IRIS — Initial Risk Assessment & Data Entry Checklist

o

Doi:qgaEﬁ? 15
Device , ' o
Description: o\ ¢ [rosineans _|
Date Assessed: 20 -5\ Assessed By: -
Sample | O YES Sample | OO YES Received | J Reporter Device g FSQEJgaIe
Requested: | O NO Received: | I NO From: | O Other Type: ;
[+ Single Use
Classification: | [0 Urgent (48hrs) D’éxpedite (5days) | [J Routine (10days) [ Not Investigated
: i Not. CaUSEY s rusmmasraricse Resulty s s | ROCOMMBNAATONT v o
Investigated:
Initial | fyestigate (1o IRIS Mesting) | O Information Onl O Refer to Surveillance
Recommendation: 9 ” saltig) Y :

Type of Incident

{tick more than one if
necessary)

Outcome of
Incident

tick one only for
each criteria)

( Reporter Type

[Source Category)

Risk Analysis

(tick one only for
each criterg)

[] Advertising
O Biocompatibility
[ contamination

O Fails TGO / Standard

I Labelling/Product Info

O Material / Formulation

O product Mix Up
O software
| Supply of Unlisted

[0 biagnostic Inaccuracy Ll Mechanical Device

T seatiss O Packaging [ other oo
Potential Outcome Actual Outcome Injured Party

[] peath [ peath [3-Fatient
El{eeriouslnjury m%:;riouslnjury O Operator

O Temporary Injury

O Temporary / Minor

O Not Applicable

] No Injury L] No Injury
Administrator Clinician Nurse
O Medical ] General Practifioner O Community
Ol Lay O Specialist O Hospital

L] private
Government Agency Paramedical Technical

[ consumer Affairs

[ Ambulance

[J Biomed Engineer

[ coroner O pentist [ Biomed Technician

] 1GA - Recalls O Pharmacist O clinical Technician

] 1GA - Labs O Physiotherapist O Hospital Engineer

O 1GA-cmpP O Radiographer [0 Medical Physicist

[] 1GA-cCAB [] Rehabilitation

L] 1GA - surveillance L] ol e

Other Overseas Advice

E] Blood Bo.nk O] Ecm_ | R 23433
Competitor O Eu Vigilance

O H spital Supply Service O DA (USA) Trim File# 201\ \0075167
Patient / User 1 MDA (UK)

O sponsor [J MDB (Canada)

I [ = A —— O other v

Frequency Severity Detectable

[l Frequently O e Threatening E/Likely

O sometimes B);;rious O Occasionally

E}Rare!y 1 Minor L1 Rarely

L1 unlikely 1 il L1 unlikely
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