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Table D1 — Examples of gualitative severily level

Comumon Passible Desecription
Terms
Significant Death or loss of functien or stnachee
bModeraie Reversible or minor injury
Negligible Wil ned cause injury or will igune slighty

Table 02 — Simplified examples of qualitative probability levels

Common Possible Description
Terms
High Lilghy 1o happen, often, frequent
Bedium Can happen, but nad frequently
Low Undikely to happen, rare, remobe
‘Grezlitative Severily Levels

Kegligible bpderate Significant
Quakitative High Unacoepizble Unacoeptzhle Unaccepiable
Probability Medium Accepiable Acoepiable Unacoepiable
Levels Low Accegtable Agcepiable Actepiable

Figure D.2 - Example of a qualitative 3 x 3 risk evaluation matriz
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Product Example inherent safe Protective Information for
{Process Devices Hazard design Measure Safety
Single use | Catheter Bio-(cross)- Self-destuction | Obwicus Weaming against reuse
metcs contamingtion | afler use indiication after and of the adverse
device 1stuse congequence(s) that
could arise from any
such reuse
Active Pacemaker Electric fields | Use of non- Use of Wearning for commonly
implant eleclric drives difterentisl encountered hazandous
and controls amplifiers and situaticns
addiﬁ_tmal filter
algorihms
WD Blood Incorrect Implement Provide Infcern users of
medical anslyzer resultdue to | traceable fraceahle unsccepiable deviation
device meihod bias calibrators trueness from assigned values
controls
Softemre Patient dsta Emoneous High integrity Use of Wamnings on screen for
management | data software chechsums user
Steam Biopsy High Uss of material | Pressure and Packaging and loading
gleniization | devies, temperature that is temperaiure insfructions
operation {materisl compatible with | monitoring and
forceps degradation) | high reconding
temperatures
Figure D.4 —- Some examples of risk control measures
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Table E.3 - Relationship between hazards, foreseeable sequences of events,
hazardous situations and the harm that may occur

Hazard Foreseeable sequence of events | Hazardous situation Harm
Line voltage {1) Elecirode cable unintentionally plugged in | Line voliage appears on Serious bums,
power line receptacle elecodes itation,
Death
Volatile solvent | (1) Incomplete deaning of volatile eolvent used | Development of gas bubbles | Gas emboliams,
in menufachaing, in the blood stresm during .
. dislysis Brain dmme,
{2) Sclvent residue converis to gas at body
temperature Death
Microbisl {1) Inadequate instructions provided for Bacteria released into airvay | Bactaris) infaction,
coramingtion decontamingting reused gnsesthesia of patient during ansesthesia
tubing, Desth
{2) Contaminated tubing used during
angesthesia
Elecirostatic (1) Elecirostatically changed patient fouches Faiture to defiver insulin binor organ damage,
; g infusion puny bto,h‘ud ient with Decreased
{ o
{ESD) {2) ESD causes pum and pump alanns to fail clevated glucose tevel CONSCoUsNess,
{3) Insulin nod delivered to patient Coma, death
No output (1) Implantable defitrilizior baltery reaches the | Device cannot deliver Deaath
end of its useh life defibrillation shock when an
arhiythmia occurs

{2) Inappropriately long interval between

cEnical follow-up visits
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