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A = o o o v ° o 2
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(2) Early feasibility study na1als n1snaaauludysedanuaunilaniud ae.
° ° o a o - dl ! P A A a o - = a
Muua A dunanisiaudaslunansAeutnege vialnaninelnguRELsAe
Ifuaunmudaa e lunann

(3) Traditional feasibility study ¥81899 n1snadanTunyee lundn el
da v e d o
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TRL 6 - Prototype system nnsnaaaylunyweaaqinsasiaunneinaaianunisa
nzflew vise MeAnIMNARENszEEUAN (pivotal stage) MNNETY NSANEN LNy 1
szasil 2 uazszasil 3 etuduns vretuduannigu Tnalgduuunisine
nTene MIUATWIANANAYEEN STy ANNRT W wazkadun et niau TneieTecile
WNEREFBgEARAINNIELIUNTHARR A UA LN aNazaine (initial badge)
TRL 7 - Demonstration system AUULUNARA TN UN12ANMIARTN Renaanu
Uszifiunan1epdiinaiuanysad (clinical evaluation report) 'ﬂgﬂui:ud’h‘m’]i'ﬁhﬁ’]
1nanUsenaunIsILnzLde i common submission dossier template (CSDT)
TRL 8 - First of a kind commercial system NMsHARLAZNNIAAA NNTLATLAUNLT BIU
HARsTTWITaNN B, vidaultauiiugualulszing
TRL 9 Full commercial application n13fAR11LENsd9A Nl aeniuudseangnain
deanaiilu post-market clinical investigation 38 mMesANwININARINSEzaIRaNg
NBIARIA (post-market stage) MNNED4 NNIANHINIIARTNIA U UANNTDUE 1TD
1l2@An3nn ¥i3e n1sANTedanm (observational study) 1w nMsANEANNIdew

f1logl (registry study)

a7Unwsanaas TRL 9 sTAUAD

n. Concept research - TRL 0-3 miﬁmmmﬂ‘mmgﬁmzmﬁﬁﬂﬁugm

a0, Prototype design development - TRL 4 nMsWausuLULIUAAN TuiealfiFnng
. Pilot stage - TRL 5 nsAnsnlunyweinsauan vise szazii 1

4. Pivotal stage - TRL 6-7 miﬁﬂwﬂuww’@zmﬁ 2 Uz sed 3

a. Approval process and marketing - TRL 8 nsld A TeunaineT uaynnsnann

. Post-market stage - TRL 9 n13Ann N5z andseangnan
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8.8 The International Organization for Standardization. 1ISO 14155:2020, Clinical investigation of
medical devices for human subjects - Good clinical practice.

8.9 The International Organization for Standardization. ISO 20916:2019, In vitro diagnostic medical
devices-Clinical performance studies using specimens from subjects - Good clinical practice.

8.10 The International Organization for Standardization. ISO 14971:2019, Medical devices -

Application of risk management to medical devices.
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