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RISK ASSESSMENT Head Boxes

239 |Inabdity to Mamtan Hyoenic 4 |Hospital protocols 4
Standards

23,10 [Degradation 4 4

-4, ENVIRONMENTAL

241 |Electromagnetic Interference 4 4

242 |Inadequate supply of Power or 4 4
Coolant

243 |Likelho od of Operation outside 4 4
Prescrih ed Environmerntal
Conditons

4 4 |Incompatibibity wih other 4 4
Dewces

245 | Acodental Mechanical D atnage 4 4

246 | Contarmination due to Waste 4 4
Products and or Dewce Disposal

C5 DEVICE USE

251 |Inadequate Labelng 4 4

25 2 |Inadequate Operating Instructions 4 4

253  |Inadequate Spectication of 4 4
Lccessones

5.4  |Inadequate Specfication of Pre- 4 4
Tze Checles

5.5 |Ower-complicated Op erating 4 4
Instructions

C5.6  |Unavalable or Separated 4 4
Operating Instruchons

57 | Useby Unskalled funtrained 4 4
Personnel

258 |Eeasonable Foreseeable Abuse 4 4
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259 |Insufficent Waming of Side 4 4
Eftects
2510 |Inadequate Warnings of Hazards 4 4
Lik ely With Ee-use of Single Usze
Dewces
2511 |Incotrect Measurement and other 4 4
Metrologcal Aspects
2512 |Incorrect Diagno sis 4 4
25.13 |Erroneous Data Transter 4 4
25 14 |Misrepresentation of Eesults 4 4
25,15 |Incompatbiity wih C onsumables 4 4
faccessories § other Dewces
6 FUNCTION FATLURE, MAINTANANCE & AGEING
C6.1  |Inadequacy of P erformance 4 4
Charactenstics for the Intended
Tze
C6.2 |Lack of or Inadequate 4 4
=pecticaton for Mantenance
mcluding Post MMamntenance
Functional Tests
Z6.3  |Inadequate mantenance 4 4
C6H.4  |Lack of Adequate Deterrination 4 [Wizual 4
of End of Dewice Life
265 |Loss of Mechamcal Inte gty 4 4
C6. 6 |Inadequate Packaging 4 4
{contatmnation and/or
Deterioration of the Dewvice)
67 |Improper Use 4 4
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