Learning by Doing
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Regulations & Regulatory bodies: i.e. FDA

Norms & standards:

ISO 13485 Quality Management System for the design and
manufacture of medical devices

ISO 14971 MDs - Application of Risk Management to Medical Devices
ISO 62304 Medical Device Software - Software life cycle processes

ISO 62366: Medical Devices — Part 1:
Application of usability engineering to medical devices

@EuroSTAR stockrom | M

. Software Testin 31.10 - 03.11 iiieiil
eurostarsoftwaretesting.com Software Tasting | 5t.10-0313



What Is Usability?

USABILITY: characteristic of the USER INTERFACE that facilitates use
and thereby establishes EFFECTIVENESS, EFFICIENCY and USER
SATISFACTION in the intended USE ENVIRONMENT (after ISO 62366-2015)
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Elements of ISO 62366
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Usability Program

Reviews & testing Development

Usability testing & survey Verification ,

Observations & survey Validation ,
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Verification a2

User analysis
Use cases

Primary operat
functi
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Commercial Demo
Lommercial Demo _ Demo

Practice Test (FC2)
Traininy
{Class room) Training (FC3) J— ot
System Instatlation Qualification (SC3)
Make personal setting (SC6)

Installation Console
+ tst startup (EC2)

Configure Connectivity (EC3)
Sub System Instailation
Installation Instrument
+ 15t startup (EC4)
Dead On Arrival INS (EC5)
Dead On Arrival CON (EC6) | Unpack
Dead on Arrival CAR (EC20)

Calibrate Touch Screen (EC26)

(re)Start Up Instrument (UC1a)
Start Up Console (incl. CSW)(UCTb) | Start up and Shut down.

Shut Down Console (UC3a) |
Log on (UC2)

Manual
Barcode | Prepare Test Request (UC6)

(Lisy
Link Patient to Sample (EC7)

Manual (UC4)
Log Off

Automatic (€8 »—2 =
Unpack (and prepare) Cartridge (EC21)
Insert Cactridge (UC8)

Sample Types

Insert sample (ECB)

Installation

Identify Slot (UC13) __USQ

Insert cartridge (UC8)

Check Test Results (UCTT)
Check Test Details (UC12)
Manually Release Test Results (UC14)

Print document (UC15)
Export Test Resuits (UC17)
Export Document (UC16) | Export
Export Multiple Test Results (UC18)
Dispose Cartridge (UC20)
Cancel Test Request (UC7)
Abort Test (UC10)
ete Test (UC19)
External Quality Control {UC21)

Check (cartridge) stock (SC5)

Basic Cleaning (FC4)
Maintenance
Archive Data store (FC7)

Infection Trending (SC2)

Instructions For Use (paper) (UC25a)
Instructions For Use (console) (UC25b) | Help

Remote support (EC9) )

Research Clinical Trail (EC14)
Research “nee =i 9

Remove Console (EC14)
Jomive Cime ey
Remove instrument (EC15)

@ console
EndofLife |} ———M

Package for return Console (EC16)
Package for return instrumen (EC17)

Device lnventory Management (SC7)

Withdraw Assay (CCT)

Retresh Measurement Values subsystem (CC12)
Database Management (UC26)

Remote Preventive Monitoring (EC24)

Install Certificate on Instrument (CC5)

Remote update Console SW (CC4)

Remote update Instrument SW (CC3}

Respond on CAPA (EC13) _Urgent

Instali Test Type Package (TTP) (remote) (EC22)

Install Base

Regular System Maintenance (FC5)
Specialized System Maintenance (FC6)
Run knstrument Diagnosis Test (UC16)
Retrieve Assay results (CC8)

Retrieve Assay Instrument Log (CC9)
T

" Retrieve Windows Event Log (Console)(CC11)
\s_""_"i Diagnose Device Problems (FC8)

Contact Apolio {€Ci4)

User Scenarios

Remote Support (SC4)
Administration (users/groups/roles) (EC25)
Remote Control Session (CC13)

System Settings (UC24)

Swap Console (incl. CSW) (EC10)

Swap Instrument (incl. ISW) (EC11)

Update calibration data (FC1)

Acquire External data (UC22)
Deploy External data (UC23)
Install ISW update (local) (CC3)
Instalt CSW update (locat) (CC4)
Generlc software Installation @ Console (CC17)

Install Test Type Package (TTP) on Console (local) (CC6)

Update

FC « Future Case
UC= Use Case (original)
$C= Supporting Case
EC « Extra (new) Case

€C = Connectivity Case




Verification @)

Test environment & test procedures

User selection & gathering
“User training”

Instrument

Execution /ey

Reporting

eurostarsoftwaretesting.com

DevZiopment

Verification

Validatior

Usability Questionnaire Results Summary
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Validation
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Development

Verification

Validation
Usability Questionnaire

Test Charter Colophon [see also front page] BC-002433
Tester name Yersion
Date Status

Test Item APD"D
Description System Us=ability Measurement Inwentory

Please first fill in your scores (Agree, Undecided, Disagree),
and only then fill in the WHY as suggesiion for improvement

Installation & Training

1l | After the user training | feel confident to operate the system

Test Preparation

The assay type can easily be recognized through the labeling on the

Pl cartridge packaging

The assay type can easily be recognized through the labeling on the

p2 cartridge

p3 |WWhen | open the cartridge pouch | will not use a tool.

e
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Results, Conclusion

Subjective vs. Objective

Expected results & Findings: E New.)
X,

Verification

User Friendliness
Learnability

Error Prevention

Standards can be helpful, treat as heuristics ear n
Proof required? = Practical solutions DO

It’'s so much FUN!
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Without a journey you will get nowhere!

pdu@improveqgs.nl

Improve ... o
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