IRIS — Initial Risk Assessment & Data Entry Checklist
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Device N L |
Description: i#17 lrosthes:s ok
, Assessgge: Jor 241 & s
Sample | CIYES | Sample | JYES | Received | [JReporter | Device | 0 Sterle
Requested: | [ NO Received: | O NO % “From:- [ Other - Type: ErSingle Use
Classification: | [1 Urgent (48hrs) O] Expedite (5days) EEI’ﬁoutine (10days) [J Not Investigated
Investig:;’::lagt' CAUBE! wonveveessmnnssmasimmes Result: ... V2T L ol R ————
Initial | 0 estigat ing) | OI Information Onl O Refer to Surveil
Rb ety nvestigate (to IRIS Meeting) nformation Only efer to Surveillance
i | O Advertising L] Fails TGO /Standard | [ Product Mix Up
Type of Incident | [ Biocompatibility [ Labeling/Product Info | [7 software

{tick more than one if

[ Contamination

1 Material / Formulation

L1 supply of Unlisted

necessary)

( ' Qutcome of
Incident

{tick oné only: for
each criteria)

L Diagnostic Inaccuracy
L] Electrical

Potential Outcome

[1 peath
Serious Injury
LI temporary Injury

Mechanical Device
D Pockcging D ] 7 g
Actual Outcome Injured Party
S}eath B/Poﬁenf

Serious Injury [J operator

] Temporary / Minor

L] Not Applicable

L] No Injury L1 No Injury
Administrator Clinician Nurse
[ Medical [] General Practitioner L1 community
Ll Lay L] specialist L Hospital
L1 Private
Government Agency Paramedical Technical
[ Consumer Affairs [0 Ambulance [] Biomed Engineer
[J coroner [ pentist [] Biomed Technician
[J TGA - Recalls ] Pharmacist [] Clinical Technician
(5 bl o 1 1GA - Labs L1 Physiotherapist [] Hospital Engineer
it L1 TGA-GMP O Radiographer ] Medical Physicist
{Source Cafegory) (0 1A -CAB [1 rehabilitation
L] 1GA - surveillance L] other oo
Other Overseas Advice
L] Blood Bank [1 ecri

] Compefitor
L] Hospital Supply Service
[ patient / User

1 EU Vigilance
[ FDA (USA)
O Mba (uk)

Sponsor L1 mps {Canada)
L] Other oo, L] other v.oeveeven,
Frequency Severity Detectable
Risk Analysis L1 Frequently S?hrea?ening B/Likely
: : I sometimes erious O Occasionally
(tick cne only for
each crterial Il Rarely ] Minor ] Rarely
B/Unlikely N L] Unlikely
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