0| &: 0| F+Z4/You Kyoung LEE
A X|Q|: W 4/Professor
/‘:; A% =MEstn £MHE R /Soonchunhyang University
(7/ Bucheon Hospital
: 7|Ef A5

Z9N| S 0|5Fo 22 7|8 o2 E HAINM
Clinical unmet needs based intended use establishment

(CLUE) process & template

Abstract(gd2):
This tool aims to facilitate the formulation of the intended use and indications for use of medical
devices by systematic and step-by-step review and analysis of unmet needs in the healthcare
field, and consulting and reflecting the knowledge and experiences of the experts. This CLUE
(Clinical unmet needs based intended use establishment) process can generate the information
that can be used to determine medical device class and as background for planning clinical
evaluation and clinical investigations as the medical device development stages progress.
e During the process of medical device development
o Determining the adoption of clinical unmet needs
o Extracting benefits and concerns expected from the healthcare field, providing
feedback for product development.
o Establishing strategy for usability evaluation, medical device clinical investigations,
and clinical evaluation
o Evidence for the intended use and indications for use to be presented for medical
device approval
¢ Clinical investigations and clinical evaluation of the medical device
o Establishing evidence for designing clinical investigation plan
o Establishing evidence for designing clinical evaluation plan
o Establishing evidence for planning of medical device’s safety and effectiveness
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