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Risk Assessmentiaw EN IS0 14971:2000 Annex D : Possible hazards with medical devices.

Ref. |Hazard. Related part/ Sev | Like | Risk. Solution. Document referenced. Sev | Like | Risk.
Component posing | of of of of
risk. Haz | Haz Haz | Haz
D.2  |Energy hazards and contributory factors
D21 |Electricity Mid 1 1 1 1 1 1
D22 [Hea b attery polanty 3 1 3 |Protection dicde added in | ({Y2) Design File 1 1 1
reversed ctrout
D23 |Mechacal force Hia 2 1 2 2 1 2
D24 |Tonsing radiation Mia 1 1 1 1 1 1
D25 |Monionsing radiation Mid 1 1 1 1 1 1
D26 |Mowng parts Hid 1 1 1 1 1 1
D27 |Tnirtended motion P4 1 1 1 1 1 1
D238 |Suspended masses A 1 1 1 1 1 1
D25 |Patient support Falure A 1 1 1 1 1 1
D 2 10| Pressure (vessel rupture) A 1 1 1 1 1 1
D2 11| Acoustc pressure A 1 1 1 1 1 1
D212 Vibration RN 1 1 1 1 1 1
D215 Magnetic fields LA 2 2 4 F. Tser Instructions 2 1 2
{eg. MEI)
D.3 |Biological hazards and contributory factors
D31 |Bio-contamination Instrument & Leads 2 2 4 |Easyto clean — cleaning F. Uzer Instructions 2 1 2
tstructons inuser
strictons
D22 |Bio-ncompatibibty Electrodes 1 1 1 Mamfacturers Data 1 1 1
D33 |Incorrect fommulation LIia 1 1 1 1 1 1
{chemical compo stion)
D24 |Tomcty Mia 1 1 1 Marnfacturers Data 1 1 1
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D35 | Allerpemcity RN 1 1 1 Marmfactiurers Data 1 1 1
D326 | Mutagenicty Mid 1 1 1 Marnfacturers Data 1 1 1
D37 | Oncogenicity A 1 1 1 Iamfacturers D ata 1 1 1
D38 | Carcnogenicity Mia 1 1 1 Warnfacturers Diata 1 1 1
D39 |Ee andfor cross fection | Dnstrument & TLeads 1 1 1 Wlamifachurers Data 1 1 1
D 3 10| Pyrogenicity Mid 1 1 1 Marnfacturers Data 1 1 1
D.3.11|Inakdity to maintain Instrument & Leads 2 2 4 |Easyto clean — cleaning F. Tser Instructions 2 1 2

hymienic standard s nstructions in user manual
D.312(Degradation Instrument & Leads 2 1 2 | Care Instructions given in F Tzer Instructions 1

uzer tnatal

D4  |Environmental hazards and contributory factors
D41 |Electromagnetic fields Mid 1 1 1 1
D42 [Susceptibiity to A 1 1 1 1

electromagnetic

itetference
D435 |Emissions of LIiA 1 1 1 1

electromagnetic

itetference
D44 |Inadecuate supply of LA 1 1 1 1

pOWer
D45 |Inadequate supply of A 1 1 1 1

coolant
D46 |[Storage f operation Instrument 2 1 2 |Mo specific environmental 2

outade prescribed storage / operating

erwirotmental condilons conditions mposed
D47 |Incompatbiity wih ECG Pads 1 1 1 |Ztandard sized ECG press 1

other desnces with which studs on leads

the product 15 mtended to

beused
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D48 |Acodental mechancal Instrument & Leads 2 1 2 |EBelatively robust matenal F. Uzer Instructions 1
datnage used. If damaged, user to
assess level of damage —
retum for repatr o spares
patts avalable
D45 |Contamination dues to Instrument & Leads 1 1 1 |Ho special disposal 1
waste products andfor required. Alkalne
device disp osal batteries used
D5 |Hazards resulting from incorrect output of energy and subhstances
D51 |Electricity IIiA 1 1 1 1 1 1
D52 |Eadiation VA 1 1 1 1 1 1
D33 |Vaolune LIiA 1 1 1 1 1 1
D54 |Pressure VA 1 1 1 1 1 1
D55 [Supply ofmedical gases A 1 1 1 1 1 1
D56 [Supply of anaesthetic A 1 1 1 1 1 1
agents
D6 |Hazards related to the use of the medical device and contributory factors
D61 |Inadequate abeling Label 2 1 2 |Product easy to use. F Labels 1
Label
D62 |Inadequate operatng Tzer Instruchons 2 1 2 |Product easy to use, F. User Instructions 1
structons Tzer marmal
D63 |Inadequate speciication IR 1 1 1 1
of accessories
D64 |Inadequate speciication Tser Instructions / 2 & 4 |Product easy to use. F. TUzer Instructions 2 1 2
of pre-use checks Labels Tzer mamal / labels F Labels
D65 |Ower-complicated Tzer Instruchions 2 1 2 |Product easy to use. F. Uzer Instructions 1 1 1
op erating instructions Tzer matnal
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D66 |Inadequate specification A 1 1 1 |Instrumernt set up at 1
of servce and marnfachrer Does not
maittenance require regular service.
Iaintenance only recuired
' performance degrades
D67 |Usebyunskilled f Instrument & Leads 3 2 & |Product easyto use. F. Tser Instructions 2
untrained personnel Watning i user manual —
not for use by untrained
personnel
D68 |Eeasonable foreseeable Instrument & Leads 3 2 & |Product easy to use. F. User Instructions 2
tnisuse Watning i user manual —
not for use by untrained
personnel
D69 |Insufficdent waming of IIia 1 1 1 1
side effects
D .6 10| Inadequate warnings of A 1 1 1 1
hazards llkel with re-
uze of single use dewices
D6 11| Incorrect measurement LIia 1 1 1 1
and other metrological
aspects
D6 12| Misrepresentation of Instrument & Leads 1 1 1 | Only for use by quakfied F Tser Instructions 1
results & tramed personnel —
warning S in-depth
explanation m user matual
D.6.13| Incompatb ity wih Battery & Leads 1 1 1 | Ztandard battery used. F. User Instructions 1
consumables Leads colow coded —
accessories f other spares avalable
desces
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D.6 14| Shatp edges or points Instrument & Leads 2 2 4 | Only if damaged, user to F. Uzer Instructions 1
assess level of damage —
retum for repatr o spares
patts avalable
D.7 |Inappropriate, madequate or overcomplicated user interface (man/machine communication)
D71 |[Mstakes & udgement A 1 1 1 |Ho complex user mterface 1
BiYOrs
D72 |Lapses and cogniive A 1 1 1 |Ho complexuser mterface 1
recal errors
D73 |Shps & blunders (mental A 1 1 1 |Ho complex user mterface 1
ot physical)
D74 [Viclaton or abbreviation A 1 1 1 |Ho complexuser mterface 1
of instructons,
procedures etc
D75 | Complex or confisng A 1 1 1 |Ho complexuser mterface 1
control system
D76 [Ambiguous or unclear A 1 1 1 |Ho complex user mterface 1
desice state
D77 | Ambiguous or unclear A 1 1 1 |Ho complex user mterface 1
presentation of sethings,
measuretnent, or other
it nmation
D78 |[Misrepresentation of A 1 1 1 |Ho results presented 1
results
D75 |Insufficient wisibility, A 1 1 1 |Ho complexuser mtetface 1
audibility or tactility
D7 10{Poor mapping of controls LA 1 1 1 |Ho complex user mterface 1
to action or of displayed
wfonmation to actial
state
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D7 11| Controversial modes or A 1 1 1 |Ho complex user mterface
mappings as compared to
exlsting equipment
D.8 |Hazards arising from function failure, mamtenance and ageing and contributory factors
D E.1 |Erroneous data transfer LIia 1 1 1
D82 |Lack of orinadequate A 1 1 1
specfication for
maittenance mcluding
postmatttenance
finctional tests
D24 |Inadequate mantenance A 1 1 1 |Instrumernt set up at
marnfachrer Does not
require regular service.
Iaintenance only recuired
tfperformance degrades
D85 |Lack of adequate Instrumnent 1 1 1 |Tser decision based on
determination of end of damage or cost
dewice life effectrveness of repatr
D E6 |Lossof electrical Instrument 2 2 4 |Fallure of atry electrical
ite gty cotnp otent will result i
loss of audio or weual
output indication
DE7 |Loss of mechanical Tnstrument 1 1 1 |Uszer decision based on
itegrity darnage or cost
effectrreness of repatr
D B8 |Ihadequate packaging Instrument & Leads 2 2 4 |Boxed mprotective plastic |1 Pack aging
{contarmnation and o case. Bubble wrap /
deterioration of the cardb oard box through
devize) mail / courler
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re-use

D25 |Ee-use andior improper | Instrument & Leads 1 1 1 |Tser decision on

sutability for next use
based onpre-use check &
tolerable damage to casing

D.8.10|Deterioration m fmncton Instrument & Leads Degradation of electrical
{gradual ccchision of cotnp onents will
fhad / gas path or change eventualy result in loss of

n resistance to flow,
electrical conductoty)

audio or wsual output
mdication

as aresult of rep eated
use
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