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IRIS - Initial Risk Assessment & Data Entry Checkl ist 

Classification : D Urgent {4Bhrs) xpedite (5days) D Routine (10days) D Not Investigated 

lnvesti~:~~~ I Cause: .. ... .. .... .. .. .... .. ..... I Result: .... ..... . .. ... . .. ... ....... , Recommendation: .. ........ .... .. .. ... .. .. . .. ... . .. .. .. . . 

lni 
Recommendat 

tial 
ion: 

Type of lncide nt 

/tick more than on 
necessary) 

e if 

Outcome of 
Incident 

/tick one only for 
each criteria} 

Gllnvestigate (to IRIS Meeting) 

D Advertising 

D Biocompatibility 

D Contamination 

D Diagnostic Inaccuracy 

D Electrical 

Pt t"I t o en 1a Ou come 

gzath 
Serious Injury 

D Temporary Injury 

D No lniurv 

Administrator 

D Medical 

D Lay 

G tA overnmen 1gency 

D Consumer Affa irs 

D Coroner 

D TGA - Recalls 

D Information Only D Refer to Surveillance 

D Fails TGO / Standard D Product Mix Up 
.D Labelling/Product Info D Software 
D Material / Formulation D Supply of Unlisted 
WMechanica l Device 

D Packaging D Other .... ... .. .. ....... ..... . 

t I t Ac ua Ou come ln1ure d p rt a ry 

~ath D-15atient 

Serious Injury D Operator 

D Temporary/ Minor D Not Applicable 

D No Injury 

Clinician Nurse 

D General Practitioner D Community 

D Specialist D Hospital 

D Private 
p arame 1ca T h . . ec mca 

D Ambulance D Biomed Engineer 

D Dentist D Biomed Technician 

D Pharmacist D Clinical Technician 

(_ Reporter Type 
D TGA - Labs D Physiotherapist D Hospita l Engineer 

D TGA - GMP D Radiographer D Medical Physicist 

/Source Category) 

Risk Analysis 

/tick one only for 
each criteria) 

D TGA- CAB 

D TGA - Surveillance 

Other 

D Blood Bank 

D Competitor 

· D 1j9spital Supply Service 

W Patient / User 

D Spo nsor 

D Other ... .. .... ... .... .. .. ..... .. . 

F requency 

D Frequently 

~ometimes 

Rarely 

D Unlikelv 

D Rehabilitation 

D Other .. ........ ...... .... .... 

Overseas Advice 

D ECRI 

D EU Vigilance 

0 FDA (USA) 

0 MDA (U K) 

D MOB (Canada) 

D Other .. ... ... .. ..... ... ..... . 

't Seven :y 

~e Threatening 

Serious 

D Minor 

D Ni! 

DIR #: 

Trim File #: Q..(J\\ \oOlO\St 

t t bl De ec a e 

Grlikely 

D Occasionally 

D Rarely 

D Unlikely 
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