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With EZ Risk Manager™
You Can Achieve ISO 14971 Compliance in Less Than 30 days.

1ISO 14971
®:oe. | COmpliance

® Risk
Controls
.Causes
°" Potential
Hazards
EZ Risk Manager

1. Inside This Guide

This Quick Start Guide contains:

e short overview of ISO 14971

o brief explanation of how EZ Risk Manager™ helps you quickly and easily perform Risk Analysis
and generate reports you need to document ISO 14971 compliance.

e how to install the EZ Risk Manager DEMO
e tutorial on how to use EZ Risk Manager

This demo is a full functioning version of EZ Risk Manager™ and contains all the features of
the regular version. However, it does have the following limitations:

e You can use the demo for up to 30 days
e You are limited to entering only 10 records of each type: Hazards, Causes and Risk
Controls

www.EZRiskManagement.com Phone: 512.788.6010 Page 3
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2. IS0 14971 Overview

Worried about complying with I1SO 149717 You should be.

1SO 14971:2007 Medical devices — 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:

e United States Food and Drug Administration (FDA)
e European Union

e Health Canada

e Japan

e Australia

ISO 14971 is designed to help manufacturers to identify and control the risk associated with their
medical device. The standard specifies that manufacturers:

e Identify the hazards that may apply to the device, estimating the severity of each hazard

e Conduct risk analysis to identify the causes of each hazard, estimating the probability of
occurrence and initial risk of each cause

e Conduct risk analysis to identify risk controls for each cause, estimating the probability of
occurrence and residual risk once the control has been applied

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:

e The FDA’s Quality System Regulation (21 CFR Part 820) specifies that design
validation include risk analysis.

e The FDA Reviewer’s Guideline mandates that a hazard analysis be completed and
included for the approval of 510(k) submissions.
e The FDA accepts ISO 14971 as an acceptable risk management model

ISO requires risk management:

e |SO 13485 Medical devices — Quality management systems — Requirements for
regulatory purposes requires that ISO 14971 be used when managing risk

e ISO 14971 compliance is required when obtaining a CE mark.

www.EZRiskManagement.com Phone: 512.788.6010 Page 4
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The bottom line is that ISO 14971 is the world standard for risk management, and you need to comply
with 1SO 14971.

Join the crowd, you’re not alone. Companies are struggling to implement 1SO 14971 into their quality
management system.

Like you, they face the following problems:

e | don’t want to bring in a bunch of expensive consultants

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

e | want a solution that can be applied to future products

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

EZ Risk Manager™ is the answer.

3. EZ Risk Manager — Your Shortcut to ISO
14971 Compliance

EZ Risk Manager is an automated approach to managing potential and known risks for your medical
device. With EZ Risk Manager, you can quickly and easily identify potential hazards, determine causes,
and specify controls to reduce risk.

EZ Risk Manager helps you implement and comply with ISO 14971.:

¢ Risk analysis. EZ Risk Manager helps you identify and assign severity levels to potential
hazards.

e Risk evaluation. EZ Risk Manager helps you identify and assign initial probability of
occurrence to each cause of a hazard. The program automatically calculates initial risk for you.

e Risk control. EZ Risk Manager helps you identify and assign residual probability of occurrence
to each risk control. The program automatically calculates residual risk for you.

e Evaluation of overall residual risk acceptability. EZ Risk Manager lets you quickly verify the
completeness of your risk control measures. Comprehensive, easy-to-read reports are

www.EZRiskManagement.com Phone: 512.788.6010 Page 5
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generated by EZ Risk Manager to support your evaluation of overall residual risk acceptability.
These reports are the foundation of your risk management report and, when incorporated into
your risk management file, demonstrate ISO 14971 compliance.

e Production and post-production information. £Z Risk Manager is the foundation for
production and post-production risk management reviews. Generate interim reports after each
risk management review to document compliance with ISO 14971’s goal of ongoing and
continual risk management. Each interim report placed in the risk management file becomes
conclusive, documentary evidence of your company’s continuing commitment to the ISO 14971
risk management process.

EZ Risk Manager lets you easily change and update your risk analysis reports. Potential hazards, causes
and risk controls can be updated and changed with ease, and new reports can be generated with the
click of a button.

With EZ Risk Manager, you can easily and quickly perform risk analysis,
in-house, with your existing staff.

EZ Risk Manager is the software tool you need to achieve
ISO 14971 compliance

EZ Risk Manager pays for itself
the first time used.

www.EZRiskManagement.com Phone: 512.788.6010 Page 6
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1. Install the demo.

2. Tryitout.

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

4. Implement your ISO 14971 solution:

a. Dot yourself. EZ Risk Manager™ 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 where you need help.

Please don’t hesitate to email or call us if you have any questions about EZ Risk Manager™. Send email
to info@EZRiskManagement.com.

If you want to talk to a real person, call EZ Risk Manager at 512.788-6010 during normal business hours
(8-5 CST).

We Welcome Comments & Suggestions

EZ Risk Manager is continually being improved and updated. As such, we welcome any comments or
suggestions you may have.

Our goal is to help you implement ISO 14971 as easily and efficiently as possible.
Training

We offer on-site training for your convenience. Training classes are tailored to your specific needs and
lay the groundwork for implementing risk management for your medical device.

Email or call to discuss your particular needs.
Consulting

We can help you comply with ISO 14971, whether it’s building your ISO 14971 compliance program from
scratch or just helping you out with risk assessment.

Our specialty is getting your team off the ground so you can continue without further assistance.

www.EZRiskManagement.com Phone: 512.788.6010 Page 7



mailto:questions@EZRiskManagement.com

EZ Risk Manager Demo Quick Start Guide

FDA/ISO audit support

EZ Risk Manager is available, upon appropriate notice and payment of expenses, to attend and help
justify your compliance with ISO 14971.

EZ Risk Manager™ -- your shortcut to ISO 14971 compliance

www.EZRiskManagement.com Phone: 512.788.6010 Page 8
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4. Installing EZ Risk Manager™ Demo

This section describes how to install the demo version of EZ Risk Manager™. If you are an advanced
computer user, feel free to skip the following section and just:

e |nsert the EZ Risk Manager Demo CD
e C(lick to accept all default options

Installing from a CD
IMPORTANT: close all applications running on your computer. The installation process uses a lot of
memory. Be sure to close Microsoft Outlook or any Virus Scans if they are running on your computer.

Insert the EZ Risk Manager Demo CD into your computer. If your computer has the Auto-Run feature
turned on, the EZ Risk Manager welcome screen will appear.

If you are running under Windows Vista, a User Account Control message may appear. If so, click
Continue.

A ‘preparing to install’ message may appear while your computer is readying the EZ Risk Manager
installation. This message will clear itself after several seconds.

Welcome Screen [ x|

Welcome to the EZ Risk
Manager Demo Setup Wizard

When the Welcome Screen appears, click Next >. The St wieard wi tal £ ik e e g
cornputer, lick Mext to continue or Cancel to exil e Setup
Wizard,

End-User Llcense Agreement 1% EZ Risk Manager Demo License Agreement
-User Li T s 1
. End-User License Agreement i
Read the end_user Ilcense agreement (EULA)' Please read the Following license agreement carefully
If you accept the terms, click I accept..., and then click *

EZ Risk Management LLC
Software license agreement for ez risk management

Next >. Single use license

PLEASE READ THIS SOFTWARE LICENSE AGREEMENT

("LICENSE") CAREFULLY BEFORE USING THE SOFTWARE. BY
USING THE EZ RISK MANAGEMENT SOFTWARE, YOU ARE
AGREEING TO BE BOUND BY THE TERMS OF THIS LICENSE. IF

Y01l DO NOT AGRFF T0O THF TFRMS OF THIS | ICFNSF N0 NOT ¥

If you do not agree with the EULA terms, click | do DD R U AT
not accept, and then click Cancel. Your installation 1ot gt e temsin e esrse Aorsnen
will be cancelled. <Back || Mext> | [ Cancel

www.EZRiskManagement.com Phone: 512.788.6010 Page 9
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Customer Information

Type your name and organization (the organization
name is optional).

Click Next >.

Choose Setup Type

Click Typical.

On most computers, you will be automatically
directed to the Ready to Install screen after clicking
Typical.

If this does not occur, click Next >.

Ready to Install

Click Install.

i EZ Risk Manager Demo Setup

Customer Information

Please enter your custamer information

User Mame:
‘JI" User

Qrganization:

‘Medical Firm, Inc

[ < Back " Mext » } [ Cancel ]

i@ FZ Risk Manager Demo Setup

Choose Setup Type

Choase the setup bype that best suits vour needs

Typical
Installs the most commaon program Features. Recommended for
mosk users,
& Custom
E Allows users to choose which program features will be installed
o and where they will be installed. Recommended for advanced

users,

i& EZ Risk Manager Demo Setup

Ready to Install
The Setup ‘Wizard is ready to begin installation

Click Install to begin the installation. IF wou want to review or change any of your
installation settings, click Back, Click Cancel to exit the wizard,

[ = Back, ” Instal } l Cancel ]

www.EZRiskManagement.com Phone: 512.788.6010 Page 10
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Installation

The EZ Risk Manager Demo program installs onto
your computer. The software is installed into C:\EZ
Risk Manager Demo.

Wait for the Setup Wizard to complete. The
progress bar will move across the screen as the
installation program extracts files and prepares the
installation.

i EZ Risk Manager Demo Setup

Installing EZ Risk Manager Demo

Please wait while the Setup Wizard completes. This may take several minutes.

Status:  Registering product
(

< Back Mext >

Cancel

The Microsoft Office Access Runtime dialog then appears.

Microsoft Office Access Runtime

The Microsoft Access runtime executable installs
on your computer.

After the runtime executable has been installed,
the ‘installation complete’ dialog appears.

Access Runtime Installation Complete

The Microsoft Access runtime executable has been
successfully installed. Click OK.

EZ Risk Manager Demo Installation Complete

EZ Risk Manager™ has been successfully installed.

Click OK.

Microsoft Office Access Runtime {English} 2007

| Please wait whils Windows configures Microsoft Dffice Access
(o) Fiuntime [English) 2007

Gatherng reguired information. ..

Microsoft Office Access Runtime 2007 E'

The installation is complete.

Cla
™|

| )

EZ Risk Manager Demo Setup has completed successfully,

Ok

You are now ready to run the EZ Risk Manager Demo.

www.EZRiskManagement.com

Phone: 512.788.6010
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5. Start EZ Risk Manager

Start EZ Risk Manager. The easiest way to start EZ Risk Manager is to double-click the EZ ﬂ
Risk Manager program icon on your desktop.

EZ Risk
Manager
Demo
You can also start the program via the taskbar. From the taskbar, click
Start, All Programs, and then click EZ Risk Manager. £ EZRisk Manager Demo

NOTE: if you are using Windows Vista, click the Start button, move to All

Programs, and then find and click EZ Risk Manager (the prom

alphabetically).

Initial Welcome Message

The first time the EZ Risk Manager is started, a welcome message is displayed.

Thank vou For evaluating EZ Risk Manager, vour shorkcut to 150 14971 compliance,
Don't hesitate ko contact us if vou need help or have any questions.

Qur goal is to help you succeed

Click OK. Remember, if you have any questions we are only an email or phone call away.

Demo Registration Screen

You can use this demo program for 30 days. EZ Risk Manager Demo Registration rgl

Afterwards, the demo is disabled (unless you Please enter a valid Unlock Cade, or dlick any butkon ko

enter a special unlock code). conkinue.

C |
Your Installation Serial Number is 100908-543170 ﬂ
To receive an Unlock Code, please contact EZ Risk

To start the EZ Risk Manager, just click OK. You Managemert at (512) 788-6010 or email
info@EZRiskManagement, com

do not need to enter any special codes to run

the trial program.

When you click OK, the EZ Risk Manager main screen appears.

EZ Tip: Onsome computers with limited memory, the EZ Risk Manager Demo will not start up
the first time — you will get a ‘Program not registered’ message. If this occurs, click OK to close
the message. Then, start the EZ demo program again. The registration screen will display.

www.EZRiskManagement.com Phone: 512.788.6010 Page 12
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EZ Risk Manager Main Screen

= o
=

[5 ez sk manager Dema

When EZ Risk

EZ Risk Manager Demo —

e *

Potential Hazards |causes | Risk Controls | Reports | About | Quick start Guide| \

Manager™ starts, six

tabs are initially

H Potential Hazards

Hazard Category Description Severity Level
. e
displayed. These tab | ot | [Emvironmental [=] [EXEETREEN ®) [ =] oo
. H002 [-] [Patient status reported as a false positive. 1 [=] [Negligible
Iet yOU C|UICk|y an HO02 [+] [patient status reported as a false negative. 4 [=] [critical
. . H004 [-] [operator injured due to electrical shack 3 [=] [serious
easily perform ri s ] [Third party ijarad bacauza the unit advarsaly affacts the aparation ofa nasrby, unrelated3) [ 4 [2] Criies
. HO06 [~] Environment damaged due to improper disposal of unit chemicals 2 [=] [Minor
analysis upon your = E =
medical devige.
[Recora: «_<[iots | » wr [ [[Searcn ¥
. - 1: Negligible--Inconvenience or temporary discomfort
Severity |5 M Rt oo ey o medica
Demo Version & e g o e tesatna rasy
Limit:
10 rscnr(lr."p“slr category
Form view N\ rowered by Microzort ortce access |15
2| EZ Risk Manager Demu\\
Potential Hazards | Causes | Risk Controls | Reports | About | Quick Start Guide

Clicking on each tab brings up the following screens:

e Potential Hazards. This screen lets you specify potential hazards of your medical device. For

each hazard, you also estimate the level of severity of the hazard.

e Causes. This screen lets you define the cause(s) of each potential hazard. For each cause, you

also estimate the initial probability of occurrence for the cause.

e Risk Controls. This screen lets you define methods of control for each cause. For each control,

you also estimate the residual probability of occurrence of the hazard once the risk control has

been applied.

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

risk analysis reports. These can be attached to your ISO 14071 risk management files as well as

your risk management report.

e About. This screen contains information on how to contact EZ Risk Manager support. Don’t

hesitate to contact us if you need help, have any questions or want to purchase the program.

e Quick Start Guide. This screen gives you a hyperlink to the EZ Risk Manager Quick Start Guide

(a pdf copy of this document).

www.EZRiskManagement.com

Phone: 512.788.6010
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If you click the Edit Risk Parameters button, four new tabs are displayed....

EZ Risk Manager Demo

EZ Risk
Potential Hazards | Causes | Risk Controls | Reports | About | Quick Start Guide

E Potential Hazards

Category

Description

Edit Risk Parameters

Severity Level

[®] [ 3 =] [serious

[2] [Negiigible

[~] [patient status reported as a false negative.

= [criticar

[~] |operator injured due ta electrical shock

[®] [ 3 [=] [serious

affects the

[=] [Third party injured because the unit

ion of a nearby,

[~] [Enviranment damaged due to improper disposal of unit

//‘

[=] s

AN

= |

|
|
\
=) [Criticai |
\
[ = |

Clear New Record

Recora W Afiote T wm [ Rnorine

/

mporary discomfort

Show Risk Matrix

Severity

medical

Levels: mecical

injury.

Demo Version
imit:
10 records per catsgory

a in
'5: Catastrophic—Results in patient death

Edit Risk Parameters

Form View [

I roweres oy iroson otce access [

These tabs let you fine-tune risk parameters to conform to your company’s specific ISO 14971

requirements.

Set Hazard Categories |set Severity Levels | Set Probability Levels | Assign Risk Matrix Values \
\,

R EZ Risk Manager Demo == =%
= [=[=] = T
£

==| EZ Risk Manager Demo

HSet Hazard Categories
Category Description (25 chars max)
> |Environmental |
|other ]
|Third Parties |
*
[ |
Record: M ¢ 1of3 » vk | o Filter | [search \

Show Risk Matrix

Demo Version
Limit:
10 records per category

Return to Risk Ana I\rs

Form View

(= Powered by Microsoft

e Access [z
\

@ EZ Risk Manager Demo

Set Hazard Categories | Set Severity Levels | Set Probability Levels | Assign Risk Matrix Values

Clicking on each tab brings up the following screens:

www.EZRiskManagement.com Phone: 512.788.6010
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to organize them by general categories. This screen lets you define your own set of hazard

categories.

Set Hazard Categories. If you have defined a large number of potential hazards, you might want

Set Severity Levels. This screen lets you define up to eight qualitative severity levels. These

values are use to estimate the severity of each potential hazard. EZ Risk Manager™ is initialized

to five severity levels, but you can change them to fit your specific needs :

Negligible —inconvenience or temporary discomfort

Minor — results in temporary injury or impairment not requiring professional medical

intervention

Serious — results in injury or impairment requiring professional medical intervention

Critical — results in permanent impairment or life-threatening injury
Catastrophic — results in patient death

o Set Probability Levels. This screen lets you define up to eight semi-quantitative probability
levels. These values are used to calculate initial and residual risk. EZ Risk Manager™ is initialized

to five probability levels, but you can change them to fit your specific needs:

Improbable —so unlikely it can be assumed it will not occur

Remote — not likely to occur in system life cycle, but possible

Occasional — might occur sometime in system life cycle

Probable — likely to occur several times in system life cycle

Frequent — likely to occur repeatedly in the system life cycle patient death

O O O O O

e Assign Risk Matrix Values. Set Probability Levels. This screen lets you assign a risk (acceptable,

investigate, unacceptable) for each combination of severity and probability of occurrence.

Risk = f(Severity, Probability)

To return to the main screen, click the Return to Risk Analysis button.

= [=[=] = ])
(Om) b
- )

=] ez Resk Manager Demo |

EZ Risk Manager Demo

=
Set Hazard Categories | set Severity Levels | Set Probability Levels | Assign Risk Matrix Values ‘:|

HSet Hazard Categories

TIP: EZ Risk Manager will
automatically alphabetize this
category list for you

Category Description (25 chars max)

Return to Risk Analysis

Environmen tal
Other

Third Parties

T
Return to Risk Analysis
Demo_\l_ersion
10 recor(llglrstr-cﬁ[sgory =
Formrview = Powered by Microsoft Office Access ||d
www.EZRiskManagement.com Phone: 512.788.6010 Page 15
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Risk Matrix Table
If you press the Show Risk Matrix button, the decision table used for determining acceptable risk is
displayed.

= EZ Risk Manager Demo

=] EZ Risk Manager Demo

Potential Hazards | Causes Risk Controls | Reports | About ‘Quick Start Guide
H Potential Hazards ‘ Show Risk Matrix

Hazard Category Description Severity Level /v
Expand
g Environmentai [-] B o) e ]|
HO [ [~] [patient status reported as a false positive. [2] [ 1 [=] [Nesligigle—T
~] [patient status reported as a false negative. [®) [ a_Hrtical
[ [~] |operator injured due to electrical shack AT 3 [=] [serious ]
~] [Third party injured because the unit affects the BW [=) [critical |
J
J

radiation leal

[ [~] [Environment damaged due to impraper disposal ofunltclﬂn@/ [=] [Minor
i [l | fo] [ =

Add Record Clear New Record

Records < [Lote V0 | W o Filier | [search

3 1: Negligble—ncanvenience or temporary discomfart -
Show Risk Matrix Severity |2: Minor—Results in temparary injury or dical Edit Risk Parameters,
Levels:

pai medical
13: Serious—Results in injury or impairment requiring professional medical intervention
3: Critical I [ injury

Demo Version 5: Catastrophic—Rasiits n patent death

Limi
10 records per category

Form View [ (= Powered by Microsott Office Access |E

The risk table shows the risk assigned for each combination of severity and probability of
occurrence:

FEAEES = Rk Maneae Do == = ]
=

@
=5] EZRisk Manager Demo. 1 =] Risk Matrix

<—less  Qualitative Severity Levels More —>

(Most Probable) Negligible Minor Serious Critical Catastrophic

o
Semi-
Quantitative EERERI
Probability
Levels Oceasional Investigate Investigate Investigate
Remore [NNREESHRBENN  escite Investigate
improbable | Acceptable INRESBEBENN  1ovesioace Investigste | Investgate

(Least Probable) UNACCEPTABLE - The risk s Unacceptable and must be reduced |
INVESTIGATE - The risk should be reduced. Investigate further risk reduction

Form View | ()= Powered by Microsoft Office Access h

Using Edit Risk Parameters, you can define risk values for up to eight probability levels and eight
severity levels.

www.EZRiskManagement.com Phone: 512.788.6010 Page 16
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6. Potential Hazards

This section shows how to create, modify or delete a potential hazard

The EZ Risk Manager demo is initialized with several pre-defined potential hazards. They will help you
learn how to use the program. After you have become familiar with EZ Risk Manager, you can delete or

edit the hazards as desired.

Create Potential Hazard

Define a potential hazard by:

e Describing the hazard
e Assigning a severity level to the hazard.

| ~=| EZ Risk Manager Denm\

e Assigning the hazard to a hazard category .
Potential Hazards | Causes | Risk Controls

(optional)

To create a potential hazard, follow

these simple steps = . Pr— S
[ ez mskranager pema |
1. |f the Potent|a| Haza rds Potential Hazards | causes | Risk Controls | Reposs{About | Quick start Guide |
screen is not already EZ Potential Hazards
dISpIaVEd' ClICk the POtentIaI Hazard Category Description . Severity Level
Expan
Hazards tab P [Hoox environmental [~ | [SEETEES e ][]
H002 [=] patient status reported as a false positive. 1[+]
[+] [patient status reported as a false negative. 4[] [erit
Ho04 [~] [operator injured due to electrical shock 3 |=] [serious
. HO05 [=] Third party injured because the unit adversely affects the operation of a nearby, unrelated & | [ 4[] [critical
.
EZ Tip: The demo program o] [Eoeromment comages seeto roprope aposs of st cramicts Il i
. *
lets you define up to 10 H [l
potential hazards. The full-
featured program, however,
lets you define up to 1000
h d [Recoras 1 <ors [» wv [ | 'searen
azards.
oy R
Levels: 3: Ser\uu‘srﬂese\tj in injury or impairment: reuulmngfrufessmna\ medical intervention
Demo Version 5 oo s r paven dea i
it
10 records per category
Form View (7= Powered by Microsoft Office Access | 5|

2. Click on the empty row at the bottom of the list:

HOO06 |Z| Environment damaged due to improper disposal of unit chemicals 2|Z| Minor

* ] ]

3. Notice that the Hazard number is blank. This is OK because EZ Risk Manager will automatically
assign the number for you. The cursor is located in the Category field. For now, leave this field
blank. Press TAB to move to the Description field.

www.EZRiskManagement.com Phone: 512.788.6010 Page 17
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4. The cursoris now in the Description field. Type Test Hazard, and then press TAB.

? E Test Hazard| E |Z|
* [=] [-]

5. The cursoris now located in the Severity Level field. Click on the Severity Level list box and
select severity level 2 Minor

? HOO7 E Test Hazard |z|
. E 1 | Negligible
2 Minor
3 Serious
4 Critical
5 Catastrophic
6. Press the TAB key or click Add Record. EZ Tip: You can customize the number of severity
EZ Risk Manager automatically assigns levels (including the definition of each level).

the potential hazard a unique reference
number.

That’s it. You’re done.

7 HOO7 IZ| Test Hazard
* []

Notice that a blank line has been appended at the bottom of the Potential Hazards list so you

2 E Minor
[=]

(=] [#]

can enter a new potential hazard.

Edit Potential Hazard

Editing a potential hazard record is simple:

1. Click on the left side

=] EZ Risk Manager Demo

Of the record you Potential Hazards | causes | Risk Controls | Reports | About [ quick start Guide
want to edit. For ﬂ Potential Hazards
example, click on
Hazard Category Description . Severity Level
. Expan
the POtentlaI Haza rd HO01 Environmental [ | [Operator or bystander inury due to radiation leakage. 3 [] [serious
yOU jUSt Created: 0 [+] [patient status reported as a false positive. 1 [x] [Negligible
E Patient status reported as a false negative. 4 E Critica
HOO4 E Operator injured due to electrical shock 3 E serious
. h HO05 [=] [Third party injured because the unit adversely affects the operation of anearby, unrelated # | | 4 [=] [critica
USIngt € mouse or HO06 [=] [Environment damaged due to improper disposal of unit chemicals 2 [=] [minor
the TAB key’ move HO07 [7] [vest Hazard 2 [=] [Minor
: g g

to the field you
want to modify. To modify the Description, just edit the text. To modify Severity Level, click the
drop down list and select a new value. Then press TAB to update the record.
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You can also edit Description by clicking the Expand button or double-clicking anywhere in the

Description field.

? HOO7 IZ| Test Hazard @ 2 IZ| Minor
*

-] [=]

Click Expand.

A new form opens allowing you to easily enter a E2l
hazard description. In theory, you should keep
descriptions as short as possible, but sometimes

that is just not feasible and you must enter a

larger amount of text. Clicking on Expand gives

you an easy way to enter text that would

otherwise overflow the Description field.

Enter a description of the Hazard

Test Hazard

[ save ] [ concel |

When you have finished entering the description, click Save to close the form and return to the Potential
Hazards form. If you click Cancel, the Hazard Description field will revert back to its original contents.

EZ Tip: You can also double-click anywhere within
the Description field to bring up the Hazard
Description dialog.

For now, click Save.

EZ Risk Manager returns you to the Potential Hazards form.

Delete Potential Hazard

To delete a potential hazard:

1. Click on the left side of the record you want to delete (in this case, the potential hazard you just

created and
. ‘ =] EZ Risk Manager Demo
ed|ted). Potential Hazards | causes | Risk Controls | Reports | About [ Quick start Guide

ﬂ Potential Hazards

Hazard Category Description . Severity Level

g

Environmental [ | [Operator or bystander inury due to radiation leakage. Serious

0
T

[7] [patient status reported as a false positive.

=

o
o

E Patient status reported as a false negative.
HO04 E Operator injured due to electrical shock

[=] [Third party injured because the unit adversely affects the operation of a nearby, unrelate:

S8

[~] [Environment damaged due to improper disposal of unit chemicals

[ O T

HOO7 [+] [Test Hazard

* [

FEEFEEEEF
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2. Press the DELETE key. A confirm £7 Rick Manager Demo =
message appears.

You are about to delete 1 record(s).

a’_k If you dick Yes, you won't be able to undo this Delete operation.
Are you sure you want to delete these records?

Click Yes.

s | [ mo |

The Potential Hazard is deleted.

Potential Hazards | Causes |Ri5k Controlsl Reports | About |Quickstart Guide

E Potential Hazards

Hazard Category Description Severity Level
Expand

B ‘HDD]. ‘ |Envir0nmenta| |Z| |Operator or bystander inury due to radiation leakage. m 3 : |Seri0us
B HO02 :l |Patient status reported as a false positive. m |Negligib|e
B ‘HDDS ‘ | |Z| |Patient status reported as a false negative. m |Cri1ica|

|

|

B |
‘HDM ‘ | |Z||Operatorinjuredduetoelectricalshock m 3 : |Seri0us ‘

|

|

\

B HO05 :l |Third party injured because the unit adversely affects the operation of a nearby, unrelate(m |Cri1ica|
‘HDDG ‘ | |Z| |Environment damaged due to improper disposal of unit chemicals m |Min0r

Pl | 1 @[ &

EZ Tip: You cannot delete a Hazard if any
Causes are linked to it. EZ Risk Manager
prevents you from making unintentional
mistakes.
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7. Causes

This section shows how to create, modify or delete a cause of a potential hazard.

The EZ Risk Manager demo is initialized with several pre-defined causes. They will help you learn how to

use the program. After you have become familiar with EZ Risk Manager, you can delete or edit the
causes as desired.

Create Cause

Define a cause of a potential hazard by:

e Describing the cause
e Assigning an initial probability to the cause.
e Linking the cause to a potential hazard

[Eﬂ EZ Risk Manager Demo

Potential Hazards |Causes | Risk Controls

To create a cause record, follow these si

1. Click the Causes tab

-
(On
]

(7]
{M Manager Demo x
/]'Potentl'al Hazards‘ Causes | Risk Controls | Rgmd&-lm | Quick Start Guide| =
H Causes of Each Potential Hazard
Initial Initial
Cause Description v Probability Link to Hazard Risk
» |Impruper shielding of instrument [ﬂ Remote ‘ HOO01 : |O:J-£ra:-3r-3r bystander inury d_@” Investigate |
|Sof'tware error [ﬂ ‘Occas'-:'ua ‘ H002 . |Z‘a: ent status reported asa fa s»” Investigate |
|Sof'tware error m‘Occas'cﬁa ‘|Da: ent status reported as a fa ~=|_
|Imprupertrainingofoperator [ﬂ‘Occas'gﬁa ‘|Ew'r-3’|"1e’|: damaged due to '“| Investigate |
il [2)[ L= | IES | |
|Recora: 4 <[1of4 | b Wb [0 [Isearcn
R R 1: Improbable-So unlikely it can be assumed it will not occur. o
Initial 2: Remote--Mot likely to occur in system life cyde, but possible.
Probability: |3: Occasional--Might occur sometime in system life cyde.
A : Probable—-Likel | life cyde.
Demo Version 5 FrequentLiel t acc repeatedy n the sysem fe ey,
Limit:
10 records per category |

Form View f’: Powered by Microsoft Office Access

EZ Tip: The demo program lets you define up to 10
causes. The full-featured version, however, lets you
define up to 1000 causes (more, if needed).

www.EZRiskManagement.com Phone: 512.788.6010 Page 21



EZ Risk Manager Demo Quick Start Guide

2. To define a new cause, click on the empty row at the bottom of the list:

2| EZ Risk Manager Demo
Potential Hazards | Causes ‘ Risk Controls | Reports | About | Quick Start Guide|

E Causes of Each Potential Hazard

Initial Initial

Cause Description Probability Link to Hazard Risk
|CEE_ Hlmproper shielding of instrument | |2e“1-::e | |H001 |ZI|Ooera:-3r or bystander inury d_l—:” Investigate |
|CEE2 HSUf'tware error | |O[[as'gﬁa | |HDD2 |z||i‘ai'e’|: status reported as a fal c” Investigate |
|CEEZ Software error ||O[[as'gﬁa ||i‘ai'e’|'.siaus reported as a fal c|_
|CECL Hlmpropertraining of operator | |Occa5'g’ua | |Ew'r-1 nment damaged due to in | Investigate |
g || |[ L=l JIE I |

3. Notice that the Cause number is blank. This is OK because EZ Risk Manager will automatically

assign the number for you.

The cursor is located in the Description field. Type Improper operator training how to use the

instrument, and then press TAB.

ﬂ l:”lmproper operator training how to use the instrument [ﬂIIB‘ H:E‘ ||

4. The cursor is now located in the Initial Probability field. To select an initial probability, click on
the Initial Probability list box and select level 3 Occasional. Then, press TAB

£ | Hlmproperoperatortraininghowto use the instrument m - | | :” || |
il @)} merobable | ]| | |

4 Probable
5 Frequent

EZ Tip: You can customize the number of
probability levels (including the definition of
each level).

a. The cursoris now located in the Link to Hazard field. Click to select the potential hazard
that the cause is linked to. For now, click on HO04.

£ I:Hlmproperoperatortrainimghowto use the instrument B”:EH | :” H |
A D | u |

2 Remote

Occasional

L] Probable
5 Frequent
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5. Press the TAB key or click Add Record. EZ Risk Manager automatically assigns the cause a
unique reference number.

That’s it. You’re done

[EI EZ Risk Manager Demo

| Potential Hazard5| Causes |Ri5k Ccntrolsl Reports | About | Quick Start Guide|

H Causes of Each Potential Hazard

Initial Initial

Cause Description By Probability Link to Hazard Risk
|Impr0per shielding of instrument [i] |::>2"‘T-JI>2 ||anra:-3r-3r bystander inury dJE” Investigate |
|SUf‘tware error [i] |Occas'-3’|a | W‘Z”:‘a:'e’u: status reported as a fal :” Investigate |
|Improper‘training of operator m |Occas'-3'|a | HO06 . |E'|-;'r-3'r1e'|: damaged due to *” Investigate |
» |Improper operator training how to use the instrument [i] |OEEaS ona | |Onerat-3r njured due to electri E” Investigate |
- 0] | || |

Notice that EZ Risk Manager has automatically assigned an initial risk to the cause. This decision
is based the severity of the hazard, initially probability of occurrence and risk value assigned by
the Risk Matrix table.

Notice also also that a blank line has been appended at the bottom of the form so you can enter

a new cause.

Edit Cause

Editing a cause record is simple.

1. Click the left side of the cause record you want to edit.

2. Using the mouse or TAB key, move to the field you want to modify. To modify the Description,
just edit the text. To modify the Initial Probability, click the drop down list and select a new
value. To modify the Hazard link, click the drop down list and select a Hazard.

3. Press TAB or move the mouse away from the record to save the updated record.

You can also edit the Description by clicking the Expand button or double-clicking anywhere in the
Description field.

A new form opens allowing you to enter or =

change the cause description. Enter a description of the Cause

Improper operator training how to use the instrument
When you have finished entering the
description, click Save to close the form and
return to the Potential Hazards form. If you
click Cancel, the Hazard Description field will

Save l [ Cancel

revert to its original contents.
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Delete Cause

To delete a cause Potenia Hazards| caoees
from EZ RISk E Causes of Each Potential Hazard

Risk Controls | Reports | About | Quick Start Guide

Imitial Imitial
Man ager: Cause Description £xpana Probability Link to Hazard Risk
[improper shielding of instrument [1] [Remote | [Hoo1[=][Op=rator or bystander inury due| [ Investigate |
[software error [®][3T=] [Occasional | [Ho002 [~ ][Patient status reported as a fals|[_Investigate |

1. Click on the [Eottware error [][2 [=] [Occasional ] [1003 [<][Patient status reported as = fai= NN
[E00+ |[improper training of operator ][5 [=] [Occasional ] [H006 [=][Environment dam=ged due to in|[_Investigate |

|eft_hand [ (005 |[improper operator training how to use the instrument [=][3 [=] [Occasional | [Hooa [=][Operator injured due to electric| [ investisate |
i [=)[ =1 = I |

side of the
record you want to delete. For example, click on the cause you just created.

2. Pressthe DEL key. A confirm

. - N
message will appear: EZ Risk Manager Demo li]
. You are about to delete 1 record(s).
Click Yes.
If you dick Yes, you won't be able to undo this Delete operation.
Are you sure you want to delete these records?
The Cause is deleted: Yes | [ mo |

5| EZ Risk Manager Demo
Potential Hazards | Causes | Risk Controls | Reports | About | Quick Start Guide

E Causes of Each Potential Hazard

Initial Initial
Cause Description e Probability Link to Hazard Risk
|CDDl ||Improper shielding of instrument [ﬂ|Remote | Hoo1 j”OperaTor or bystander inury due” Investigate |

|CDD2 ||Software error B]EE |Occasi0na| | |Patien1 status reported as a falst” Investigate |
|CDD3 ||Software errar [ﬂEEl |Occasi0na| | HO003 j”PaTiem status reported as a falsz|_
|CDD4 ||Impropertraining of operator B]EE |Occasi0na| | |Envir0nmen1 damaged due to in|| Investigate |

4 |CDDS ||Improperoperatortraininghowtousethe instrument [i]lEIZHOccasional ||Operatorin]ured duetoelec‘tric” Investigate |

A [2)[ L= | e | |

EZ Tip: You cannot delete a Cause if any
Risk Controls are linked to it.

EZ Risk Manage prevents you from
making unintentional mistakes.
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8. Risk Controls

This section shows how to create, modify or delete risk controls.

The EZ Risk Manager demo is initialized with several pre-defined risk controls. They will help you learn
how to use the program. After you have become familiar with EZ Risk Manager, you can delete or edit
the risk controls as desired.

Create Risk Control

Define a risk control by:

e Describing the risk control

e Linking the control to a cause

e Assigning a residual probability to the risk control

e Describing the justification for the risk control and the residual risk (optional)

€ steps:

EZ Risk Manager Demo

A Quick Start Guide
. N
E Risk Controls
Residual Residual

Control Description expana  Link to Cause Probability Risk Justification .4
3 |Hardware FMEA m |(3001 |z|| mproper shielding of'nsl |Remme | | Investigate ‘ | m

|Per|orm unit testing, QA on software m |(3002 |Z||Software error | |Impr0bab|e| | Acceptable ‘ | m

|Ir|deper|dent analysis of software algortihms m |(3003 |Z||Software error | |Remme | _

|Labe|ing, training classes m |(3004 |z|| mproper training of operl |Remme | | Investigate ‘ |TRNG-1234 m
A [#][ ] LIl I | []
Record: M < [lof4 | » M ¥ | o Filizr |[Searcn

~ _ 1: Improbable—So unlikely it can be assumed it will not occur. o
Residual 2: Remote—Not likely to occur in system life cyde, but possible,
Probability: 3: Ooayonal—_Mght occur sometime in system life q_‘de.
Demo Version e =
Limit:

10 recerds per category

-

Form View | (= Powered by Microsoft Office Access |u

EZ Tip: The demo program lets you define up to 10
risk controls. The full-featured program, however, lets
you define up to 1000 controls (more, if needed).
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2. Click on the empty row at the bottom of the list. Notice that the Risk Control number is blank.
Like the Hazard and Cause reference numbers, EZ Risk Manager automatically assigns this
number for you.

The cursor is in the Description field. Type Operator training class, and then press TAB.

ﬂ Operatortra'm'lngc\ass| ﬂ IZ| IZ| E|

3. The cursor is now located in the Link to Cause field. Click the list box and select a Cause that the
risk control is linked to. For now, click on C003. Then, press TAB.

ﬂ Operator training class IE' IZ' E
*

C001 | Improper shielding of instrume
C002  Software error

[+][=]

C003 | Software error

C004 | Improper training of operator
« 2

4. The cursor is now located in the Residual Probability field. Click the list box and select a residual
probability. For example, select 2 Remote.

' Operator training class El C0o03 E Software error |z|
* E 1 Improbable

(=] [=]

Occasional
4 Probable

5 Frequent

Press the TAB key. Notice that EZ Risk Manager has automatically assigned a residual risk to the
control.

5. The cursor is now located in the Justification field. This optional field lets you specify your
reasoning for determining the residual probability; you can also refer to other documentation

justifying how the risk control was implemented or how you justified your conclusions. For now,
leave this field blank.

E] Operator training class El Coo3 |Z| Software error E IZ| Remote _ @

6. Press the TAB key or click Add Record. EZ Risk Manager automatically assigns the risk control a
unique reference number and then adds the record to the list. That’s it. You're done.

| =Z| EZ Risk Manager Demo\

| Potential Hazardsl Causes | Risk Controls ‘ Reports | About | Quick Start Guide|

E Risk Controls -

Residual Residual
Control Description Fepand Link to Cause Probability Risk Justification Expand
RCO01 | [Hardware FMEA IEI coo1 E ET diEin e o e |E|
RCO02 | |Perform unit testing, QA on software coo2 E E G
RCO03 | |Independent analysis of software algortihms IEI Coo3 E B _ QA 2009 1345 IE'
RCO04 | |Labeling, training classes Con4a E mpr of o Investigate TRMNG-1234
P ([5co0s | [operator training class IEI ooz E Softw - _ IEI
* []

Notice that a blank line has been appended at the bottom of the form so you can enter a new
risk control.
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Edit Risk Control

Editing a risk control record is simple:

Click in any field of the risk control you want to edit.

Using the mouse or TAB key, move to the field you want to modify. To modify the Description or
Justification fields, just edit the text. To modify the Link to Cause of Hazard or Residual
Probability, click the appropriate drop down list and select a new value.

3. Press TAB or move the mouse outside the record to update the record.

You can edit the Risk Control Description by
clicking the Expand button or double-clicking
anywhere in the Description field.

A new form opens allowing you to enter or
change the cause description. When you have
finished entering the description, click Save to
return to the Risk Control form. If you click

==l

Enter a description of the Risk Control

Operator training class

[ Save

] | Cancel |

Cancel, the Risk Control Description field will revert to its original contents.

You can edit the Risk Control Justification by
clicking the Expand button or double-clicking
anywhere in the Justification field.

A new form opens allowing you to enter or
change the cause description. When you have
finished entering the description, click Save to
return to the Risk Control form. If you click

(2] Risk Control Justification

Enter Justification

E Save

i | Cancel

Cancel, the Risk Control Justification field will revert to its original contents.
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Delete Risk Control

To delete a risk control from EZ Risk Manager:

1. Click on the left-hand side of the record you want to delete.

| Potential Hazards | Causes | Risk Controls | Reports | About

Quick Start Guide
E Risk Controls
Residual Residual

Control Description Expand Link to Cause Probability Risk Justification ]
‘chol”Hardware FMEA [1]|Impmper shielding of 'ln5||Remo‘te | | Investigate || m
. ‘RCDDZ| |Perlurm unit testing, QA on software m |5m‘tware error | EE |Impr0bab|e| | Acceptable | | m
. ‘RCUD3 | |Indeper|der|t analysis of software algortihms. [1] |5m‘tware error | |Remo‘te | _ QA-2009-1345 i
. ‘RCUDA‘[| |Labeling, training classes m |Improper training of oper| |Rem0‘te | | Investigate | |TRNG-1234 m

> ‘RCDDS| |Operaturtrainir1g class m |Software error | |Remo‘te | _ i
il [ =) =] | | [#]

2. Press the DELETE key. A confirm message will appear.
P B
EZ Risk Manager Demo &J

Click Yes. You are about to delete 1 record(s).

A If you dick Yes, you won't be able to undo this Delete operation.
The Risk Control is deleted Are you sure you want to delete these records?

] Cm)
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9. Change Risk Parameters

EZ Risk Manager provides a default set of:

e Hazard Categories
e (Qualitative severity levels
e Semi-quantitative probability levels

e Risk values

These values are adapted from ISO 14971:2007 Medical devices — Application of risk management to
medical devices, and should be appropriate for your medical device. If you need to modify these risk
parameters, including the assignment of risk values, EZ Risk Manager lets you do so quickly and easily.

To change risk parameters, click the Edit Risk Parameters button...

Edit Risk Parameters

] EZ Risk Manager Demo - = X
@
[ E EZ Risk Manager Demo %
Potential Hazards \ Causes | Risk Controlsl Reparts | About | Quick Start Guide /
H Potential Hazards
Hazard Category Description Severity Leyel
L Expand
g HOO1 Environmental E [Dperator or bystander inury due to radiation leak E 3 |Z|
HOO02 E Patient status reported as a false positive. 1 |Z| P ble
HOO2 E Patient status reported as a false negative. 4 |Z|
HO04 E Operator injured due to electrical shock 3 |Z|
HOO5 E Third party injured because the unit adversely affects the operation of a nearby, unrelatE( 4 |Z|
HO06 E Environment damaged due to improper disposal of unit chemicals 2 |Z|
¥
7 [=] =]
Add Record Clear New Record
[Record: W T1ote | » Mk [ R [ [search /
) B 1: Megligible—Inconvenience or temporary discomfort o
Show Risk Matrix Severity | 2: Minor—-Results in temporary injury or impairment not requiring professional medical intervention Edit Risk Parameters
Levels: \3: Serious—Results in injury or impairment requiring professional medical intervention
- 4: Critical-Results in permanent impairment or life-threatening injury
Dem o Ve rsion 5: Catastrophic--Resultz in patient death
Limit:
10 records per category
Form View [[: Powered by Microsoft Office Access
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After clicking Edit Risk Parameters, a new form is displayed containing four tabs. Clicking on each
individual tab lets you perform the

following functions: ) . o
[ 51 2 Risk Mansgsr Deme | x
Set Hazard Categories | set Severity Levels | Set Probability Levels | Assign Risk Matrix Values B

e Set Hazard Categories [ T 4 SE T s T

° Set SeVe rlty LeVe I S Category Description (25 chars max)

Environmental
Other

e Set Probability Levels

Third Parties

e Assign Risk Matrix Values

Add Record [ Clear New Record

These functions are described in

Return to Risk Analysis ]

the following sections.

Form View I Powered by Microsoft Office Access |t

Hazard Categories

When you click the Edit Risk Parameters button, the Set Hazard Categories form is displayed by default.
If it does not, then click the Set Hazard Categories tab.

§| EZ Risk Manager Demo\
Set Hazard Categories ‘ Set Severity Levels | Set Probability Levels | Assign Risk Matrix Values| |

E;-f/ = EZ Risk Manager Demo =@l =]

==| EZ Risk Manager Demo
Set Hazard Categories | Set Severity Levels | Set Probability Levels | Assign Risk Matrix Values

HSet Hazard Categories

TIP: EZ Risk Manager will
automatically alphabetize this
category list for you

Category Description (25 chars max)
Environmental
Other

Third Parties

Add Record Clear New Record

Record: 4« 10f3 G i Search

Return to Risk Analysis

Demo Version
Limit:
10 records per category

Form View [F= Powered by Microsoft Office Access |z

EZ Risk Manager lets you create up to 25 hazard categories. Hazard Categories are an optional feature —
you do not need to use them. However, if your risk analysis creates numerous potential hazards it may
advantageous to group them into generic categories.
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When you return to the main risk analysis forms, the hazard categories will be displayed in alphabetical

order

When you add, modify or delete a hazard category, EZ Risk Manager automatically updates all related
Potential Hazard records to reflect the changes you made.

EZ Tip: You cannot delete a Hazard Category if it is
used by any Potential Hazard.

EZ Risk Manager prevents you from making
unintentional mistakes.

Returning to the Risk Analysis Screen. To return to the Risk Manager analysis screens, click the Return
to Risk Analysis button. Any changes made to Hazard Categories, Severity Levels, Probability Levels or
the Risk Matrix will be automatically updated and appear in the Potential Hazards, Causes and Risk

Control forms.

| Return to Risk Analysis

7!53 ) = [ — =] = ]
) ‘13—@
I
“=] EZ Risk Manager Demo =
Set Hazard Categories | Set Severity Levels | Set Probability Levels | Assign Risk Matrix Values / 1

H Set Hazard Categories

TIP: EZ Risk Manager will
automatically alphabetize this
category list for you

Category Description (25 chars max)
Environmental
Other

Third Parties

Add Record Clear New Record

Record: W 10of3 LI O [t Search /

Return to Risk Analysis

Demo Version
Limit:
10 records per category

4]

Form View [(: Powered by Microsoft Office Access || .l
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Severity Levels

Click the Set Severity Levels tab.

==] EZ Risk Manager Demo |

Set Hazard Categories | Set Severity Levels | Set Probability Levels | Assign Risk Matrix ‘Ualues|

¥ BT Bisk: Mellaraaess b — = i
1) v
-

| ] EE Rk Manager Demo
Sat Hazard Categonss et Seventy Levls | Sot Probability Levals | Assign Risk Matris valuss

[EZ set Severity Levels

Severity Lewvel

Valoe Short Dt-st'l'lptlutl
(1-8) (15 chars max) Long Description (100 chars max)
[J 1 Meghgible \ncofreniance of lemparary discamtan
Minor Rizsults in temporang injury oF iImpairment not requinng profesional B
3 Cerious Rizsults in injury of impairment requiring professional medical intari
n Critica Rezsults in parmanant impairmant or life- thraataning injury
5 Catastrophic Results in patient death

Aidd Reoord Chear Mew Record

Mecaik H 1efh LI Seaith

Reeturn bo Risk dnalysis
Demo Version

Lin
0 recsddi par calpgony

Fom Vi

. Pamereed by Wlicronott Ofice acoee |

You can modify or add up to eight qualitative severity levels, ranging from less to more severe. Each
severity level must contain the following information:

e Severity value. This value must be from 1 to 8 (eight being the most severe) and indicates the

severity of the potential hazard.

Short Description. This is the text displayed in the drop-down combo boxes when you select a
severity level. Short description names are used in the Potential Hazards form.

e Long Description. This is the description is used in reports.

After you modify a severity level, EZ Risk Manager automatically updates all related Cause and Risk
Control records reflect your changes. This involves recalculating initial and residual risk.

EZ Risk Manager will not let you delete a severity level if that value is referenced by a Potential Hazard.

Returning to the Main Screen. To return to the Risk Manager analysis
screens, click Return to Risk Analysis. EZ Risk Manager will automatically
update your Potential Hazards, Causes and Risk Control forms.

Return to Risk Analysis
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Probability Levels

Click the Set Probability Levels tab.

:E EZ Risk Manager Demo
Set Hazard Categories | Set Severity Levels || Set Probability Levels | Assign Risk Matrix Values

' W) F EZ Risk Management demo

él User Guide is in C:\EZ Risk Management
Set Probability Levels | set Severity Levels | Assign Risk Matrix Values

improbable [sa unlikely it can be assumed it will nat ocour.

‘Remote |Not likely to occur in system life cycle, but possible.

‘Pmbable |Likelytn occur several times in system life cycle.

‘Fraquant |Likalyto occur repeatedly in the system life cycle.

| |
\ \
|occasinal | |might occur sametime in system life cycle. ]
\ \
| |
\ \

LI )

Add Record Clear New Record
Record: 4 < 10of5 v M be | o Filter | [Search
1: Negligible—Inconvenience or temporary discomfort "
she Severity  |2: Minor--Results in temperary injury or impairment not requiring professional medical intervention eturn to Hazard Analysis|
Levels: '3: Serious—Results in injury or impairment requiring professional medical intervention
- 4: CriticalResults in permanent impairment or life-threatening injury
Demo Version 5: Catastrophic—Results in patient death
Limit:

10 records per category -

Form View Num Lock (£ Powered by Microsaft Office Access ||z

You can modify or add up to eight semi-quantitative probability levels, ranging from least to most
probable. Each probability level contains the following information:

e Probability value. This value must be from 1 to 8, and indicates the frequency of occurrence,
from least probable to most probable.

e Short Description. This is the name used in the drop-down combo boxes used to select a
probability level. The short description names are used in the Causes and Risk Controls forms to
specify initial and residual probability.

e Long Description. This description is used in reports and the footer of the EZ Risk Manager
main screen.
After you modify a probability level, EZ Risk Manager automatically updates all related Cause and Risk
Control records reflect your changes.

EZ Risk Manager will not let you delete a probability level if that value is referenced in a Cause or Risk
Control.

Returning to the Main Screen. To return to the Risk Manager Main screen, click the Return to Risk
Analysis button. Potential Hazards, Causes and Risk Control forms will
be automatically updated to incorporate your changes. Return to Risk Analysis
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Assign Risk Matrix Values

Click the Assign Risk Matrix Values tab. The Risk Matrix for your medical device is displayed

?_E-| EZ Risk Manager Demo\
Set Hazard Categories | Set Severity Levels | Set Probability Level5| Assign Risk Matrix Values

\

) - B 5 £7 Risk Manager Demo [=[=] = |
) =
==] EZ Risk Manager Demo X
Set Hazard Categories | Set Severity Levels | Set Probability Levels ‘ Assign Risk Matrix Values i
H Assign Risk Matrix Values
Device Name: |Your Medical Device Name
<—less  Qualitative Severity Levels More —
(Most Probable) Negligible Minor Serious Critical Catastrophic
Frequent - - - = =
Probable - - - - -
Occasional 19 - g - g - - -
Remote = ig = ig = = -
A a 19 a
p - - - - -
ezstprobable UnacceptableThe iskis unscceptable and must be redoced.
B At T = (et te e —re b et e p et
Probability Levels — = =
Acceptable - The risk is insignificant. No need for further risk reduction
Return to Risk Analysis
Demo Version
Limit:
10 records per category =1
Form View [ Powered by Microsoft Office Access L

The number of rows and columns in the Risk Matrix table depend on the number of Severity and
Probability levels you have defineddefine.

Risk = f(Severity, Probability)

EZ Tip: EZ Risk Manager uses the three risk levels
referenced in ISO 14971:2007: Acceptable, Investigate, and
Unacceptable.

Contact us if you need to use different values.
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EZ Risk Manager lets you assign a risk for each combination of severity and probability of occurrence.
To modify a risk level:

1. Point to the severity and probability level you

want to modify. For now, move to the risk <—less  Qualitative Severity Ley
level for Negligible Severity and Improbable | (MostProbable) Negligible Minor
ORIy oroccuence e
Probable H H
Occasional Investigate | _ Investigate | _ Im

Remote | Acceptable | _| Investigate |_ | Im
Improbable Acceptable | | Acceptable | _| Im

—
(Least Probable) [Unacceptable - The

Semi-Quantitative = =
Probability Levels - - The r:s'
Acceptable - The risl

2. Click the dropdown arrow and select a new
. — o -

risk level. For now, select Unacceptable G Ll s Sy L
(Most Probable) Negligible Minor 5

Frequent H H
Probable H H

Occasional | Investigate |_| Investigate |_| Inve

Remote | Acceptable | | Investigate | _|[ Inve

Improbable }ﬂﬂﬂ“ﬁ'ﬂ‘—,‘_\ﬁwwm .| Inve
(Least Probable, Acceptable
Semi-Quantit| Investigate
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All Cause and Risk Control records that reference this risk level will be automatically updated.

‘,/5.',\\ - - ) s EZ Risk Manager Demno (=[=] = ]
i e
==| EZ Risk Manager Demo x
Set Hazard Categories I Set Severity Levels | Set Probability Levels | Assign Risk Matrix Values -
E Assign Risk Matrix Values
Device Name: [Your Medical Device Name
<—less  Qualitative Severity Levels More —
{Most Probable) Negligible Minor Serious Critical Catastrophic
Frequent = - = - -
Probable . . - . .
0 i 1 g g g
Remote +| Investigate |_| Investigate |_ - - 1
Improbgble b - i - ig - ] =
et Prabasle Uncceptable-The risksunseptobleand must b redeed.
Semi- tita
et uan Ly Investigate - The risk should be reduced. Investigate further risk reducti
Probability Levels
- The risk is insignil Mo need for further risk reduction
Demo Version
Limit:
10 records per category —
=
Form View ff: Powered by Microsoft Office Access 3l

!

This screen also lets you enter the name of your

medical device. This device name will be used in Device Name: |Your Medical Device Name

all EZ Risk Manager reports.

Returning to the Main Screen. To return to the Risk Manager Main screen, click the Return to Risk

Analysis button. Potential Hazards, Causes and Risk Control forms will

be automatically updated to incorporate your changes. Return to Risk Analysis

www.EZRiskManagement.com Phone: 512.788.6010

Page 36



EZ Risk Manager Demo Quick Start Guide

10.Generating Reports

EZ Risk Manager contains numerous reports to help you document ISO 14971 compliance.

EZ Tip: EZ Risk Manager is continually improving and adding to its list
of risk management and analysis reports.

If you need a special report, just let us know. We’re here to help you
succeed.

From the main screen, click on the Reports tab.

(=) : EZ Risk Manager Demo ==] = ]
[ -
2] EZRisk Manager Demo | =

Potential Hazards | Causes | Risk Controls | Reports | About | Quick Start Guide E

ﬂ Risk Manager Reports

Reference Tables — [ Potential Hazards

Causes Risk Controls
Select: Sorted By: Sorted By: Sorted By:
* Severity Levels % Hazard © Cause " Risk Control
T Probability Levels T severity T Initial Probability T Residual Probability
" Hazard Categories  category © Initial Risk * Residual Risk
Preview Preview ‘ ‘ Preview Preview

Risk Analysis Report  —

Select Format
© color-coded

© Black text
Show Risk Matrix Edit Risk Parameters

Demo Version
Limit:
10 records per category

Form View

(=0 Powered by Microsoft Office Access |2

EZ Risk Manager lets you view the following reports:

Risk Parameters Causes, sorted by

e Severity Levels

e (Cause
e Probability Levels e Initial Probability
e Hazard Categories e |Initial Risk

e Risk Matrix

Potential Hazards, sorted by Risk Controls, sorted by

e Hazard e Risk Control

e Severity e Residual Probability

e Category e Residual Risk
www.EZRiskManagement.com Phone: 512.788.6010
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Risk Analysis Report

e Color-coded
e Black text

To preview a report, click the appropriate button. The report is displayed in Preview mode. You can
print the report or save it as a PDF file.

For example, in the Potential Hazards panel, click Preview. The Potential Hazards report, sorted by
hazard number, is displayed:

@ o) EZ Risk Management - A X
o) ——
| Print Preview { @
& A A [[] show Margins A = = jli More ~ r;]
I= EE =] E
| Print Data Only = -
Print Size Portrait |Landscape|Margins __ Page Zoom | One Two  Mare Refresh PDF Close Print
- ~ ££ Columns Setup - Page | Pages Pages~ All or XPS Preview
Print Page Layout ] Zoom Data Close Preview

EZRisk Managernent
Your Report Title
Potential Hazards

Description

Dperater or bystander injury disto chemial spamure
Patiznt immune statis rzported asa fise pasfve
Fatient immune statis reported asa feise negatue.
Dperator injured dus to sz ctrical shas

Third gty inj
rearty insrumene

Environment damaged due to improper Gispos | of smay reag s,

Page: 1 <1 bbb K Mo Filter

Ready Mum Lock f‘d Powered by Microsoft Office Access Iw
Do) 9 - - .'_; 5 EZ Risk Manager Dermo

ey

| Print Preview l

IEE I’j‘ @ #& [] show Margins Q m @

—
g M -3

[l Print Data Only -
Print Size Portrait [Landscape|Margins __ Page Zoom | One Two Mare Refresh PDF Close Print
- - ££ Columns Setup - Page | Pages Pages~ All or XPs Preview
Print Page Layout F] Zoom Data Close Preview

Using the icons in the Print Preview panel, you can view the report, print it out, or save it as a PDF file.

Close Print
Preview

To close the report preview, click the red X at the upper right hand corner of the preview.

Close Preview|
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The Risk Analysis Report is the heart and soul of your Risk Management Report. EZ Risk Manager makes

this job a simple task.
The risk analysis report shows:

e Alist of potential hazards, listed by severity

calculated.

For each hazard, a list of causes, including an initial probability. The initial risk is calculated.
For each cause, a list of risk controls, including a residual probability. The residual risk is

Two versions of the Risk analysis reports are included. The reports are the identical except that the first

report makes liberal use of color formatting.

1. From the EZ Risk Manager Main Form, click the Reports tab.

2. Inthe Risk Analysis Report panel, click Preview.

~ EZ Risk Manager Demo
2)

i
B
|>"@-H3

-
=] EZ Risk Manager Demo '
Potential Hazards | Causes | Risk Controls | Reports | About | Quick Start Guide
H Risk Manager Reports
Reference Tables Potential Hazards Causes Risk Controls
select: Sorted By: Sorted By: sorted By:
& severity Levels © Hazard ' Cause & Risk Control
T probability Levels " Severity " Initial Probability " Residual Probability

10 records per category

Form View

T Hazard Categories " categary " Initial Risk T Residual Risk
Preview Preview l l Preview
Risk Analysis Report 3

Select Format
* color-coded
© Black text

Edit Risk Parameters

Demo Version

Limit:

-

(= Powered by Microsaft Office Access |22

The Risk Analysis report is displayed in preview mode (see next page for samples). You can print
out the report or go back to your risk analysis and refine the results.

www.EZRiskManagement.com
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The report can be printed or saved as a PDF file.

EZ Risk Manager can also design custom reports to fit your company’s exact requirements.

Risk Analysis Report — Color-version

0a)\2 - © )= £Z Risk Manager Demo. == )

Print Preview |
== - =
] 3
Zoom | One | Two More || Refresh Clase Print
~ | Page | Pages Pages~ || Al | orxps Preview
Zoom Data Close Preview

== [_] show Margins
[ (A Ay ]
7| print Data Only
Size Portrait |Landscape|Margins Page
EZ Risk Maragar for substitute yo ur 0 rpora teioga)

Your Medical Device Name

Ptient ststus reported 3¢ 3 false negave
Sevenievel ¢ crmical
003 samwars arrar Zmamtam e unsmesmne
FE00E insepensentansyais o setwere sgerEnms zmamae efunmie Unsmsmmme  A200-i3
Category: N/

of  nearby, unrelated instrument
sevemwrevel ¢ comsal

€301 imaroper shiskding afinstrument it i mvestgste

Feoas sarmwans FuEs znemae esmunnin muemgne

V5 Powered oy wicasor oivce Acces | R e e

Risk Analysis Report — Black and white version

AEEEED S EZ Risk Manager Demo ==
i)
R i previeas l

IE @ A E [] show Margins %
E—t% | Print Data Only
Size Portrait Landscape|Margins __ Page

£= Columns Setup

| EE , T More - =
Zoom | One | Two More | Refresh | PDF Close Print
- | Page | Pages Pages~ | All | orXps Preview
Zoom Data Close Preview

{or sabstitute your corparateioga)

Page Layout &

si{ Show Margins

EZ Risk Marmger
Your Medical Device Name
Risk Analysis Report
Sorted by Severiny

’—mnm savanty Level

P

Cotegary: WA
HO03  Patint status reparted 2x 3 false negative
Seentviock 4 Crtal
com somuans errar e —

BEODE Independentansai of software igartems 3imemste  Resgusl Bk Unscostae Qaaosien

Categary: /A
003

aparatian
of 3 nearby, unrelted instrument

SeventyLevek 4 crual

Categary: Enviranmentsl
HO01  Operatar ar bystander inury dus to radlatian kakage
Seventyievek 3 serious
Com maramer smicsaing atmstrument 2aemor i myesizst
oo marmwere Fwze Zomemote  mesius s imemzme

& No Filter

Recdy I powered by Miwoson otie Acess | g3 s U Pl
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11.What Next?

Please do not hesitate to email or call us if you have any questions about EZ Risk Manager™. Send
email to info@EZRiskManagement.com.

If you want to talk to a real person, please call EZ Risk Manager at 512.788-6010 during normal business
hours (8-5 CST).

We can only succeed if people find that EZ Risk Manager is the best ISO 14971 compliance tool on the
market. What can we do to help you purchase a copy?

Comments

EZ Risk Manageris continually being improved and updated. As such, we welcome any comments or
suggestions you may have. Our goal is to help you implement ISO 14971 as easily and efficiently as
possible.

Training

We can offer on-site training at your convenience. The training classes are tailored to your specific needs
and can be used lay the groundwork for implementing risk management on one or your medical devices.
Email or call to discuss your particular needs.

Consulting

We can help you comply with ISO 14971. Whether it’s building your ISO 14971 compliance program
from scratch or just helping you get started with risk assessment on a medical device... we can help. Our
specialty is getting your team started so you can continue without further assistance.

FDA/ISO audit support

We can help. EZ Risk Manager personnel are available, upon appropriate notice and payment of
expenses, to attend and help justify your compliance with ISO 14971.
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