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ISO 14971 Compliance within 30 days!  
 

 

With EZ Risk aŀƴŀƎŜƳŜƴǘϰ  

You Can Achieve ISO 14971 Compliance in Less Than 30 days. 

 

Do it yourself or, if you need help, read below about our unique ISO 14971 Boot Camp. 

 

ISO 14971   

Compliance  
  
  
  
  
  
  
 

  
         EZ Risk Management 
 

 

This Guide contains: 

 A short overview of ISO 14971 

 A brief explanation of how 9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ helps you quickly and easily 
implements the standard 

 Simple EZ Risk Management DEMO  installation instructions 

 A quick tutorial on how to use the demo program   

 

 

 

This demo program allows you to use 9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ for up to 30 days. 

You can purchase the full-blown version any time you wish, but 

a 20% discount applies if you buy before the evaluation period expires. 

Potential 
Hazards

Causes

Risk 
Controls

Reports
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Worried about implementing  ISO 14971? 
 

You should be. 

ISO 14971:2007 Medical devices ς Application of risk management to medical devices is the only 

international standard for risk management for medical devices, including in vitro diagnostic (IVD) 

medical devices.   

This standard is formally recognized by: 

 United States Food and drug Administration (FDA) 

 European Union 

 Health Canada 

  Japan 

 Australia  
 

All aspects of medical device design and manufacturing are subject to risk management. This includes 

mechanical, electronic, microprocessor, software and disposable product and manufacturing processes  

The FDA requires risk management  
 

 ¢ƘŜ C5!Ωǎ vǳŀƭƛǘȅ {ȅǎǘŜƳ wŜƎǳƭŀǘƛƻƴ όнм /Cw tŀǊǘ унлύ ǎǇŜŎƛŦƛŜǎ ǘƘŀǘ ŘŜǎƛƎƴ 
validation include risk analysis.  

 TƘŜ C5! wŜǾƛŜǿŜǊΩǎ DǳƛŘŜƭƛƴŜ mandates that a hazard analysis be completed and 
included for the approval of 510(k) submissions. 

 The FDA accepts ISO 14971 as an acceptable risk management model 

ISO requires risk management  
 

 ISO 13485 Medical devices ς Quality management systems ς Requirements for 
regulatory purposes requires that ISO 14971 be used when managing risk 

 ISO 14971 compliance is required when obtaining a CE mark.  
 

The bottom line ȣ 
 

 ISO 14971 is the world standard for risk management 

 You need to comply with ISO 14971 
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Where do I start?  
 

Join the crowd ς ȅƻǳΩǊŜ ƴƻǘ ŀƭƻƴŜΦ /ƻƳǇŀƴƛŜǎ ŀǊŜ ǎǘǊǳƎƎƭƛƴƎ ǘƻ ƛƳǇƭŜƳŜƴǘ  

ISO 14971 into their quality management system.  

 

Like you, they face the following problems: 

 

 L ŘƻƴΩǘ ǿŀƴǘ ǘƻ ōǊƛƴƎ ƛƴ ŀ ōǳƴŎƘ ƻŦ ŜȄǇŜƴǎƛǾŜ Ŏƻƴǎǳƭǘŀƴǘǎ 

 I want a do-it-yourself approach. After all, who knows more about my 
product than my employees? 

 I want a solution that can be applied to future products 

 I want someone who will back me up during an FDA or ISO audit if there are 
questions about my ISO 14971 compliance 

L ŘƻƴΩǘ ǿŀƴǘ ǘƻ w 

 

 

 

 

 

 

9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ  is the answer ς a solution that works for you. 
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EZ Risk Management  your ISO 14971 solution  
 

Risk Management is a structured approach to managing potential and known risks.  Potential hazards 

are identified, causes determined and controls applied to reduce risk.  

EZ Risk Management helps you implement ISO 14971 risk management: 

 Risk analysis. 9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ ƘŜƭǇǎ ȅƻǳ ƛŘŜƴǘƛŦȅ ǇƻǘŜƴǘƛŀƭ ƘŀȊŀǊŘǎ ŀƴŘ ŀǎǎƛƎƴ ǎŜǾŜǊƛǘȅ 

levels. 

 Risk evaluation.   EZ Risk ManagemŜƴǘϰ ƘŜƭǇǎ ȅƻǳ ƛŘŜƴǘƛŦȅ ǘƘŜ ŎŀǳǎŜǎ ƻŦ ŀ ƘŀȊŀǊŘ. After you 

assign an initial probability of occurrence to a cause, the program automatically calculates initial 

risk.   

 Risk control. 9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ ƘŜƭǇǎ ȅƻǳ ŘŜŦƛƴŜ ŀƴŘ ǇǊƛƻǊƛǘƛȊŜ Ǌƛǎƪ ŎƻƴǘǊƻƭǎΦ  ¢ƘŜ ǇǊƻgram 

guides you through defining a risk control and assigning a residual probability of occurrence. EZ 

wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ ǘƘŜƴ ŀǳǘƻƳŀǘƛŎŀƭƭȅ ŎŀƭŎǳƭŀǘŜǎ ǘƘŜ ǊŜǎƛŘǳŀƭ Ǌƛǎƪ ŦƻǊ ǘƘŜ ƘŀȊŀǊŘ ŀŦǘŜǊ ǘƘŜ 

control is implemented.   

 Evaluation of overall residual risk acceptability.  9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ ƭŜǘǎ ȅƻǳ ǉǳƛŎƪƭȅ 

verify the completeness of your risk control measures. Comprehensive, easy-to-read reports are 

generated by EZ Risk Management to support your evaluation of overall residual risk 

acceptability.  These reports become the basis of the risk management report and, when 

incorporated into the risk management file, demonstrate ISO 14971 compliance. 

 Production and post-production information.  9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ ƛǎ ǘƘŜ ŦƻǳƴŘŀǘƛƻƴ ŦƻǊ 

production and post-production risk management reviews. You generate interim reports after 

each risk management review to document compliance with the ISO 14971 goal of ongoing and 

continual risk management.  Each interim report saved in the risk management file becomes 

ŎƻƴŎƭǳǎƛǾŜ ŜǾƛŘŜƴŎŜ ƻŦ ȅƻǳǊ ŎƻƳǇŀƴȅΩǎ ŎƻƴǘƛƴǳƛƴƎ ŎƻƳƳƛǘƳŜƴǘ ǘƻ ǘƘŜ L{h мпфтм Ǌƛǎƪ 

management process. 

 

With EZ Risk Management, you can do this in-house, 

with your existing staff.  
 

EZ Risk Management is the tool you need to achieve  

ISO 14971 compliance 

 

EZ Risk Management pays for itself 
the first time it is used. 
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About ISO 14971 Boot Camp 

 

ISO 14971 Boot Camp is a unique program that achieves ISO 14971 compliance for your 

medical device within 30 days.  After course completion, your staff will have all the tools to 

maintain ISO 14971 compliance -- without the need for outside consultants.  

 

An EZ Risk Management consultant will come to your company and 

help implement ISO 14971 for your medical device.  This includes: 

 Writing a Risk Management Operating 
tǊƻŎŜŘǳǊŜ ǘŀƛƭƻǊŜŘ ǘƻ ȅƻǳǊ ŎƻƳǇŀƴȅΩǎ 
specific needs 

 Writing a Risk Management Plan for your 
medical device  

 Conduct a training session on how ISO 
мпфтмƛƴŎƻǊǇƻǊŀǘŜǎ ƛƴǘƻ ȅƻǳǊ ŎƻƳǇŀƴȅΩǎ vǳŀƭƛǘȅ 
System  

 Organizing the Risk Management File 

 Performing a Hazard Analysis 

 Conducting a EZ Risk Management training class 

 Conducting risk assessment meetings to identify hazards, causes and risk controls 

 Create the initial Device Hazard Analysis 

 Write the Risk Management report 

 Setting up periodic risk management reviews 

 Mentoring your staff 
  

Requirements.  Of course, you have some responsibilities if the boot camp is to succeed.  You need to:  

 Purchase EZ Risk Management 

 Agree to hire an EZ Risk Management consultant to work at your corporate site for 

up to 30 days. 

 Provide in-house resources for assistance in performing risk assessment and 

management. After all, your staff knows more about your medical device that any 

other experts. 

 

 

 

 

 

 

 

ISO 14971 
BOOT CAMP 

Compliance in 30 days! 

GUARANTEED! 
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7ÈÁÔȭÓ ÎÅØÔȩ  
 

The following pages show you how to install and use the demonstration version of EZ Risk 

aŀƴŀƎŜƳŜƴǘϰ 

1. Install the demo. 
 

2. Try it out.  
 

3. Buy the full version. We customize the reports just for you.  
 

4. Implement your ISO 14971 solution: 

a. Do it yourself. EZ Risk aŀƴŀƎŜƳŜƴǘϰ gives you the power to implement ISO 

14971 without spending money on expensive consultants 

b. You can ask for a little help. If you are already comfortable with ISO 14971, we 
can help guide you through the areas you need help with.  

c. ISO 14971 BOOT CAMP.  We walk you through the whole process ς giving 

you the knowledge to do-it-yourself from then on.  Compliance within 30 days ς 
guaranteed! 

d. Remember  a 20% discount applies if you purchase  
9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ within the 30-day evaluation period.  
 
This is a limited-time offer.  

 

LŦ ȅƻǳ ƘŀǾŜ ŀƴȅ ǉǳŜǎǘƛƻƴǎ ŀōƻǳǘ 9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰΣ ŘƻƴΩǘ ƘŜǎƛǘŀǘŜ ǘƻ ŀǎƪΥ 

 Send emails to info@EZRiskManagement.com 

 If you want to talk to a real person, please call James Runde at 512.788-6010 
during normal business hours (8-5 CST). We love talking about risk management 
solutions 

 

9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ -- your ISO 14971 solution 

 

mailto:info@EZRiskManagement.com
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1. Installing the %: 2ÉÓË -ÁÎÁÇÅÍÅÎÔΆ Demo 
 

This guide is written for the first-time user. However, you should have some knowledge of ISO 

14971:2007 Medical Devices - Application of Risk Management to Medical Devices.  

This Guide contains the following information: 

 How to install and start up the EZ Risk Management Demo version for the first time. 

Advanced users need not read this section if you are comfortable installing computer 

programs.  

 An overview of EZ Risk Management and how you can use the program to create and 

maintain ISO 14971 Device Hazard Analysis (DHA) reports. 

 How to use EZ Risk Management. The program is simple and intuitive to use, but even 

advanced users should browse over this information. This section will also show you 

how to create your first DHA report. 

Section 1 describes how to install the demo version of 9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ.   

If you have already installed a copy of the %: 2ÉÓË -ÁÎÁÇÅÍÅÎÔΆ $ÅÍÏȣ 
 

This section is for people who have already installed a previous copy of EZ Risk Management. If this is 

the first time you are installing the software, you can skip these steps 

If you have a previously installed the 9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ Demo and are installing a new copy, you 

must first remove the old copy. To do so: 

1. Open the Windows Control Panel. 

2. Double-click the Add or Remove Programs icon. 

3. In the Add or Remove Programs dialog, scroll down and click EZ Risk Management Demo.   

4. Click Remove. 
 

The following steps describe this process in detail. 

1. Open the Windows Control Panel: 

a. From the taskbar, click Start (in Windows Vista, click the Start button), and then click 
Control Panel.   
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2. In the Control Panel window, double-click the Add or Remove Programs icon.   
 
 

3. In the Add or Remove Programs dialog, scroll down and click EZ Risk Management Demo.   
 

4. Click Remove. 
 
 
 

5. When prompted with a 
conformation message, click Yes.  
 
 
 
 

6. Wait for Windows to remove the previous version of 
the EZ Risk Management Demo. 
 
When the program has been deleted the Add or 
Remove Programs dialog will be displayed again.  EZ 
Risk Management Demo information  will be deleted 
from the list.  

7. In the Add or Remove Programs dialog, click  to close the window.  

8. In the Control Panel, click  to close the window.  

You are now ready to install an updated version of the EZ Risk Management Demo.  Refer to the 

following steps.  

 

Installing EZ Risk Management ...                                                                       

From CD 
Close all applications running on your computer. Then, 

insert the EZ Risk Management CD into your computer. If 

your computer has the Auto-Run feature turned on, the EZ 

Risk Management welcome screen will appear.  

If the installation program does not automatically start, use 

Windows Explorer to view the contents of the installation 

CD, and then double-click setup.exe.The EZ Risk 

Management welcome screen will appear.  
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If you are running under Windows Vista, a User Account Control message may appear. If so, click 

Continue.   

! ΨǇǊŜǇŀǊƛƴƎ ǘƻ ƛƴǎǘŀƭƭΩ ƳŜǎǎŀƎŜ Ƴŀȅ ŀǇpear while your computer is readying the EZ Risk Management 

installation.  This message will clear itself after several seconds. 

 

Welcome Screen 

 

When the Welcome Screen appears, click Next >. 

 

 

 

 

 

Customer Information  

 

Type in your name and organization (the 

organization name is optional). 

Click Next >. 

 

 

 

 

 

Choose Setup Type 

 

Click Typical.  
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Ready to Install  

 

Click Install.  

 

 

 

 

 

 

Installation  

 

The EZ Risk Management demo program installs 

itself on your computer. The default location for 

the installation is C:\ EZ Risk Management. 

Wait while the Setup Wizard completes. The 

progress bar will move across the screen as the 

installation program extracts files and prepares to 

install.  When this process is complete, the 

Microsoft Office Access Runtime dialog will 

appear.   

Microsoft Office Access Runtime  

 

The Microsoft Access runtime executable is 

installed on your computer. This allows you to run 

9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ even if you do not have 

Microsoft Access installed on your computer.  

After the runtime executable has been installed, a completion dialog appears. 

 

Access Runtime Installation Complete  

 

The Microsoft Access runtime executable has been 

installed.  Click OK. 
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EZ Risk Management Demo Installation Complete  

 

9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ has been successfully installed.  

Click OK. 

 

 

 

You are now ready to run the EZ Risk Management demonstration program.  
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2. Starting %: 2ÉÓË -ÁÎÁÇÅÍÅÎÔΆ 
 

From the taskbar, click Start, All Programs, and then EZ Risk 

Management.  

NOTE: if you are using Windows Vista, click the Start button, and 

then move to All Programs, and then click EZ Risk Management.  

The EZ Risk Management main screen will appear:  

The tabs across the main screen show the 

features of 9½ wƛǎƪ aŀƴŀƎŜƳŜƴǘϰ:  

 Potential Hazards. This feature lets 

you specify the potential hazards of 

your medical device. You also 

specify the level of severity of each 

hazard.  

 Causes. This feature lets you 

specify one or more causes of each 

potential hazard. For each cause, 

you also define the initial 

probability.   

 Risk Control. This feature lets you specify one or more methods of control for each cause of a 

hazard. You also define the residual probability once the risk control has been applied. 

 Reports.  Once you have identified potential hazards, causes and risk controls, you can generate 

reports suitable for your ISO 14971 risk management report. This section lets you produce any 

number of custom reports, including a comprehensive Device Hazard Analysis (DHA).  

 About. This feature contains information on how to contact EZ Risk Management if you need 

help or want to purchase the program.  

 

The Risk Matrix  Table 

Pressing the Show Risk Matrix button displays the decision table used in 

determining acceptable risk.  This table is displayed on the following 

page.  
































