EZ Risk Management

Your 1SO 14971 Solution

QuickStart Guide

ISO 14971

_ . BOOT CAMP
Installing and Usingthe Compliance in 30 days!

EZ Risk ManagemeihtDemo GUARANTEED

@ CER-ESL EZ Risk Management R
T

=

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

[E7 Potential Hazards ‘
I

Hazard Description Severity Level |
[ 101 | [operatoror bystandetinjury due to chemical exposure |58 [camstrophie |
| [F62 | [patient immune sl 1 e
= [patient immane st @ e M EZ Risk Management R

[ | [Third party injured

v .
| Potential Hazards | Causes | Risk Controls | Reports | About
06 [Environment damag = -

KR E Causes of Each Potential Hazard

Initial Initial

Cause Description Probability Link to Hazard Risk
%] [ | improper gfounding of nstrument e ¥ ] o ] [Bperavor orbis -
|coeafsoftware error f3_][occasional | [z i patier reportad [FHIVEETRA ]
i botwareerr | ‘@ 0oen e 2 sk Management =
EerEm | P g &

Demo Version | = <
Lave

Potential Hazards | Causes | Risk Control |Reports | About. |
EZ Risk Controls
o /e —
Control Description Link to Cause I
] e [freroner arounding of ind

| [Perform unit testing, QA on software €002 |

mit:
10 records per category

12 »
R 3 | 003 oenrt st o s s coos iy scceTE
3 [1: beprob < [conduct FMEA on hardware _
Demouv:rslon Initial ;zm i‘\b xvicens s EZ Rsk
imi Probabilty: > erator training clozs . L
) s o et Lm ] Medical Device Name
Device Hazard Analysis (DHA)
Form vew Sortcdby Sevarity
-Quaitative Beverty
e — St iy e i e vl
e et ol
il ey 2 oLy e e Bt e
Hazard  Camse  Comrol Eropter oo Justification
o1 Gpemmrorky
[Reemaiie  perd 22l SorirLoel: 5 Catastroghic
Demo Version L . S — semew  wnmme uuacceTARE
Limie: — [T — tre wwscTaE scasan
10 records per category SC00¢ CommuteMEA onmamwan ZOemsensi  UMACCEFTARLE -
e
Form View e
Snermrioe s ool
[ S— o tese UiACEETARLE
[ R — B T aacmas
80008 Operstor traiing cam Zammon UNACCEFTARLE ZRMouno
HOZ Patientimmune status reparted asa false positve
Sty avet 3 Neglghls
@2 wareener I0xmionsl el Risk INVESTIG ATE
S50 sertom it festne, B o sotmere Trmoe  accemais aameosrs
- et

Copyright © 2009 EZ Risk ManagemebtC. All rights reserved




EZ Risk Managemeiiemo QuickStart Guide

Table of Contents

ISO 14971 Compliance Within 30 daySL.........cooii i 3
ADOUL ISO 14971 BOOE CAMIP....eeiiiiiiiiiiiiiiieeeeiiiiiee et e e e et e e e e s s e e e e s s s asnnnereaeesssnnnnneeeeessnnnnnnnedd
G S VT WY AU 8
1. LyadlfttAay3d G6KS 9% .wA.al..al.yl3SYSy.duxn..58Y.2..9
2. {GFNIAY3T 9% WAAL.abLy. L3S Y.S Y.l M e, 14
3. Defining Potential HAzZards..............uuuiiiiiiiiiiiiiiiieeeieee et e e 16
4. Defining the Causes of Potential HAzards.............ooouiiiiiiiiiiiiiiee e 19
5. DefiniNg RISK CONIIOIS. ........uiiiiiiieiiiiiiee et e e e e e e s r e e e e aaan 23
ST C 1=t CT = (] o [ =T o L0] £ €= PR 26
7. Help aml CONSUIING SEIVICES........cce ittt e e e e e e e e e e e e e e e e e e e e e e s e e e s e e s s sa e e s e annnes 29

I = 1111 o P 29

(070 015101 11] o o TP PP PP PPRPPPPPOP 29

FDA/ISO QUAIT SUPPOLL. ... eitieeeeee e ettt e e e ettt e e e st e e e e e s s et e e e e e e e s e nnba e e e e e e e sanbnnneeeeenaannes 29

ISO 14971 Boot CanggCompliance in 30 daysS!........ccuviiiiiiiiiieeeee e 29

RevisedAugustl10, 2009

www.EZRiskManagement.com Phone: 512.788.6010 Page2




EZ Risk Managemeiiemo QuickStart Guide

ISO 14971 Compliance within 30 days!

WIthEZRisk I Y 3SY Sy (i x
You Can Achieve ISO 1497@ompliance inLessThan 30 days

Do it yourselfr, if you need helpread belowaboutour uniquel SO 14971 Boot Camp.

ISO 14971
° .Reports COm p|lanCe

Controls
o Causes

Potential
Hazards

EZRisk Management

This Guide contains:

e Ashortoverview of ISO 14971

e Adbrief explanation ohow9 % wA &1 a | hélpsFéuqucKklyiand easily
implements the standard

e SimpleEZ Risk ManagemerEMO installation instructions

e A quick tutorial on how to use th#emoprogram

This demo progranallowsyouto used ¥4 wA a1 a | fgr uptés30 Gaysl u
You can purchase the fulllown version anytime you wish but
a 20% discounapplies ifyou buy before the evaluation period expires

www.EZRiskManagement.com Phone: 512.788.6010 Page3
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Worried about implementing ISO 14971?

You should be.

ISO 14971:2007 Medical deviceépplication of risk management to medical devicissthe only
international standard for risk management for medical devjigedudingin vitro diagnostic (IVD)
medical devices.

This standards formally recognized by:

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

e Health Canada

e Japan

e Australia

All aspects of medical device design and manufactwaiegsubject to risk managementhis includes
mechanical, electronic, microprocessor, software and digptesproduct and manufacturing processes

The FDA requires risk management

e ¢KS C5! Qa vdzqrtAdGe {eadSYy wS3dz A2y Oum /
validation include risk analysis.

e TKS C5! wS @A Smdhdaashat B daxaRl arialysis Se corafd and
included for the approval of 510(k) submissions.

e The FDA accepts ISO 14971 as an acceptable risk managaousit

ISO requires risk management

e |SO 13485 Medical deviceQuality management systems Requirements for
regulatory purposesequires that ISO 14971 be used when managing risk

e IS0 14971 compliance is requingtienobtaining a CE mark.

The bottom line8

e IS0 14971 is the world standard for risk management

e You need to comply with ISO 14971

www.EZRiskManagement.com Phone: 512.788.6010 Paged
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Where do I start?

Jointhecrowdt @ 2 dzZQNB y 20 i 2ySd [/ 2YLI yASa | NB
ISO 14971 into their quality management system.

Like you, they face the following problems:

L R2y QiU glyd (2 oNAy3a Ay | odzyOK 27

| want a dait-yourself apprach. After all, who knows more about my
product than my employees?

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

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

9% wAail al ifthearfSwésaysalution that works for you.

www.EZRiskManagement.com Phone: 512.788.6010 Pageb




EZ Risk Managemeiiemo QuickStart Guide

EZ Risk Management — your ISO 14971 solution

Risk Management is a structured approach to managing potential and known risks. Potential hazards
are identified,causes determinedndcontrols applied to reduce risk.

EZ Risk Management helps yimplementISO 14971 risk management:

e Riskanalysiso % wAail alyl3SYSyin KSfLA e2dz ARSyYyGATe |
levek.

e Risk evaluation. EZ Risk Manage®ny il 1 KSf LJA &2dz ARSYy.iAReFydu G KS OI d
assign an initial probability of occurrencedcause, he program automatically calculates initial
risk

e Riskcontrol9 % wAal alyl3SYSyiu KSfLA &2dz R@agmiyS | yR
guides you through defining a risk control and assigning a residual probability of occurrence. EZ
wAal alylr3asSySyidun GKSyYy Fdzi2YlFIGAOFtt& OFft Odzg I GSa
control is implemented.

« Evaluation of overall residual riskcgeptability. 9 %2 wA &a{ al yIF 3SYSyidun fSia
verify the completeness of your risk control measures. Comprehensivei@asgd reports are
generated by EZ Risk Management to support your evaluation of overall resakual

acceptability. Thse reprts become the basis of thesk managementeport and, when
incorporated into the risk management file, demonstrate ISO 14971 compliance.

e Production and postproduction information. 9 % wA al al yl 3SYSyidun A& @K
production andpost-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
O2y Of dzaA @S SOARSYOS 2F @&2dzNJ O2YLI yeQa O2y(Aydz
management process.

With EZ Risk Management, you can do thishiouse,
with your existing staff.

EZ Risk Management is the togbu need to achieve
ISO 14971 compliance

EZ Risk Managememays for itself
the first time it is used.

www.EZRiskManagement.com Phone: 512.788.6010 Page6
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About ISO 14971 Boot Camp

ISO 14971 Boot Camga unique program that achieves ISO 14971 compliance for your
medical device within 30 days. After course completion, your staff will hatleedibols to
maintainlSO 14971 compliancewithout the need for outside consultants.

An EZ Risk Management consultant will come to your company and
help implement ISO 14971 for your medidalice. This includes:

e Writing a Risk Management Operating ISO 14971
t NEOSRANB (I At 2NBR (2 @& BOOTCANR veé Qi
\S/\F/)e_t?'f'c ”;‘?dkSM bl Compliance in 30 days!

e Writing a Risk Management Plan for your
medical device GUARANTEED

¢ Conduct a training session on how 1ISO
MO PTMAYO2NLI2 NI GSa Ayia2z @2dz2NJ O2YLJI yeéQa
Sysem

¢ Organizing the Risk Management File

e Performing a Hazard Analysis

¢ Conducting a EZ Risk Management training class

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

¢ Create the initial Device Hazard Analysis

e Write the Risk Mnagement report

e Setting up periodic risk management reviews

¢ Mentoring your staff

Requirements. Of course, you have some responsibilitiethé boot campisto succeed You need to:

e Purchase EZ Risk Manageni®&nt

e Agree to lire an EZ Risk Management saftant to work at your corporate site for
up to 30 days.

e Provide inhouse resources for assistance in performing risk assessment and
management. After all, your staff knows more about your medical device that any
other experts.

www.EZRiskManagement.com Phone: 512.788.6010 Page7
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Thefollowing pages show you how to install and use the demonstration versibioRisk
al yII3aSYSyinx

1. Install the demo.
2. Tryitout.
3. Buy the full versionWe customize the reports just for you.

4. Implement your ISO 14971 solution:

a. Doityourself EZRiska | y I 3 S Yghveg yibuthe poweto implement 1ISO
14971without spending money on expensive consultants

b. You can ask for a little heldf you are already comfortable with ISO 149%&,
can help guide you through the areas you need help with.

c. 1ISO 14971 BOAQJAMP Wewalkyou through the whole processgiving
you the knowledge to ddat-yourself from then on.Compliance within 30 days
guaranteed!

d. Remember-a 20% discount applies if you purchase
9% wAhAail a l withirttie 8Cddyevaluation period.

This is a limiteekime offer.

L¥ @2dz KI @S |ye jdzSadAzya Foz2dzi 9% wAaail alyl 3

e Send emails tmfo@EZRiskManagement.com

¢ If you want to talk to a real person, please dalines Runelat 512.7886010
during normal business hours%8CSTMWe love talking about risk managenten
solutions

9% wAAail al-yybuBISYR97( solution

E/

www.EZRiskManagement.com Phone: 512.788.6010 Page8
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1. Installingthe %: 2 EOE - AiDegdd i AT OA

This guide is written for the firdtme user.However, yu should have some knowledgel&O
14971:2007 Medical Devicespplication of Risk Management to Medical Devices

This Guide contains the following information:

e How to install and start up the EZ Risk Management Demo version for the fiest tim
Advanced users need not read this section if you are comfortable installing computer
programs.

e An overview of EZ Risk Management and how you can use the program to create and
maintain 1ISO 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 Idescribeshow toinstallthe demo versiof9 %2 wA a1 al ylF 3SYSyiu

If you have already installed a copy ofthe %: 2 EOE - AT$SAMJAI8AT OA

This section is for people who have already installed a previous cdf¥ RfsklanagementIf this is
the first time you are installing the software, yoan skip these steps

If you have a previously installed tBes wA & 1 a IDgrhohsd\arg ifisialting a new copy, you
must first remove the old copy. To do so:

1. Open the Windows Control Panel.

2. Doubleclick theAdd or Remove Programnison.

3. IntheAdd or Renove Programglialog, scroll down andlickEZ Risk Managememema
4

ClickRemove

The following steps describe this process in detail.

1. Open the Windows Control Panel:
a. From the taskbar, clictart (in Windows Vista, click the Start button), and théinlc

Control Panel
Gﬂ Conkrol Panel

www.EZRiskManagement.com Phone: 512.788.6010 Page9
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2.

8.

-
]

In the Control Panelvindow, doubleclick theAdd or Remove Programson.

Add or
Remoy. ..

In the Add or Remove Prograndialog, scroll down and cliégkZ Risk Manageemt Dema

CIiCkRemOVE. i’gj EZ2 Risk Management Demo

Click here For support information.

To change this program or remawve it from your computer, click Change or Remove.

When prompted with a Add or Remove Programs
conformation message, clidkes

\‘;/- Are you sure you want to remove EZ Risk Management Demo From your computer?

s l ’ Mo

Wait for Windows to remove the previous version ofAE T
the EZ Risk Management Demo.

When the program has been deleted the Add or
Remove Programs dialog will be displayed again. :
Risk Management Deo information will be deleted

from the list.

In the Add or Remove Prograntialog, clicl@ to close the window.

In the Control Panel, cIito close the window.

Youare now ready tanstall an updatedversion of the EZ Risk Management Demo. Refer to the
following steps

Installing EZ Risk Management...

From CD File Edit ‘iew Favorites Tools  Help | -:,'
Close all applications running on your compuféren, »:dBackl' O - (¥ | Hsearch [ Foldrs | - -

. . . Address | L E:\ - Go
insert the EZ Risk Management CD into your computer. | - e

autorun.inf

your computer has the Aut®un feature turned on, the EZ  FleandfolderTasks 2 B v
Risk Management welcome screen will appear. Q) Publeh this fokder o the

If the installation program doesot automatically startuse
Windows Explorer to view the content$ the installation

4 Share this Folder

Eed

Other Places

i My Computer

CD and then @uble-clicksetup.exeThe EZ Risk g;“:md“;em t
Management welcome screenill appear. &3 My hetwork Places
Details ¥
|30biects 4

www.EZRiskManagement.com Phone: 512.788.6010 PagelO
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If you are running under Windows Vista, a User Account Control message may appear. If so, click
Continue

I WLINBLI NAYy3 (2 peyraviile yiodr dmpu@risirdadyifig thé IE2 Risk Mhnagement
installation. This message will clear itself after several seconds.

T TS T 51

Welcome to the EZ Risk
Management Demo Setup
. Wizard
When the Welcome Screen appeamk:NeXt > The Setup Wizard will install EZ Risk Management Dema on

wour computer, Click Mexk ta continue or Cancel to exit the

Sebup Wizard.

< Back I Next > I Cancel

Customer Information zl
Customer Information - *ﬁ L4
Please enter wour customet information ‘
Type inyour name anabrganization(the e
organization name is optional) |
Qrganization:
ClickNext > !
< Back I Mesk = I Cancel
Choose Setup Tvpe x
p yp Choose Setup Type P K
Choose the setup bype that best suits your needs ‘
ClickTypical
Typical
Installs the most common program Features, Recommended for
most users.
Custom

Allows users to choose which program features will be installed
and where they will be installed. Recommended for advanced
users,

< Back, eyt = Cancel

www.EZRiskManagement.com Phone: 512.788.6010 Pagell
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Ready to Install x

Ready to Install 1
The Setup Wizard is ready to begin installation

Click Install ko beqgin the installation. IF you want ko review or change any of your
installation settings, click Back, Click Cancel ko exit the wizard,

Clickinstall.

< Back I Inskall I Cancel

Installation x

Installing E2 Risk Management Demo i?

The EZ RISk Management demO program II’Bta” Flease wait while the Setup Wizard completes. This may take several minutes,
itselfon your computer. The default location for
the installation iSCA\EZ Risk Management

Status:

Waitwhile the Setup Wizard completeBhe
progressbharwill move across the screen as the
installation program extracts files and prepares tc
install. When this procass complete, the
Microsoft Office Access Runtime dialog will

< Back et = | Cancel I

appear.

Microsoft Office Access Runtime
El_ Fleaze wait while ‘Windows configures Microzoft Office dccess
|f Runtime [English] 2007

The Microsoft Access runtime executable is Gathering required information...

installed on your computer. This allows you to rur |

9% wAal a leyehiBySuds yofihave

Microsoft Access installed on your computer.

After the runtime executable has been installed, a completion dialog agpear

Access Runtime Installation Complete X|

. . The installation is complete.
The Microsoft Access runtime executahkes been

installed. ClicloK

www.EZRiskManagement.com Phone: 512.788.6010 Pagel?2
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EZ Risk Management Demo Installation Complete X
O

EZ Risk. Management Demo Setup has completed successfully,

9% wAal a lhgshbeks & gssfully installed.
ClickOK

You are now ready to run the EZ Risk Management demonstration program.

www.EZRiskManagement.com Phone: 512.788.6010 Pagel3
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Ve

2. Starting%: 2 EOE - AT ACAIl AT OA

From the taskbar, clicBtart, All Programs and thenEZ Risk
Management

£F E? Risk Management Demo

NOTE:fiyou areusing Windows Vista, click the Start buttamd -

-~

)
"~

then move toAll Programsand then clickEZ Risk Management.

The EZ Risk Management main screen will appear

The tabs across the main screen show the =& e

featuresofd %2 WA &1 al y I 3 S|l e :
H Potential Hazards

e Potential HazardsThis feature lets

Hazard Description Severity Level

you specify the potential hazards o| 7l

Patient immune status reported as a false positive

your medical device. You also
specify the level of severity of eachl ]
hazard. =

e CausesThis feature lets you
specify one or more cause$ each
potential hazardFor each cause, | "SI sy S amitnt
you also define thénitial i

probability.

| Add Record Clear New Record

Record: 4 46016 | b M b emh

Limi
10 recards per category

Form View = Pawered by Microsaft Office Access |zt

¢ Risk ContralThis feature lets you specify one or manethods of control for each causé a
hazard. You also define the residpabbabilityonce therisk controlhas been applied

¢ Reports Once you have identified potential hazards, causesrekdcontrols you can generate
reports suitable for your ISO 14971 risk management refdnits section lets you produce any
number of custom reports, includireycomprehensive Device Hazard Analysis (DHA)

e 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 th&show Risk Matridbutton displays the decision table used ir
determining acceptable riskThis table is displayed on the following Show Risk Matrix

page.

www.EZRiskManagement.com Phone: 512.788.6010 Pagel4d
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_‘/W\- 5 EZ Risk Management [ESTi=n— X
= (7]
E EZ Risk Management - Get Started Guide is in C\EZ Risk Management \{ % Risk Mahil\ b4

This table can be completely customized.
Change the number of Severity and Probability levels to fit your company's needs.

Qualitative Severity Levels

Negligible Minor Serious Critical Catastrophic
Probable
Semi- Probable
Quantitative .
Probability Occasional INVESTIGATE INVESTIGATE
Levels

Remote

Improbable -- INVESTIGATE INVESTIGATE INVESTIGATE

INVESTIGATE - The risk should be reduced. Investigate further risk reduction
ACCEPTABLE — The risk is insigrificant, o need for further risk reduction

Close Matrix
Display

Form View

!'[:‘, Powered by Microsoft Office Access |g

EZTip: The demo prograndoes not let you
change the parameters of the Risk Matrix tabl

In the full-featured program however, you have
full control over all parameters:

e severity levels

e probability levels
e risk values
e risk definitions

'

The next sectionshow you how easily EZ RMknagement performs
risk assessment and management

www.EZRiskManagement.com Phone: 512.788.6010
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3. Defining Potential Hazards

The demo program has several potential hazaidsadydefined. We will use them for the purposes of
learningd Y2 wA a1 a | After 3db WMaSe/ldamed the fundamentad$é EZ Risk Management, you
can delete or edit them as desired.

Apotential hazards defined by

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

1. If the Potentialscreen is not already displayed, click thatential Hazardsab.

3 5 [
_"/DQI s EZ Risk Management :
©
5] EZRisk - Get iide is in CAEZ Risk x
Potential Hazards || causes | Risk Controls | Reports | About |
H Potential Hazards
Hazard Description Severity Level
HO1 Operator or bystander injury due ta chemical exposure 5[] [catastrophic
HO2 Patient immune status reported as a false positive 1[=] [negligible
HO3 Patient immune status reported as a false negative a Critical
Hoa Operator injured due to electrical shock 3[x] [serious
Ez-]— . HOs Third party injured because unit adverseley affects the operation of nearby unstrument =] [critical
Ip - The demo program ¥ [Hos Environment damaged due to improper disposal of unit chemicals 1=] [Negligible
ill only let defi t *
will only let you define up to Fl
10 potential hazardsThe
full-featured program
however, lets you define up
to 100hazards fnore, if ST
[Record W <ote [» W] % =
needed) . Demo Version 1: Negligble—Inconvenience or tempor:
T s e e
Limit: Levels:  |3: Seri tion
10 records per category 4 Crit o n
5: Catastrophic—Results in patient death
Form View (7= Powered by Microsoft Office Access |z

2. To define a new potential hazard, click on the empty row at the bottothefist of potential
hazards\

]

3. TheHazardReferencevalue is blankThis is OK EZ Risk Management will ass@ymumber
automatically for you.

} HOG6 EA&irUnment damaged due to improper disposal of unit chemicals 1|Z| Negligible
*

The cursor is in thBescriptionfield. TypeTest hazard andthen pressTAB

£ Test Hazard v
*

www.EZRiskManagement.com Phone: 512.788.6010 Pagel6
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4. The cursor is now ahe severity level fieldTo ®lect a Severity Levialick on the Severity Level

list box andselect severityevel2 (Minor)
NOTE: in the fulleatured version of EZ Risk Management, you can assign the number of
severity levels (including the definitiori each level).

£ Test Hazard
*

v

L Y A

Negligible
Minaor
Serious
Critical
Catastrophic

5. Press thélABkey. 9 ¥

WA &1 a lagsigriySurigniiat hazard a uniqudazard

Reference/ dzY 6 SNJ I YR | RRa Al G2 GKS

GFlofSd ¢KIGQa

Test Hazard
3

2w

Notice that an additionalblank line has been inserted so you can emterewpotential hazard.

Editing a Potential Hazard Record

Editing a potential hazard record is simple:

1. Clickonthe leftside of
the record you want to
edit. For now, click on
the Potential Hazard we
just created

{ 2| EZRisk Management - Get Started Guide is in C:\EZ Risk Management

Potential Hazards | Causes | Mitigation | Reports | About

E Potential Hazards

Hazard Description
Operator or bystander injury due to chemical exposure.
Patient immune status reported as a false positive
Patient immune status reported as a false negative.
Operator injured due to electrical shock
Third party injured because unit adversely affects the operation of nearby instrument
Environment damaged due to improper disposal of assay reagents.

Test Hazard

Severity Level

50

1

aw

E

2>

1w

2w

v

Using the mouse ahe TABkey, moveto the field you want to modifylf you want to modify

the Description just edit the text. To modifySeverity Level, click the drop down list and select a

new value. Then press TAB to save the record into the EZ Risk Management database.

www.EZRiskManagement.com

Phone: 512.788.6010
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Deleting a Potential Hazard Record

To delete a potential hazarddm the EZ Risk Management database:

1. Click on thdeft sideof the record you want to deletén this case, the potential hazard we just
created and editeji EET et Stated uide s i CARZ sk

Potential Hazards | causes | Mitigation | Reports | About |

H Potential Hazards

Hazard Description Severity Level

|Operatur or bystander injury due to chemical exposure.

|Petient immune status reported as a false positive

|Petient immune status reported as a false negative.

|Operatur injured due to electrical shock

|Third party injured because unit adversely affects the operation of nearby instrument

|Envirunmsnt damaged due to improper disposal of assay reagents.

3 |Tsst Hazard
C 11
2. Press theDEIETEey. A confirnmessage EZ Risk Management
appears . You are about to delete 1 record(s).

! Y If wou click ¥es, you won't be able ko undo this Delete operation,
Are you sure you want to delete these records?

ClickYes

The PotentiaHazard will be deleted

[% EZ Risk Management - Get Started Guide is in C:\EZ Risk Management

Potential Hazards |Cau5e5 | mitigation | Reports | About |
H Potential Hazards
Hazard Description Severity Level

B [100 | |operator or bystander injury due to chemical exposure. || s [catastrophic |
B [4102 | |patientimmune status reported as a false positive || 1] [Negligible |
B [0 | |patientimmune status reported as a false negative. || B [critica |
B [404 | |operator injured due to electrical shock || 3] [serious |
B [105 | [vhird party injured because unit adversely affects the operation of nearby instrument || 4w [critics |
B [405 | |Environment damaged due to improper disposal of assay reagents. || 1] [Negligible |
P | ] |

EZTIp: In the full-featured version of EZ
wA &1 al yI ydBceroydeletea
Hazardif any Causesre linkedto it. The
program prevents you from making
unintentional mistakes.

7’

www.EZRiskManagement.com Phone: 512.788.6010 Pagel8
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4. Defining the Causes of Potential Hazards

The demo program already has several causes defined. We will use them for the purposes of EEarning
wA al al ylAHEBY6EhAVe learned the fundamentals of EZ Riskjement, you can delete or

edit therecords aglesired.

You define the cause of a potential hazard by:

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

To create a cause recoraftow these snple steps:

1. dick theCausesgab.

J/ﬁm}l R E EZ Risk Management |ﬂ‘
= ©
E Emuammf&tmmkinc\ﬂmmamm\ X
Potential Hazard5| Causes |Risk Controlsl Reports | About |
E Causes of Each Potential Hazard
Initial Initial
Cause Description Probability Link to Hazard Risk
|Impropergrounding of instrument | |:r-aq.1-a'r. | ﬂ |anra:-:r or bystander injury d.w|_
|Soﬂware error | |Occas ona | |Ja: ent immune status r-aa-:r‘.ed” INVESTIGATE |
4 I:Hsoﬁtware error | |Occas ona | |Ja: ent immune status r’-aa-:r‘.ed|_
*
L | NIE| | |
Add Record Clear New Record
| Record: 4 4 30f3 FoH B | & ‘ Search
I 1: Improbable—So unlikely it can be assumed it will not occur.
Demo Version TInitial 2: Remote—lot likely to occur in system life cyde, but possible.
imit: Probability: |3: Occasional—-Might occur sometime in system life cyde.
Limi
10 records per category 4: Probable--Likely to occur several times in system life cyde.
5: Frequent--Likely to occur repeatedly in the system life cyde,
Form View ’f[: Powered by Microsoft Office Access [

EZTip: The demo progranonly let you
defineand linkup to 10causes The full-
featured version, however|ets you define
up to 10@ causes fore, if needed).
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2. To define a neveause click on the empty row at the bottom of the list cduses

Potential Hazards | Causes | Mitigation | Reports | About

g Causes of Each Potential Hazard

Cause Description prcl'gzc]iﬁiity Link to Hazard lﬁiit:::l
[(57] [improper grounding of instrument | ¥ [Ho1 ¥ | | | unaccepTase |
[c557 ] [software error B ] [Hoz ] | | [ nvesmiate |
[ ot s [ ez 9] o
jjmmy [ [l | |

3. Notice that theCausenumber fieldis blank Similar tothe Potential Hazar&eferencevalue, his
is OK; EZ Risk Management wallitomaticallyassigrthe number for you.

The cursois in theDescriptionfield. Typeimproper operator training how to use the
instrument, and then press TAB

F

| |improper operator training how to use the instrur| |

] |

4 | I |

The cursor is now at thiaitial Probability field. To lect an initial probability, cick on the

Initial Probability list box andselect level 30ccasional Tren press TAB

7
|

|impr0peroperatortraininghow to use the instrur| [ v‘ ‘ | |

| | |

Improbable

*
|

Remote |

¥ | || |

1
| | |2

Occasional

Probable

Freguent

wA afi

EZTip: In the ful-featured version ofEZ
a I y I ydbcdrSdgfinedte
number of probability levels (including the
definition of each level).

a. The cursor is now at thieink to Hazardield. Click to select a potential hazard ttiae
cause is linked toIn this case, click on HO4.

%

l:l |improper operator training how to use the instrur| |3 v‘ | |

“| i |

L1 |

Operator or bystander injury due to chem
Patient immune status reported as a falsq

Patient immune status reported as a falsg

Operator injured due to electrical shock
Third party injured because unit adversel
Environment damaged due to improper d

www.EZRiskManagement.com
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5. Press thel ABkeyto move the cursor across the record and to the new record BaeRisk
al y I 3S Yassigns youcausea uniqueCause Referenaeumber and adds it to the table

CKIFGQa AG® | 2dzQONB

R2Yy S

Potential Hazards | Causes | Mitigation | Reports | About
H Causes of Each Potential Hazard
Initial Initial
Cause Description Probability Link to Hazard Risk
| | |Impr0pergr0unding of instrument | |5 v| |H01 v‘ | | _
| | |50ftware error ||3 v| |H02 vH || INVESTIGATE |
| | |Sof‘tware erraor. | |3 v| |HD3 v‘ | | _
| | |impr0peroperatortraininghow to usetheinstrur| |3 v| |H04 v‘ | | _
my
M.y [ ™ [ ¥ || |

Noticethatd %2 wA &1 a lhgslassi§nedayi initial risk to the cause. This decision is based
on the values assigned in tiRisk Matrix table. In the fufeatured version of EZ Risk

al yI 3SYySyiGz e2dz OFly RS&aAdy

GKS NAR&]l al GNRE

Notice thatanadditionalblank line has beemserted soyou canenter a newcause

Editing a Cause Record

Editing acauserecord is simpleSimply ctik the left side of the record you want to edithe procedure

is similar to editing a potential hazard record.

Use the mouse or TABey,moveto the field you want to modify. For th€ause of thédazard

Descriptionfield, just edit the text. Fanitial Probability dick the drop down list and select a new
value.For the Hazard link, click the drop down list and select a Hazheth press TAB to save the
record into the EZ Risk Management database.

Deleting a Cause Record

Management database:

Potential Hazards | Causes

To delete ecausefrom the EZ Risk H Causes of Each Potential Hazard

Cause Description

Mitigation | Reports | About

Probability Link to Hazard Risk

Initial

1. Click on the lefhand side of [c55 | [improper grounding of instrument |b_~ Peeratororbystanderinjory cu] |
the record ou Want tO [c007 ] [software error B ¥ [no2 v | [ mvesTiGaTE |
y , ] e 5 ] | ma
delete. In this case, click ON | | | imercoer operstor vaiming how o e te st s+ e
the causewe just created. || 1! ) — - ]
www.EZRiskManagement.com Phone: 512.788.6010 Page21
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2. Pressthe DEL key. A confirm message will appear:

EZ Risk Management

You are about to delete 1 record{s).

ClickYes
' If wou click ¥es, wou won't be able ko undo this Celete operation,
Are ol sure you wank ko delete these records?
TheCause recoris deleted:
L wes | [ w0 |

e

| Potential Hazards| Causes | Mitigation | Reports | About |

H Causes of Each Potential Hazard

Initial Initial
Cause Description Probability Link to Hazard Risk
|Impropergrounding of instrument ‘ |5 v| Frequent |H01 v| |anra:-3r-3r bystander injury d_|-| _
|So‘ftware error ‘ |3 v| Cccasional |H02 v| |3a:'e’|: immune status rea-:r‘.ed| | INVESTIGATE |
|Software errar. ‘ |3 v| Occasiona |H03 v| |3a: ent immune status rea-:r-_ed| _

I - | | |

EZTIp: In the full-featured version of EZ
wial al ylydScafoydeletea
Cause if any Risk Control records are linked
to it. The program prevents you from
makina unintentional mistakes.

7’
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5. Defining Risk Controls

The demo program already has seversk controlsdefined. We will use them for the purposes of
learningd 2 wA &1 a [ Aftér P8 hageyedrned the fundamentals of EZ Risk Management, you
can delete or ediRisk Controls as deed

You definearisk controlrecord for a causéy:

e Describing aisk control
e Linking therisk controlto a cause of a potential hazard
e Assigning an residuptobabilityto the risk control

Follow the simple stepgivenbelow:

1. dick theRisk Controlgab.

(=™ A EZ Risk Management (= = e
i ui 4

G =
R ————————

Potential Hazards | Causes | Risk Controls |Reports | About

- \
E Risk Controls =
Residual Residual  Reference to
Control Description Link to Cause Probability Risk Investigation
3 ‘Labeling,training classes ‘ |C001 Ell mproper grounding of in ”_EI Probable _ |:|
‘Ferform unit testing, QA on software ‘ |C002 E”‘c‘t vare error |EBW ‘ ACCEPTABLE | |
‘Independent analysis of software algorithms ‘ |C003 E”‘c‘t vare error |EBM _ l:l
‘Conduct FMEA on hardware ‘ |C001 E” mproper grounding of 'nsHﬂzl Occasional _ l:l
il I LIl [EY \ I \

Add Record Clear New Record

Record: W lof4 P oMb ‘ & Mo Filte ‘ Search
i 1: Improbable—So unlikely it can be assumed it will not occur,
Demo .V.erSIOH Residual |2 Remote-+Not likely to occur in system life cycle, but possible, Show Risk Matrix
Limit: Probability: |3: Occasional-Might occur sometime in system life cyde.
10 records per category 4: Probable--Likely to occur several times in system life cyde.
5: Frequent--Likely to occur repeatedly in the system life cycle.

Form View | @ Powered by Microsoft Office Access b

EZTip: The demo program wilbnly
let you defineand link up10risk
controls. The full-featured program
however,lets you define up to 100
controls (nore, if needed).
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To define a newisk contro| click on the empty row at the bottom of the list o§k contros.
Notice that theRisk Controhumber fieldis blank Like the previous referenceumbers EZ Risk
Management wilautomaticallycreatethis number for you.

The cursor is in thBescriptionfield. Typeoperator trainingclass and then press TAB
ﬂ

The cursor is now at thieink toCausefield. Click to select @ausehat the risk controlwill be
linked to. In this case, click 08003 Then, press th@ ABkey.

7
Operator training class w v
* C001 Improper grounding of instrumg
C002 Software error

Operator training class v v

Software error.

The cursord now at theResidualProbability field. Click the list box and select a residual
probabilityfor the risk control In this case, select 2 (remote).

I
Operator training class C003 ~ v
* 1
v

3 Occasional
4 Probable
5 Frequent

Improbable

Presghe TAB keyNoticethat a residual risk has beerutomaticallyassigned to your risk
control.

The cursor is now at thReference to Investigatioffield. This optional fieltets you reference
documentation on howourrisk controlwas implementedcandhow you justified your
conclusionsFor now, do not enter anyaluein this field.

|ﬂ €003 [iv] [software error

Operator training class

2 =] | N |

PressAdd Reord. EZ Risk Management assigns a uniBiskControl number andthen adds
the record tothetable. ¢ K 4 Qa A d.® |, 2dzQNBE R2y S

Potential Hazards | Causes | Risk Controls |Reports | About ‘
H Risk Controls =
Notice that Residual Residual  Reference to
an additional Control Description Link to Cause Probability Risk Investigation
. RCO0L| Labeling, training classes CoolEl mproper grounding of in |4 E Probable _
blank Ilne has RCO02 | Perform unit testing, QA on software S 2 E Rel B ACCEPTABLE
been RCO03Z | Independent analysis of software algorithms 3 E Oc nal _
. RCO04 | |Conduct FMEA on hardware g of in{[3 E Oc a _
automatically |5 - — —
RCOO0S | |Operator training class 2 E Remote _
inserted so * [x]

you canenter a newrisk controlrecord

www.EZRiskManagement.com
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Editing a Risk Control Record

Editing arisk control records simple. Simply click tHld in the recordyou want to edit. The procedure
is similar to editing a potential hazard record.

Usethe mouse or TAB key, move to the field you want to modify. Fobeeription or Justification
fields, just edit the text.ForLink to Cause of Hazaahd ResidualProbability, click the drop down list
and select a new value. Then présid Recordo save the record into the EZ Risk Management
database.

Deleting a Risk Control Record

To delete aisk controlfrom the EZ Risk Management databadékon the lefthand side of the record
you want to delete Then press th®EIETEkey and click YES when the confirmation message appears.
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6. Generating Reports

The é&émo program already has several reports to help you prepare your ISO 14971 risk management

report. Click on théReportstab to display the list of available reports.

E ==k
O T = e
()2 9

< @
=5] EZRisk iide is in C:\EZ Risk

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

Reference Tables—— [ Potential Hazards [———

Risk Controls

select: Sorted By: Sorted By:

© Severity Levels * Hazard *  Risk Control

© Probability Levels " severity Level " Initial Probability © Residual Probability

Preview l Preview I I Preview I Preview
Select Format
* Color-coded
" Black text
Limit:
10 records per category
Form View (7 Powered by Microsoft Office Access
P

To preview a report, click the appropriate button. The report will be displayed in Preview mode. You

can then print the report or create a

PDF file. —— S
) . E%: QIIE Eff=E e
For examplein the Potential Hazads i Ereacan
AE]

panel clickPreview The following
preview report will appear:

Your Report Title
Potential Hazards

Hazard Description

age
Reaty Num Lok Powered by Micosoft Offce Acess | 5838 (S T ) |

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

Close Print
Preview

Close Preview|
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Device Hazard Analysis (DHA) Reports

The Device Hazard Analysis (DHA) is the heart and soul of your Risk ManagemenEReRisk.
al y I 35 Yrakésithis jb a simple. The device hazard analysis shows:

o Alist of potential hazards (listed by severity)
e For each hazard, a list of causes, including an initial probalilitynitial riskvalueis displayed
e For each cause, a list ok contros, including a reidual probability A residual risk idisplayed

Two sample DHA reports are included in your demo program. The output formats are the same except

that the first report makes liberal use of coloodedformatting. Fromthe EZ Risk Management Main

Form, click théReportstab. Select the format of the DHA report (by clicking one of the radio buttons),

and then clickPreview

(o) = B e =IE
2

x@}‘

~
§| EZ Risk Management - Get Started Guide is in C:\EZ Risk Management

Potential Hazards | Causes | Risk Contmls| Reports |Ahout |

H Risk Management Reports
Reference Tables Potential Hazards Causes——— Risk Controls
Select: Sorted By: Sorted By: Sorted By:
& seyerity Levels ® Hazard & Cause & Risk Contral
* Probability Levels © severity Level © Initial Probability © Residual Probability
l Preview ] E Preview Preview

Device Hazard Analysis —

Select Format
& Color-coded

T Black text
Limit:

10 records per category

Form View [ Powered by Microsoft Office Access |23

A Device Hazard Analysis is displayed in preview mode (see below). bercprint the report orgo
backand edit hazards, causes ansk contro$ to improve results.

The report can be printed as a PDF file.

9% wial alyl3s8ySyid OFry RSaidy Odad2yY NBLRNIa

www.EZRiskManagement.com Phone: 512.788.6010 Page27

02

T



EZ Risk Managemeremo QuickStart Guide

The color-coded report:

i EZ Risk Management =B =

3 1A je g 0] o b Q U (2

[ Print Data Only
Size  Portrait — Page Zoom | One Two  More Refresh Close Print
- ££ Columns Setup B Page | Pages Pages™ All Preview
Page Layout Zoom Close Preview

s |

X

Medical Device Name

Device Hazard Analysis (DHA)

e

Quartstne svery Lavel Promeny

e e ey . e ey

P S —"
ittt s i

Besidual
Probability

0001 impraper grounding finstrument inital Risk; UNACEEPTASLE
ROMD lsbeing waming siamer
RO Candust FMEA on Farduare
HE Paient imrme stas reporedasa il e negative
Severitvlel 4 Critical
OO0 Softwere error SOrmsionsl  Ints Risk UNACCEPTARLE
RCOOS  Independentanalyss of software algorithms 3 Ocasonal UNADCEFTABLE
RCODE  Operator training class: 2Remote UNAOCEFTABLE
HI? Fatient immmne status reported asa fal e positive
SeverityLevel: 1 Nedlighle
0002 Softwere enror Inieal Rigk: INVESTIGATE
ROIR  Ferform urit testing O onsoftware 2 Remate AGEFTABLE

Page: 4 4 [1 v b b | W No Filter

Ready [P Powered by Microsoft Office Access W

The black and white version:

= TG E7 Risk Management

R it rioiicn |
]E @ E& [ show Margins I% q . . Il
ndscape|Margins

I Print Data Only
Size Portrait Page  Zoom | One | Two More
Setup

Page Layout F]

Refresh
~ | Page |Pages Pagesw | Al | orXps

Zoom Close Preview

Close Print
Preview

EZ Rk [ yau

Medical Device Name
Device Hazard Analysis (DHA)
Sorted by Severity

Protatity Leveis
P

e el —

O S

Initial Residual

001 Improper grounding ofinstrument Sequent inital Bis UNACEEFTABLE
RO lsbefng waing ciimes oProbabe  UNACCEPTABIE
ROUDS Garuct FNEA an harduiare SOasorsl  UNACCEFTASLE
HI3 FPatient imwmme status reporied asa falsenegative.
Seweriylewl 4 Crtied
€008 Scfrware ervor S Ommsionsl  intsl G UNACCEFTASLE
RCODS  Independentanaiysisof softuare aigorithms 3Dezasonal UNACCEFTABLE
ROME Operstor training siam EERSS UnacCEPTAsLE
HI? Patientimwmme starus reported asa false positive:
SeverityLevel: 1 Neglighle
00 Scftware ewor 3Ocasionsl  Intal Rsk INVESTIGATE
RCODR  Parform urst testing, G onsoftare

Sunsey ap 05, 208

> b+ ‘\RNQF\I(el

Ready = Powered by Microsoft Office Access I‘MI
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7. Help and consulting services

Please do not hesitate to email or callusifyou hawglj dzS&d G A2y a | 62dzi 9% wAiail al
email toinfo@EZRiskManagement.com

If you want to talk to a real person, please call James Runde at 51@0288during normal business
hours (85 CST).

Comments

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

Training

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

Consulting

2SS Oly KSfLJI @2dz O2 YL & buldding your ISO h4974 nodopliande pPodtedni K S NJ A (
from scratch or jushelping you gettarted with risk assessmermin a medical device we can helpOur
specialty is getting your team started so you can continue without further assistance.

FDA/ISO audit support

EZ Risk Management is available, upon appropriate notice and payment of expgeratéend and help
justify your compliance with ISO 14971.

ISO 14971 Boot Camp 7z Compliance in 30 days!

ISO 14971 Boot Camg a unique program that achieves 1ISO 14971 compliance for your medical device
within 30 days.

An EZ Risk Management consultaiiit come to your company and help implement ISO 14971 for your
medical device. This includes:
e 2NAUGAY3T | wAial alylFr3SYSyid hLSNIGAy3 t NRBOS
specific needs
e Writing a Risk Management Plan for your medical device
e Conductatraiyd aSaaizy 2y K2g L{h mnpTmMAYyO2NLR!
Quality System
e Organizing the Risk Management File
e Performing a Hazard Analysis
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¢ Conducting a EZ Risk Management training class

e Conducting risk assessment meetings to identify hazards, causeskicgntrols
¢ Create the initial Device Hazard Analysis

e \Write the Risk Management report

e Setting up periodic risk management reviews

¢ Mentoring your staff

Requirements. Forthe boot campto succeed, you need to:

e Purchase EZ Risk Manageni¥&nt

e Hire an EZiBk Management consultant to work at your corporate site for up to 30
days.

e Provide inhouse resources for assistance in performing risk assessment and
management. After all, your staff knows more about your medical device that any
other experts.

With the cooperation and active participatiosf your employees, ISO 149¢ampliance for your
medical devicean beachievedwithin 30 days. If an ISO or FDA audit finds deficiencies in your ISO
14971 progranf{and the deficiencies are determined to BeY2f@uit), the deficiencies will be corrected
at no charge. Otherwiseemediationwill be implemented at a 50% discount from our boot camp rate.
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