simplifying ISO 14971 Compliance 

Medical device manufacturers looking for certification frequently experience great 
difficulty implementing the necessary requirements outlined in ISO 14971. Volumes 
of data exists on disconnected systems, in disorganized and static spreadsheet 
applications, in disparate silos of quality records and prevent manufacturers from 
developing the requisite lifecycle approach to quality risk management. 

Without the right solution, manufacturers subject themselves to a diverse set of  
risks—many of which can impair their ability to remain competitive in the market place.  

With its proven enterprise software, content and domain expertise, Sphera helps 
companies strengthen and improve their quality risk processes such as Failure Modes 
and Effects Analysis (FMEA). Sphera solutions enable medical device manufacturers 
to reduce risk management effort by 50%-70% by creating a central knowledge base 
and automating processes. In addition to an integrated lifecycle model that links 
quality from cradle to grave, improves efficiency with FDA compliance and ensures 
communication throughout.  

Sphera provides comprehensive risk management solutions, the essential elements 
of the ISO 14971 Risk Management System:  

Lifecycle approach to the risk management process 
Enables manufacturers to manage risk throughout the entire product lifecycle—linking 
documents such as Voice-of-the-Customer (VoC), Design Input, Validation & Verification, 
Preliminary Hazards Analysis (PrHA), Design FMEA, Process FMEA, Control Plans, and 
post-production data. 

Top management & the risk management process 
Provides real-time visibility into quality risk data, enabling management to participate in 
the quality risk system and ensure timely communication and governance of risk. 

Risk Identification, Analysis, Evaluation & Control 
Enables manufactures to centralize of all their quality risk assessments and related 
documents in a single database and allows for robust searching and reporting across 
all risk analyses for post-market surveillance. Risk-related reports can be easily created, 
showing all phases of the ISO 14971 required risk management process. 

Traceability for Compliance & Completeness 
Allows manufacturers to trace each step in their risk related documentation. Users can 
build required relationships to achieve traceability required by the FDA and under ISO 
guidelines. 

• Clearly define the intended use of  
    the device

• Identify all potential hazards 
    during the design and   
   development process

• Measure the probability and   
    severity of all potential hazards

• Mitigate quality risks to an       
    acceptable level and affirm the  
    acceptability of risk

• Establish processes to monitor  
   products post market

Steps to Compliance 

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.

Engage today with Sphera to improve the execution of  
your risk management program. 


