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Current draft of IEC62304:

. = H -If_g“
The manufacturer of health software shallestablish and maintain the following | | A' Jj I\beTO) Kﬁ [=] b\/ \
— -

1. A process for managing risks, pnmar_lly to the patient, but_a\su o the operator, other I Z L 9?11—:/3 DEE; L,jéa) I
persons, property, and the environment. This process shall provide a methodology for 5 o
identifying hazards, estimating and evaluating the associated risks, controlling these risks, and I 'Cé%h‘j: 14971 (:ﬁm LT— U Zo I
monitoring the effectiveness of the risk controls, taking the intended use of the health software I .

e NRAECOUE e —————————— S 1ThilT+h p ARy A

: Where a software failure can contribute to & hazardous situation, the manufacturer shall apply a risk |I 7? }/F ﬁ dJ-j- ( db <

L management process complying with S0 14871

________________________________________________ - o
Dption B: L---------------
The manufacturer of health software shall establish and maintain the following:

1. A process for managing risks, primarily to the patient, but also to the operator, other persons, B . M\ EO) U X77* S )(-/ Ffﬁ*ﬁé

property, and the environment. This process shall provide a methodology for identifying

hazards, estimating and evaluating the associated risks, contralling these risks, and cl:#j:E L,f:} L ) o
monitoring the effectiveness of the risk controls, taking the intended use of the health

software inta account.

TS =i i r—— - U e st A
1 : 3 = 3 = 7=
i standard such as 1S 14871 I EWSHILETRATHIENTES,
! EE2:ALRY I7DE = sL7A
1 NOTE 2. Other possible standards include IEC 815808, 150 31000... , while considering the : I}EEE / jjlﬂj 70) .éﬁf \EFHE%}?_L’ &
: intended use of the health software 1 75“’.‘)\ IEC 61508~ 1ISO 31000 7& [=] i:ﬂi’.a);ﬁ.*g[»ﬁ
1 : : : : : I g BH2ELTES,
1 [ In Option B, there is no narmative reference and no further risk management reguirements will be 1
: added to the standard beyond what is already in Clause 7 :
1 1
e e e e e e e e e e e e o e e e e e e e e ] 1

Dption C:

The manufacturer of health software shall establish and maintain the following:

-
CAIRYIR DI T7EFEST
A f i ks, primarily to th tient, but alsa to th tar, oth ) rhy,
and the emvironment  This process shall provide a methodology for nentrying hazartds, estrating and | {2 ADFE A AA < BN A 35%,1,,,-A

evaluating the associated risks, controlling these risks, and manitoring the effectiveness of the risk

controls, taking the intended use of the health software into account 'j: 1 4971 ( E?L L/f—' U XD?* N

Wyhere there is potential of injury or death resulting from the use of health software, the manufacturer shall use a| & b *L
process conforming to 150 14971, 1 )(/F T fdJ_J- Ij:fd‘bfd*l'\o
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