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Meet with |
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<
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Jun_ | pevelop BUSi“9§5 _‘| Public Test Findings }7
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Jul with Phase 2: ,
Elements necessary Develop IMDRF Ballot
Aug for RPS Comments

implementation

Sep HL7 Normative Ballot |

Implementation Efforts
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MCmig close PD1 MC mig-SF clos PDI. 9/16/2014

Today ‘

public consult | public consult

MC mig ‘

,, i N [ %
B VAN S

oct ul Aug
Jun -Jun
10-13 TBD
Mré"rn‘:r’;"m'f“ 1/30/2014 F2F WG mig
o close PD1
onsult

11]15,'2013 2,16,11014 i :}
12/1/2013 1/1/2014 2/1/2014 ‘—'
10-13
Lasiama Melborne -Au2/2J/2014
F2F WG mtg

/
/

2/21/2014

'3 SaMD = [=] A4S 2014 & VA

SaMD T B/ AT =IHCH (2013)F 11 FISFRE RSSO
[ﬁJEF 12 Bl ==t 2t ﬂ I "IMDRF/WG/N10FINAL: 2013Software as a Medical
Device (SaMD): Key Definitions | ¥ {4 IMDRF ?ﬁf}fﬁ o BUE Y
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T~ R R i R
SaMD 7 [E] 3 =l G SR U ﬁﬁi*ﬁﬁ'[ﬂ%@ PR 25 = 55 Ak > )

b4 RS 3) > H e 9T 1 SRR IR ) o 53 2 S T
e R - F T (RS éjrtffwﬂt& PR WFE'F;*]%’%J%‘ET
(B PIFER (R 4) o VST R A E YT F“ﬁfﬂf
IMDRF/N12/PD1-R5 ¥ [F[[i r; [Fet 55 (2014)F 5 F[G6 N 2 BALE
of FH 4 (2014)F 9 £| IMDRF-6 #i2f15 gﬁﬁﬂyl[ﬁﬂ o Al A o T
S5 IMDRF mﬁfﬁo

F 3 PR )

Type Impact examples
Level

| Very High Skin cancer diagnosis

1 High  analyzes rhythm to detect if a
patient condition under intensive
care has critically deteriorated

il Medium presents heart rate or other
physiological parameters during
routine checkups to track long
term progression of a condition

I Low Used by patients to monitor their
physiological health on a daily
basis

hod S ARG T A L P

-

Risk Management — ISO 14971

Software development lifecycle — IEC 62304 class A
requirements

Saftware development lifecycle — IEG 62304 class B
requirements

Software development lifecycle — IEC 62304 class C
requirements

Labeling accompanying the device X X X X
Clinical effectiveness X
Clinical safety and performance X X

Clear clinical efficacy statement accompanying the SaMD may
be based on bench test, simulated, or already available set of X X
data.
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