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Risk Assessmentiaw EN IS0 14971:2000 Anmex 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 IR 1 1 1 1 1 1
D22 |Hea RN 1 1 1 1 1 1
D23 |Mechanical force Headbox 1 2 |REecommendaton not to F. TTzer Instructons (label 1 2 2
torce doors ete when
adjusting. If damaged, user
to assess level of damage /
sharp edges before re-use
D24 |lonsing radiation IR 1 1 1 1 1 1
D25 |Monionsng radiation Mid 1 1 1 1 1 1
D26 [Mowng parts Headbox 1 & 2 |Eecommendation that care  |F. User Instructions [ lab el 1 2 2
should be talcen when
adjusting doors etc.
D27 |Unrtended motion LIVA 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) HiA 1 1 1 1 1 1
D 2.11|Acoushc pressure A 1 1 1 1 1 1
D212 Vibration Mia 1 1 1 1 1 1
D 213 | Magnetic fields Mia 1 1 1 1 1 1
{eg. MEI)
D.3 |Biological hazards and contributory factors
D31 |Bio-contamination Headbox 1 & 2 |Construction/ polished E. Eisk analysis rep ort 1 ot 2
sufaces — easy to clean
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Severity of hazard: 1 = Insignificant, 2= Tolerable, 3 =Critical 4 = Intclerable. Probabdity of event: 1 = Improbable, 2= Occasional, 3= Likely, 4 = Highly likelsy.
Risk caleuldted az severdty of hazard x probakbility of event, 1 —16. Futher explanation of risk management policy — see Risk Management Policy & D efintions.
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D32 |Bio-ncompatibility Headbox 1 1 1 |Perspexfacryic sheet, Mamfacturers data 1 1 1
ribber gater on neck door
D335 |Incorrect fommulation V4 1 1 1 Wlamifachrers data 1 1 1
{chemical compo stion)
D34 |Tomcty IR 1 1 1 MWMarnfactirers data 1 1 1
D35 | Allerpemcty RN 1 1 1 Marnfactirers data 1 1 1
D326 | Mutagemcty IR 1 1 1 MWarnfactrers data 1 1 1
D37 [Oncogenicity A 1 1 1 Mamifacturers data 1 1 1
D38 | Carchogenicity M4 1 1 1 MWarnfacturers data 1 1 1
D329 |Ee andlor cross mfection Headbox 1 1 1 Wlarntachrers data 1 1 1
D 3 10| Pyrogenicity Mia 1 1 1 MWarnfactirers data 1 1 1
D.3.11|Inakdity to maintain Headbox 4 2 8 |Constructionpolished F. User Instructions | label 1 2 2
hyzienic standards sufaces — easy to clean.
Cleaning recommendation  |E. Eisk analysis rep ort
i uger manual f lakel
D.312(Degradation Headbox 1 1 1 | Care instructions gven in F. User mstruchons 1 1 1
the user matmal
D4 |Environmental hazards and contributory factors
D41 |Electromagnetic fields IR 1 1 1 1 1 1
D42 |Susceptbiity to Mia 1 1 1 1 1 1
electromagnetic
iterference
D435 |Emissions of VA 1 1 1 1 1 1
electromagnetic
interference
D44 |Inadecuate supply of A 1 1 1 1 1 1
power
D45 |Inadequate supply of A 1 1 1 1 1 1
coolant

THE ewin BEush'\CE Files\CE files currentHeadbozCE File. Headb oz 2004PE. Eisk Analysi\EN 14271 Amexe D'E. Risk Management
BZ14571 Annex D Headbox doc

Severity of hazard: 1 = Insignificant, 2= Tolerable, 3 =Critical 4 = Intclerable. Probabdity of event: 1 = Improbable, 2= Occasional, 3= Likely, 4 = Highly likelsy.
Risk caleuldted az severdty of hazard x probakbility of event, 1 —16. Futher explanation of risk management policy — see Risk Management Policy & D efintions.

Fage 2
250304




MVIAMED

HEADBOX — CE FILE

D46 |Storage f operation Headbox 1 2 2 |Environmental storage [ F. Uzer mstructhons /label 1 2 2
outade prescribed op erating conditions in E. Eisk analysis rep ort
etwirotmental condiions user manual / lab elling
D47 |Incompatbilty wih 02 Sensors, IV's, 1 1 1 | Buttably sized cut-outs f 1 1 1
other desaces with which tukhes and leads holes used
the product 5 mtended to
ke used
D48 |Acodental mechamcal Headbox 1 1 1 |Eelatively robust matenal F. TUser mstructhons /label 1 1 1
datnage used. Mechamcal as well
as ghied joints used . If
damaged, user to assess
level of damage / sharp
edges before re-use
D45 |Contammation dus to Headbox 1 & 2 |Mo special disposal F. Tzer mstructhons /label 1 2 2
waste products andfor required E. Eisk analysis rep ort
dewice disp osal
D.5 |Hazards resulting from incorrect output of energy and substances
D51 |Electricity VA 1 1 1 1 1 1
D52 |Eadiation LIiA 1 1 1 1 1 1
D33 |Vaolune VA 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
D.6 |Hazardsrelated to the use of the medical device and contributory factors
D61 |[Inadequate labelling Tzer marmal / lab el 2 1 2 |Product easvto use - label |F. Label 1 1 1
D62 |Inadequate operating Tzer matmal 2 1 2 |Product easy to use — User |F. User Instruchions 1 1 1
structons matmal
D63 |Inadequate speciication 1 1 1 1 1 1
of accessories
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D64 |Inadequate spectication  |User mammal / label 2 2 4 |Product easy to use F. TUser mstructhons /label 2 1
of pre-use checks Tzer marmal / inserts

D65 |Ower-complicated Tzer matmal 2 1 2 |Product easy to use F. Tzer mstructons §label 1 1
op erating instructions Tzer marmal / lab el

D66 |Inadequate speciication IR 1 1 1 |Ho service required except  [F. User mstructhons /label 1 1
of service and extemal clanng
matttenance

D67 |TUsebyunskilled f Headbox 2 1 2 |Product easy to use F. User mstructhons /label 2 1
untrained personnel Tzer marmal / lab el E. Eisk analysis rep ort

D68 |Eeasonable foreseeable Headbox 1 1 1 |Product easy to use F. User mstructhons /label 1 1
tnisuse Tzer marmal / lab el E. Eisk analysis rep ort

D69 |Insufficient waming of VA 1 1 1 1 1
side effects

D6 10| Inadequate warnings of A 1 1 1 1 1
hazards llkely with re-
use of single use dewices

D6 11| Incotrect measurement VA 1 1 1 1 1
and other metrological
aspects

D.6. 12| Misrepresentation of A 1 1 1 1 1
results

D6 13| Incompatbility wih Headbox 1 1 1 | Buttably sized cut-outs 1 1
consumnables / holes used.
accessories [ other
devices

D6 14| Shatp edges or points Headbox 3 2 4 |Idamaged, user to assess | F. User mstructions [ lab el 2 1

level of damage / sherp E. Eisk analysis rep ort
edges before re-use
D.7 |Inappropriate, madequate or overcomplicated user interface { man/machine communication)
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D71

Ilistakees & udgement
BITOTS

iA

1B

Lapses and cogniive
recall errors

IREES

D73

=lip s & blunders (mental
ot physical)

IREF

D74

D75

WViolation or abbreviation
of instructons,
procedures etc

Complex or confiusing
cottrol system

iA

IREES

D76

Ambiguous or unclear
desice state

A

BT

Ambiguous or unclear

presentation of settings,
measuretnent, or other
tfommation

A

D75

Misrepresentation of
results

IREF

D. 7S

Insufficient wstbility,
audibility or tactility

IREES

D710

Poor mapping of controls
to action o of displayed
wfonmation to actial

state

A

Al

Controversial modes or
mappings as compared to
exlsting equipment

IREF

D.3

Hazards arising from function failure, maintenance and ageing and contributory factors

D&

Erroneous data transfer

oA

| % | &
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D B2 |Lack of or inadecuate A
specfication for
maittenance mcluding
po st matttenance
finctional tests
D24 |Inadequate mantenance A
D25 [Lack of adequate Headbox Tzer decision based on E. Eisk analysis rep ort
detertmination of end of clarity of plastic &
dewice hfe tolerable damage to head-
box
D26 |Lossof electrical A E. Eisk analysis rep ort
irte grity
D27 |Loss of mechancal Headbox Tzer decision based on E. Eisk analysis rep ort
ite gty clarity of plastic &
tolerable damage to head-
box
DEE |Ihadequate packaging Headbox Often exact design E. Eisk analysis report
{contarmnation and o specfied by customer — I Packaging
deterioration of the product hand packed for
dewvice) despatch by courer
D25 |Ee-use andior improper Headbox Tzer decision on E. Eisk analysis rep ort
re-use sutability for next use
baszed on clarity of plastic
& tolerable damage
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D B 10| Detertoration in finction
{gradual occlusion of
fhad / gas path or change
i resistance to flow,
electrical conductoity)
as aresult of rep eated
use

Headbox

TTzer decision based on
clarity of plastic &
tolerable damage to head-
box

E. Eisk analysis rep ort 1 1
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