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Description: )
o 4. !.1o Assessed By:
i : (RO [ Sterile
Sample | [ YES Sample | [J YES Received | [] Reporter Device EIRahE
Requested: | L1 NO Received: | [ NO From: | [J Other Type: &Single Use
Classification: | [1 Urgent (48hrs) [[] Expedite (5days) ZRoutine (10days) [CJ Not Investigated
.tf Not Bauser it e ResUlt ittt R e C O e 108 O e e e
Investigated:
Initial ; . . :
R e Eﬁnvestlgate (to IRIS Meeting) | [ Information Only [1 Refer to Surveillance
| ] Advertising [ Fails TGO /Standard | 1 Product Mix Up
Type of Incident | [] Biocompatibility L1 Labeling/Product Info | [ soffware
inati 1 Material / Formulation i
ok e [l contamination -/ ] Supply of Unlisted
necessary] ] piagnostic Inaccuracy Mechanical Dieie
[j Electrical I:] Pockoging D OIhEE s s
Potential Outcome Actudl Quicome Injured Party.
Outcome of [Q/ ;
] ] Death [] Death Patient
Incident
B/Serious [njury. Serious Injury. 0 Operator
tick: Iy fi
{:ofhnirg;ifr 1 temporary Injury [ temporary / Minor [] Not Applicable
] No Injury ] No Injury
Administrator Clinician Nurse
Ll Medical ] General Practitioner 1 community
] Lay L1 specialist ] Hospital
] private
Government Agency. Paramedical Technical
] consumer Affairs [l Ambulance [l Biomed Engineer
1 coroner ] pentist ] Biomed Technician
[C] TGA - Recalls [l Pharmacist ] clinical Technician
; [] TGA = Labs ] physiotherapist [l Hospital Engineer
ReporterType | M 154 _cup ] Radiographer [ Medical Physicist
(Source Categary) | L] TGA - CAB L1 Rehabilitation
] 1GA - Surveillance [Elfesficeismas s,
Ofther Overseas Advice
[] Blood Bank L] Ecri
L] Competitor [l eu Vigilance
1 Hospital Supply Service L] FDA (USA)
L] patient / User [ MDA (UK)
Sponsor ] mMDB (Canada]
[EX Ofhcr T e R [Efeihereaaiaty
Fregquency Severity Detectable
Risk Analysis | [ Frequently [ Life Threatening [ Likely
: ] sometimes [ serious 1 occasionally
(tick ene anly for
each criferia L1 Rarely 1 Minor [ Rarely
Unlikely 1 Nil 1 unlikely
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