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(trephine), ¢tolo] E 9 2E(wire twister) 2 #X](wrench)”7} ¥&H ). gl

CELERRE R

_24_



MEe om7E ¥R S we AR BRd

1 9) ;S—ZHXJ
ol w2 w7l A | Aa AN dAdd. u
=

% .

J

rlo

rlo

98 = (Lowest risk)&= Class I, ©%F $18 = (Moderate risk)= Class II,

¢ ¥ = (Highest risk)E 73 9 87]7]% class [HIE EHFAT 9=

oo
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2 Custom-made deviceE 3w 1 o]st=Z F&3tr}, 35w sl
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B to]l=E o] &% A dueE Wy d4AdE sHHAY
X 1L US 29 A7
Case TF= () Aladleld (9) F= 5 ()
1 78.62 91.22 89.28
2 82.58 92.49 95.10
3 83.38 92.42 92.28
4 34.64 92.35 90.19
5 81.06 90.66 92.32
6 82.36 92.85 92.07
7 79.87 91.48 93.08
8 85.37 92.64 90.57
9 80.72 92.50 93.06
10 36.67 92.41 91.32
11 384.12 89.93 88.64
12 83.38 90.96 91.92
13 87.83 95.49 96.48
14 30.53 90.71 93.91
15 80.78 89.23 91.89
16 85.25 93.08 93.25
17 83.49 93.06 93.08
18 83.90 97.58 97.65
19 81.99 93.23 93.94
20 78.09 94.27 99.33
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% 12, A= A
Case T A () AlE ol A () Fu= 5 ()
1 10.15 10.05 10.14
2 9.87 9.33 9.08
3 10.28 10.28 10.24
4 12.27 11.02 9.06
5 9.13 8.18 8.13
6 9.29 9.05 9.35
7 10.08 10.07 9.06
8 8.78 8.78 8.12
9 10.12 9.97 6.67
10 6.25 5.58 5.38
11 6.77 6.65 518
12 13.38 13.10 9.79
13 5.30 5.58 5.01
14 12.87 12.88 9.77
15 8.17 8.57 8.30
16 13.33 13.47 12.50
17 11.25 11.57 9.30
18 10.49 11.03 8.42
19 14.48 14.99 13.49
20 15.19 15.22 15.80
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Abstract

Regulations and approvals for patient-specific instrument
system and a clinical analysis of application examples of 3D

printing patient-specific guides in Orthopedic

Lee, Soomin
Dept. of Medical Device Engineering & Management

Graduate School, Yonsei University

This study aimed to investigate and compare the regulatory and
licensing requirements of patient-specific medical devices in the
United States, Europe, and South Korea to identify the need for
additional standard criteria for patient-specific medical guides in

Korea's regulations.

The literature review was conducted of data published by
government agencies such as the US Food and Drug Administration,
Korea Ministry of Food and Drug Safety and European Medical
Device Regulation. The clinical study was conducted by analyzing
the results of patients who underwent medial open proximal tibial

osteotomy using a patient-specific surgical guide after being
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diagnosed with medial compartment degenerative knee arthritis.

The literature review revealed the definition and terminology of
patient—specific medical devices in the United States, Europe, and
South Korea, all of which differ. In addition, the United States and
Europe strongly manage patient-specific medical devices by adding
them to the provisions of the law, whereas those in South Korea are
licensed according to three basic standards. In a clinical study, the
suitability of the guide was judged by comparing the preoperative,
simulation, and postoperative medial proximal tibial and tibial angles.
We confirmed that all 20 patients who underwent the procedure

improved with an appropriate expected correction angle.

This study confirmed the differences in licensing processes in the
United States, Europe, and South Korea. In the case of
patient—specific surgical guides, South Korea is classified as the
Class 1 and is licensed as a standard. To evaluate the clinical
usefulness, appropriate additional criteria for each surgery may be

proposed.

Keywords : Orthopedic, Patient-specific instrument(PSI) system, Surgical guide,

Three dimensional printing, Medical device regulation and approval
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