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FIGURE 8.3 Area chart for risk analysis and FMEA.
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Product Name and Cod; DESIGN FMEA Document Number; Prepared by:

CriginalIssue Date; Revision (ltter and Date) Responsible Enginegr:

W@ & (4] 6 ) no| e (e L1 A A 1B O A
Potential | Potential Potentia Current
ftem | Failue | Effectsof | Severty | Cause(s) | Lkelhood/ | Design |Detection | RPN | Recommended | Individual | Actions | Severity |  Likelibood/ | Detection | RPN
Function | Mode | Failure Mode| (Pre) | of Failure | Occurence (Pre) | Controls | (Pre) | (Pre) |  Acions | Responsible | Taken | (Post) | Occurence (Post]| (Post) | (Post)

FIGURE 8.6 Design FMEA template,
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FIGURE 8.5 Risk analysis/FMEA activities by product development and manufacturing phases.
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Table 1 — Units outside the SI units system that may be used on ME EQUIPMENT

Unit

Base quantity

Name Symbol

revolution r
gon gon or grade
Plane angle degree o
minute of angle !
second of angle =

minute min

Time hour h
day d
Energy electron volt eV
Volume litre ®
Pressure of -
respiratory millimetres of mercury mmHg
gases, blood,
an_d other bady centimetres of water cmH,0
fluids
Pressure of bar bar
gheEge millibar mbar
® For consistency, in international standards only the symbol “I" is
used for litre, although the symbol “L" is also given in ISO 31. 47
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Flgure 7. Long Earth Wires — High Inductance/Resistance to RF
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Table 19 — MECHANICAL HAZARDS covered by this clause

MECHANICAL HAZARD

Covered by subclause

Crushing HAZARD

9.2,94 and 9.8

Shearing HAZARD 9.2 and 9.8
Cutting or severing HAZARD 9.2,93and 9.8
Entanglement HAZARD 9.2

Trapping HAZARD 9.2

Stabbing or puncturing HAZARD 92,93 and 9.8
Friction or abrasion HAZARD 9.2and 9.3
Expelled parts HAZARD 9.5

High pressure fluid ejection HAZARD 9.7

Falling HAZARD 9.8

Instability HAZARD 9.4

Impact HAZARD 9.2and 9.8
Moving and positioning of PATIENT 92and 9.4
Vibration and noise 9.6
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Table 23 — Allowable maximum temperatures for ME EQUIPMENT parts
that are likely to be touched

Maximum temperature *
°C
ME EQUIPMENT and its parts Moulded
material,
Metal Glass, porcelain, plastic, rubber,
and liquids vitreous material wood
ft<1s 74 80 86
External surfaces of 1s<t<10s 56 66 71
ME EQUIPMENT that are
likely to be touched for
a time “f" 10s<t<1min 51 56 60
Tminst 48 48 48
® These temperature limit values are applicable for touching the healthy skin of adults. They are not applicable
when large areas of the skin (10 % of total body surface or more) can be in contact with a hot surface. This also
applies in the case of skin contact with over 10 % of the head surface. Where this is the case, appropriate limits
shall be determined and documented in the RISK MANAGEMENT FILE.
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Table 24 — Allowable maximum temperatures for skin contact
with ME EQUIPMENT APPLIED PARTS

Maximum temperature *°

°C
APPLIED PARTS of ME EQUIPMENT Moulded
material,
Metal Glass, porcelain, plastic, rubber,
and liquids vitreous material wood
t<1min 51 56 60

APPLIED PART having

contact with the 1 min £ f< 10 min 48 48 48
PATIENT for a time “t"

10min<t 43 43 43

® These temperature limit values are applicable for the healthy skin of adults. They are not applicable when large
areas of the skin (10 % of total body surface or more) can be in contact with a hot surface. They are not
applicable in the case of skin contact with over 10 % of the head surface. Where this is the case, appropriate
limits shall be determined and documented in the RISK MANAGEMENT FILE.

® Where it is necessary for APPLIED PARTS to exceed the temperature limits of Table 24 in order to provide clinical
benefit, the RISK MANAGEMENT FILE shall contain documentation showing that the resulting benefit exceeds any
associated increase in RISK.
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