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0= A=7|7| AIEe| 2ot J=

» 0|22 Q= 7|7| A E= 20169 14592 FHZ MAANYL] 43.4%E AHX[GHD RIS, Ol= Q&7|7| A2 =
20214 1,876 22 OAEH 20165 0] AT 5.2%2 AZIS 402 Mz 1 918’

[E 1] HA Q27]7] ARt _HLEWOH
| o g2, %)

1 oj= 1,326 39.6 1,378 42 4 1,459 434
2 o= 270 8.1 247 76 281 8.4
3 = 204 79 242 75 245 73
4 == 172 51 178 55 188 56
5 oA 145 43 130 40 132 39
6 A= 113 34 110 34 97 29
7 == 100 3.0 87 27 86 206
8 FHLICE 69 2.1 65 20 67 20
9 ot 54 16 55 17 58 17

2= 1. BMI Espicom(2016)2] “The World Medical Markets Factbook 2016” A}2Z 7|8tO 2 80, Ra|Lt2t AR E Aok 9| A
LB HN 7|F9 AIYTERL K07 2= U

.&RlE 2016 7 1Y

Xt& BMI Espicom(2016), The World Medical Markets Factbook 2016, November 1

[E 2] AA 227]|7| A% 72 FM2(2017~2021)'%?

20|/<0] 1,735 1,829 1,923 2,022 2,120 490 51

OfA[O}/EfTQF 750 791 841 897 957 22 1 6.3

100) AN 2] 221 2016HE Q2 7|7|A BN 2N SH=REAMARIS S 2017, 25-26H.
101) M4, 2(ef M 23H2| HOlA 9T =7H SHRE L3I
102) M, ko & 220,
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SY A SRE 153 159 165 173 181 42 42
== /otza|7} 9% 103 111 119 126 29 70
Mo 817 836 862 903 945 218 37
24 3,551 3,719 3,902 4112 4,330 1000 5.1

XI& BMI Espicom(2016), World Medical Devices Markets Devices Market Forecasts to 2021

» 012 20| MIA 2A=7(7] AZUIMC| 7|2 Qe Ol= 2A=717| A= AAl Z4=2| g JFe SgHS 0(X|L
UZ. T2t 0= o2 7|7] YHIS &St 2M A=7|7| M SEE dHE= A2 &< = A=717] w#A| et

_Q
‘g2 7hs0tal O[0f| T HAMK .2 CHH[SE | 2t FAIZt EkE oA 017t s

» oHH £6| 2|2 0[50 M= 21M7| XI=H(The 21st Century Cures Act)2] SIHE HAKQI o2 7|&9 UME 2ot

X2t el QofE 3! Q2 7|7| wHAlof Tt 2 HSHS 0| 1611 Q0 22| HA| 015 Y HRITUS

0 9=7|7| HFH0AS] EF

Q2717|= MF EAMSE HMZ0 0|27 [7EK] 7 |XRELE Ot A40let, 717155t & Lot 7|&0] &=
HZ0f QB 2E2|0ff QUM = THIRIE F20| Q718 H2H 02, 1R[] Ciet QR E S AR B2 =

= Foll S80I RS

» SOl A2 9= 7[=0] FAT YOI NEolelof M2t 227|719 ViEaEE HA =EMAIL . Lo S Q=77
HAZE 2F7517| SOI6H] 4Lt SiTH2 K7 1Z20] HelShX| gz tIXRl 9|2 717] SOl tisiM= ety HelE
d

IS THAO RAHME HH M2Z2 FZHAS 270170 0125
O H11A| Bi5F

» T2kA 0 22 HEt 22 0 S8 11 0= A=717| &3 gAY wHSes L Xt

E o ¢
» Z0, Ol= 22 7|7| 2 YRS JHBOHAL &

ook

Q27|17 2 WY 2A=T|7]|9 Hoot SEEF N AV |HS HHED FHAAC ot MEXHCE HES
OZ M FDAOIA O|R0X|= TESXQ! S5E KA 0l tHet OISHE =S &
» =M, 2|2 Q2717 H|Q] HO0H CHol ATHE AL &
< O7|ME F2 20169 0]=2 2312 Ett 21M417| X228 (The 21st Century Cures Act)2| 2 LHE0| Cfs A=
2. LIop7H M9 (Precision Medicine)2t SEFEITZ|7|(IVD CDx), CIXIE HAA O(Digital Healthcare)ofl CHt
THA| 2t 5 2k X, FDAS 9|27 17| iAol QLOIA S| TR AL SOl CHol ZESHAt &

=

» OO 2 0|12 Sall Rt A= 717] A0 Ciet AAEE =E01HA, 25 ML &
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III|E O|&7|7| &4 HHX| 712t

1.92717|

1) X o

_,_
|0

» 0|= Q=2 7|710f CHE N Hol= bt AlE - O|orE 3! ot EH(Federal Food Drug & Cosmetic Act, 0[St FDCA
2t 2D0IN 85t AS

» FDCA HM201& (h)oll 2JSHH, QA=7|71'2 7|7 FA, =L, 71, O|AEMYUS), MATITAIY E= 02 FAGEALE
HAE MECZA, S0 22 B4 E L= AN Zatet

(1) 24 =27+ Mt (Official National Formulary) = O]= 9FF = 7 H20|AM QIHE = 4

(2) ARIOILE S8 R = 7|EH MERS) RIEL KIZ, 22, MA| EE 0lYS BHOR ol X, Fe
(3) MHOILF S22 AU 7E T 7150 Y2 DIkl HO2A, SH3IXI8S St 1 T2 2XS 0|2X OfLfstD
1S 242 9o ATIHAL SIS0 S W) OfLIst X

Under Section 201(h) of the Federal Food Drug & Cosmetic Act that is regulated by the FDA, a medical

device is an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other

similar or related article, including a component part, or accessory which is:

(1) Recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to
them,

(2) Intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or
prevention of disease, in man or other animals, or

(3) Intended to affect the structure or any function of the body of man or other animals, and which does not
achieve any of its primary intended purposes through chemical action within or on the body of man or
other animals and which is not dependent upon being metabolized for the achievement of any of its
primary intended purposes.

> DI FDCAY OJ2717] FOl0f T3t SF2 YNZHSH 71717} 027)7| Holo RIIEl0] 2100, 0412 (i)
CHol T12 Z2fohA RO QUCHS R ESt HRIFITAFS OJ2717)7|0f B3tE0] U™

» 51, HQIZIEIR 0|2 77| KR F21H FBO9Z0IA ook U, U Ei J|E BNOR X7, FZ,
K| EE 0 SHOR My £ |Er S42 TS| Y3t SHOR2 AIBE= A, 717, AAY'S ojojgH

oo= - =/ 11—

Ol2{St HIQITIHE 22717 FAI FDCAY 2= 7|70 23

103) ZE, S2E SAA AL MAN YN ot HuHA AF-2|=27]7] 20, SH=EHMAT, 2011, 58H.

104) 21 CFR  809.3 (a) In vitro diagnostic products are those reagents, instruments, and systems intended for use in the
diagnosis of disease or other conditions, including a determination of the state of health, in order to cure, mitigate,
treat, or prevent disease or its sequelae. Such products are intended for use in the collection, preparation, and
examination of specimens taken from the human body. These products are devices as defined in section 201(h) of
the Federal Food, Drug, and Cosmetic Act (the act), and may also be biological products subject to section 351 of
the Public Health Service Act.
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2) oy

T o

» FDCAE 2E 2=71710f TSt Yol +&0] M2t L3t 22 Ml S8 & StUZ ERIESE 7801 AUS

H 3| FDCAY o=7|7| SE&8F

28t H|(General Controls)

UutH| 9l EHIA|(General Controls & Special Controls)

Qe 2 Al M 5{7HGeneral Controls & Premarket Approval)

» 27719 2F X S50 totM= HYAEE M21H 8622 RE H892Z0M 012 FAMLZ Fot i U=t
0]0fl 2t 167 S|==O0FEE 17000471 02| MEZ0| 2FE US. SEERZ 2A=71717F AFH SA=7| ¢t
HAIRL Q710] 40| &

» 0| S 15822 2RE =77 THMS 45%E AHAIOIH, 28822 BFE 2AR7|7|= 47%, 35822 2FE
9R7|7 I 8%S AHXIE™

2.9|27|7| B3 HH| 3 7H7|
1) 3 S| 7H2

O

» O] Q271710 thet HAllE 71222 19383 MFE FDCAY Qs Fe=1! AUCH, Oj=HUHEER (United
States Code, USC) HM21H0| =220 S FAIECI LHES 0|=ZHYFEE(Code of Federal Regulations, CFR)2]
21 HAN A6 AS(HBO0ZE~A1299%)

0= HUHER M21M™ ME - 22FE (21 USC Food and Drug)
MoE él% : 9—I9f§ ol SIEEH(Federal Food, Drug and Cosmetic Act)
oF= 8l 9|2 7]7|(Drug And Devices)

P
o
mx
lo
J,.
|o

)

> FDCAOWi O=71710il tHt Hol= FDCA M201 & (YoM -85t S, A=5717|= OHEOH M2t 15e, 258
ol

S2(Class |, Class II, Class N2 2FLH, ESLEF U MEX2IHE0| 2 MEFHAE F6tL U

MO

105) available at <https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/ClassifyYourDevice/
default.htm)

106) Y&y, 0l=2 9|=27|7|2 0187|7| 2 EH|, Had HAMHEE, eh=yreiT, 2015, 108,
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» FDCAE 2=7(7(7} O|= LHOM i X RSE7| I8 ARl H[EAEA LEA| 3 SEHAA, A & S7HHEE
FNQCH SEEHE 1 FAARL0| Holet
20 M2tz o0l Tt 2B S fIsiMe LAl Q750 101 Thot AZSIEA T HME(21 CFR 812).
Zot EHHIVIES E4Y 40| 27 E. 0[0i] 2ot At AHEE H21H H82020 8= AUS
4 M21H I A i HOoZ FHED, Chapter | HAME BEHEXE, BALZX|E, Chapter |
OiM= o2 Al s Orfe4=(Drug Enforcement Administration), B2 (Department of Justice),

Chapter Il A= 2L OFFEHIE(Office of National Drug Control Policy)0il CHet AlStS 1 US
» 1 200 MENOR HIF QU A AEMO| TR0t A0 AT & SQU(ML E= 571, YatAlgate], S2E2|of 2ot
NEXOI XIRS0| HA F5H2 GRIZH AR H(CHAAISO0l| THet S0 AIEMS HMASH =1, 0[0] MHE S
7I0IEE MAlSH =1 US

0 UHASA
» FDCA= 1906410 HIEE “1906H AlZQ|oFEH (pure food and drug act of 1906)UIM AIRIEAS. 0|F CIMHR=
HES IEot Elxir0|2hs A FEfO| S HIM|Z AFUALZ0] HAIoE 24 A7|2 012 ZHTH7HHSI] 19383 FDCAZt
MRS
» 19384 FDCA= Q= 7|7| Lot AL A A[EIe S SOMOLE 1960HHRE 197010 0|22 Q|&7|&0] STk
AHM M2AACIC2E Q27|79 QPSS HEel & QitiE 2HI7 AUS

[E—w— MANT

v
ﬂ.||ﬂ.|

[ZSPS

o o
00il, 19762 FDCAS 7400 Al T SCUM=E =Rolal FA48 211 QRS BYCH, o=t H2 2=717]0
HieHAM = Al = 2124 PIEHE XEH 2= HYSI=S SIAS. FDA= 0[2f .75*8 WY HES A | fIot0] L2

SHAHAS HI S 08)

2) THH|7| 2
(1) AZE9olet=(Food and Drug Administration)
» AEOIOF(FDA, Food and Drug Administration, 0|5t FDAZL @2 0= EAHZX|E(Department of Health and

Human Services)2| £1517| Q. AH|AF 2S5 SHOZ o, O|= LHOIA ditEl= AF, o4F, SHESE T Oty

=,

TYUEN UL SEZ9| a5t ATYS HHohE FE BFH L L+ Us

» FDAE 19385 FDCAVH MIgE 7 SEHE7 |2 S UE A9 MAZI=C=M Hets 611l Ql3. Eot 2P0 Qs
HES 2K HESe 4 AT SIS 71520 Heohl o0l HH MEs Sl SSEUS STAIZ HMYS
NS

(2) 2=7]7] % LAsAZLMIE (Center for Devices and Radiological Health)

» 2= 7(7] Gl BIAKS HAUMIE (Center for Devices and Radiological Health, 05F CDRHE} 8H= FDAS| SHEZZIOZ M
O|=7|7101 Thot 82 Al - WS Ml K A=7|s2 w3 1 50| 958 3 H|Q=8 WAK HEH XA |7)
HIZ0| CHOHM E RIS 7HK| U™ 1 2l0f CH2 =71eto] 9|2 717| 7701 Tsh #o| SO| PR = 486t Qg

BN =]

107) &4, %ol 2, 49,
108) Y, %2l 2, 5-6
109) &4, &l 2, 99,
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» 9|2 71719] MA|(Design), MZ(Manufacture), X Jq(Repackage), T2t 2l (Relabeling), +=22=7|7|(Import
Medical Device) S2 CDRHE S8l #A=2 AS'"°
»(DRHE FR g2 st &

—
EPNE=! S5

NSRS

ajo

o« AIEHH A = AT 517t
YA HE BHAH TV

« SEAAR AFHO Tt 71E JHY

* Q2 717] BAIMI=

ORIV BENS

3. 0|2 2|2 7|7|0f| ZHSt 78| KA

1) 2A57|7] wH| et

» FDCA THA| CH&QI Q|2 7|7 | = YEN O = Chgat 22 #HIEAE T2 &

AH S5 L o87|7| SE(21 CFR 807)
— Al & 4110(21 CFR 807) / AlE T &7t 418(21 CFR 814)
— FDA2| MAL - &2
— Al
°'Hh‘+x1| B2 H71(21 CFR 803)
HA: AR ZAN21 CFR 822), 2l27]7] £ E2|(21 CFR 821)

(1) YEtH|(General Controls)

o
> AHTHE STS 220 ZE 7717 F4eH0f ot ARIORN, 19764 HEE 2J27)7] HEH(Medical
Device Amendments)S KB5101 2|271719] QFHAS BluIsiIxt H= 212 1SFRE 35K 2 21=717(f

YO 2 HEE FHPIEY

110) Rt 27717 22E S7ISHE, 53, 2016, 60H.
111) Srioh, %l M, 650,
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> ABARIO Zete= A2 Q27|17 S2 % SE3HDevice Registration And Listing), 2f#&(Labeling), S EAME
(Misbranding), £4Z(Adulteration), Alﬂf E AMI(PMN), S=2717] Mx 3 SH&27IE(GMP), 7|1S1 10
(Records And Reports) 52 11 L{&2 = st'"?

O A& SZ(Establishment Registration)
» 0]0f] CHHA= 21 CFR 80701 =0 UM, 22|Lt2te| Mz S 61712t RAR. O|= LY MIZRIXHER! OfL|2t 2=
HIEAURIE o] & E= Al SS FDAY SE6I=E QFolsl US. MERI= Al S5 2= 20 MEYXI

2R3 027)7| 228 ZA0} 2

10

0 9=7]7| SE X Z=3HDevice Listing)
» 0= LOIM 22775 Hofstat= MAIARE FDAX 22717 SE2 St{0F ot, 0= WM R8s BE 2=
7171 HIZXH0l 2lc SS=|0{0F 2. FDAOH A[&0| SE& MAA 2Z7[7] AT & 309 M7HA] = 510(k) /
PMAE 22 2 0|57|7| S5 AIHME FDAO| MIZE6H0{0F

Code of Federal Regulations

Title 21: Food and Drugs

PART 807—ESTABLISHMENT REGISTRATION AND DEVICE LISTING FOR
MANUFACTURERS AND INITIAL IMPORTERS OF DEVICES

Subpart A—General Provisions

Subpart B—Procedures for Device Establishments
Subpart C—Procedures for Foreign Device Establishments
Subpart D—Exemptions

Subpart E—Premarket Notification Procedures

O AT M A1 (Premarket Notification, PMN)

> Ol= LHOIIA O E MISL 7 [5171AIZ S X e = i QL= MiEate| o EolL Red & 548 Yddke

1 ML

;gx]_%MB)
0 SEAAE(Quality System)
» O|2717| HIZYAHE Fdal ZERAIAR 7 (Quality System Regulation)2 Z=4-5010F &'

O 2t (Labeling)

» D= 9RT)7|E SEC 2 MESH BAIE A2 Q70I=H], MELY, 48M, U7 55 Zefe o Mtid1et
MOz Ot A0 ot

o111 S0l SAIE. S=71710 EAIZAL 7|IME WES A= 7|77 o ALESH
et 221 BH0fl A E|010F SH=AIS FHIKC 2 71&6HO0F e

112) O'I_'II'61' OI'Ol XH 6
113) 3. (12l CHOIA 4
114) 3. (1)2] OLOIA &

%3:.*.
=g
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> 927|717} LIREOR 7HX| 1L Qi YIeH=2| 201 [t BEAILHS 2 7| hAFI0l CHot Al 27t Zapy™
» 02770 EAIE W82 o7 |7| gt mitdE HHStE 2ANRL EL ASYY, FolAr, d1E+ S FAIEe

a
OIR7|7| BA| 7|&2 21 CFR 8010] #HEH U2

Code of Federal Regulations
Title 21: Food and Drugs
PART 801 LABELING

Subpart A—General Labeling Provisions

Subpart B—Labeling Requirements for Unique Device Identification
Subpart C—Labeling Requirements for Over-the-Counter Devices
Subpart D—Exemptions From Adequate Directions for Use

Subpart E—Other Exemptions

Subparts F—G [Reserved]

Subpart H—Special Requirements for Specific Devices

BE22 H11(Medical Device Reporting, MDR)
» OR717| BEZ0| dASH 4R DE MIERRIKY, 57| ¢S HIRe ALBA} 22X 52 0|E FDA £11510{0F &, 0=

T o O =

21 CFR 8030 8= /U=

Code of Federal Regulations
Title 21: Food and Drugs
PART 803 MEDICAL DEVICE REPORTING

Subpart A—General Provisions

Subpart B—Generally Applicable Requirements for Individual Adverse Event Reports
Subpart C—User Facility Reporting Requirements

Subpart D—Importer Reporting Requirements

Subpart E—Manufacturer Reporting Requirements
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(2) EE7H|(Special Controls)

» E8THE 285 0149 2A=7|7|0] MEL = AHMAIZLEM, YHHHZE AL Rade S| OEt=
TH| otol| LAt e MEE

» EHAX0 siESH= A2 2= E4= 2HEl(Special Labeling), Z4= 4&7|&(Mandatory Performance Standard)z
AT = ZAK(Postmarket Surveillance) S0| US

» OHH, 21 CFR 820011 M Hot= SEEHHZM SEAAH QA2 ASX MQY SRZIAL CIAMEA B, A 22,
o, A 3 N Vhsy, A 3 SEEE, S01gE, FAS MAE A S ORK| BA| B B Fg 2

0ot 3 2K, 715, MHI2, A7 |E SO et AY

(3) Al=t M A1 (Premarket Notification, PMN)

0 2Jo 3! X

» FDCAQ| H[510Z (k)2oil 2™, FDAM SE6H0F Sk= =717 MEYAN= A=7(|7|1E AH| £AI5H | Xof 0]
FDAOH| A1 10510 HALS 2H0[0F 8k=H, 015 AT & M1 K| %= (Premarket Notification)2t 1! et

» OI=01M Q271712 ME = TS| floiis Al e S5S LISt AT & M1 = A M 571 ZXHE
APHO| 7{X0F 2. Ol 2=717] #HIFIE SH0IM TS| o717 25822 2REEH], 258 A=717l= At &
MIERE AR == AY

» AT MUNES SH2 Ao = 927|717t 010] A S 2|2717|9 =2Xe 2 SSoes As YSdts
0|, AIHS7| 2|4 90 OfFO0| M IME HiEE =7 QS

» FDAE 8l A=71717H 158-358 & 0= 270 dligoks 7122 0= 71712t SSet ARIX| RS 2ot 7|1E2

A= OE “M22" 2l=71710 siFdhs 717 |21X] HRE =fl5H| E

oug
» O|27|7|5 TS | £ 90Y MOf| UEPHO= "510(k)'012t L YT AR & MIIME FDAO| MiEsHoF . ©, 71717+
Y L= Hroll T2t 510(k) QA0M HAE= 2= Mgt
« 510(K)= AIBH CHARRI O|27|7|7F MO{E SHHEO 2 T El= 7|7](21 CFR 807.92 (2)(3))''7RI2 Qtistn Ftx
0|0 MEXO 2 ZSelS US| ok FDAO HMEoh AT ™ Mz MFE 2|0/et
» 510(k) MZEXAH= 510(k) QM E= 510(k) TlEA{QE Z20] 71710f 25t HE 0|0z 7|7|7H Al H 51717t Q&K
o= Ao R ML A= 7|&E 77|12 "BENCE S57Ee YEtte YHE BEooF e HEXoRE 5S¢t

i
71712 QIYEH SUe 7RIS Z7CZ HiHE™

116) 716t A2 M 68H.

117) 19763 5€ 28 /4 0|0 2HAM o= M= 7[7| L= 3850AM 2 = 185822 MERE 77| E= 510(k) AIE &
A Hit E Sl *'“’51 =5M40] &&= 7|7|(a device that was legally marketed prior to May 28, 1976, or a device
which has been reclassified from class Il to class Il or | (the predicate), or a device which has been found to be
substantially equivalent through the 510(k) premarket notification process)

118) https://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDRH/CDRHOffices/
ucm115879.htm
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» AT & M (Premarket Notification) HAE Soll AIEO| EAIE 2=7|7|= FDAS] Al & &7HPremarket
approval, PMA)S B2 A= ZIRE|X|= QX2 O|= LHOA HOE 4~ US

» 1L 2E Q= 7(7|7F A M MO THA0| = A2 OFd. 24, IR RS =577 |= 28828 2R =, 268
927171 AT & A1 FXio M2t HOHS7EL O|R0E. 158 A=7|7(2t 255 & Y5 HA|CHA0| & 2=7]7(0
CHSHA = AT & AT HRIL QPR X| 42

rlo

Chant &

gjo

> A& AT70]| THaHA= 21 CFR 8070IM AR Q.2 ot AOH, ME =

Code of Federal Regulations

Title 21: Food and Drugs

PART 807 ESTABLISHMENT REGISTRATION AND DEVICE LISTING FOR
MANUFACTURERS AND INITIAL IMPORTERS OF DEVICES9

Subpart A—General Provisions
Subpart B—Procedures for Device Establishments
Subpart C—Procedures for Foreign Device Establishments
Subpart D—Exemptions
Subpart E—Premarket Notification Procedures
§ 807.81 - When a premarket notification submission is required.
§ 807.85 - Exemption from premarket notification.
§ 807.87 - Information required in a premarket notification submission.
§ 807.90 - Format of a premarket notification submission.
§ 807.92 - Content and format of a 510(k) summary.
§ 807.93 - Content and format of a 510(k) statement.
§ 807.94 - Format of a class Il certification.
§ 807.95 - Confidentiality of information.
§ 807.97 - Misbranding by reference to premarket notification.
§ 807.100 - FDA action on a premarket notification.

119) Sriot, %l M, 69H.
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(4) A=t X S7HPremarket Approval, PMA)

— )

» AT O7F MEE SiME YdiTE 2B NESE, A=7|7|9 2, g Re g0 tet PSR 21,
LUK 27617 20 510(k)2CH 2O 2ot ARt & 4 QS™

oug

> AT 7101 2ot AF2 21 CFR 8140 #EE 0 A2, MRd=2 st 23

Code of Federal Regulations
Title 21: Food and Drugs
PART 814—PREMARKET APPROVAL OF MEDICAL DEVICES

Subpart A—General

Subpart B—Premarket Approval Application (PMA)
Subpart C—FDA Action on a PMA

Subpart D—Administrative Review [Reserved]
Subpart E—Postapproval Requirements

Subparts F-G [Reserved]

Subpart H—Humanitarian Use Devices

> HAUR= AT 51712 7] flol MZ A= QM R0l et 2StHQl SHES HMAISHO{OF . [Mi2tA 1

Extet Q7 EE Mm FA 54

|
0z
on
10
0=
=t
ikl
1y
0x
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Hd
on
0x
or
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HU
i
ne
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120) 21 CFR  814.3 (e) PMA means any premarket approval application for a class Il medical device, including all
information submitted with or incorporated by reference therein. “PMA” includes a new drug application for a device
under section 520(1) of the act.

121) O| = | 201, 22 7|7| Al ZH = lufor AL, O|Sto{ ol Atstd=lt 2016, 428,
122) 21 CFR 58(Good Laboratory Practice for Nonclinical Laboratory Studies)
123) 7ot Ao X 71-72H,
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(5) LMAIEAE S2l(Investigational Device Exemption)

» O2717| YA Rl S22 A=Y |7| Al &7 Al A1 SO0l 228t ot RR g 2ot Az S oY

1 OL-L_

+

UEE UMAES OJR71710) MES 5216} Fi =Y
> MRS 2e6}7| Slch HIE TOHS oIt UHFHES BRG] YMAIBE AR717IS 0SAIZ 4 U=Z Bl
452 5180t LG E8t BBIEl0] US

> QLAFAIEIZAE! S210] ChoHAl= 21 CFR 81201 FEEI0] AOH, M32L et 28

Code of Federal Regulations
Title 21: Food and Drugs
PART 812—INVESTIGATIONAL DEVICE EXEMPTIONS

Subpart A—General Provisions

Subpart B—Application and Administrative Action
Subpart C—Responsibilities of Sponsors

Subpart D—IRB Review and Approval

Subpart E—Responsibilities of Investigators
Subpart F [Reserved]

Subpart G—Records and Reports

(6) GMP AL EZIA|AE! 78 (Quality System Regulation, QSR)

0 29|
» QI7to] AT ORMOl| MAFE Q=7 |7|E MAQE T HA 010 =7} Ei= Q157 |2 SO SEO St &t MAE
B & 9231511 Q= A10] Y
» O|27|7| EAEE|7|=(Good Manufacturing Practice, 015t GMP2} 8hHEt Q|2 717| MZEYXIF MAtsh= 9|2 7|7(7t
QIMGHY REoHH Q= E SE0i| Meitt SHE YatE Mt SYE A MAES LEE= 422 33 et 24
ZEFO R H2[SI T X|FHO0F S ASS 7D U= 7|7 S Y™

» O|F7|7| A M £010 MRE|= A2XQI ZH|7|ZO2E 1SO 13485:20030] QOH, O|Z0M= ZRAIAH 75
(Quality System Regulation, QSR)0| 11 7|&22 MEF. Ol= FDCA AM520% % 21 CFR MI820X0 2HE F11
US

O oY
» 1582 MLt 2E 552 9=7]7|= QSR MBS Soll GMP &gt QIS BrotoF M7t 7tsE. &, 0= AIE|A]
0]0] QU0 MOIHE| T Q= O|27|7|9t 2RO S5M4S UBS 4 U= 253 L= 253 MEO0| 2 iAo '™

124) AT 9O
e

S| 129,
125) ZEHIY, 2ol BN,

2011, 648,
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I
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S
o
]
njo

» THIEQ AZ S SEEVIELR SHE, 2, J|AEA, =, FH|, A0 FFX ], ST S, I EA

Code of Federal Regulations
Title 21: Food and Drugs
PART 820—QUALITY SYSTEM REGULATION

Subpart A—General Provisions

Subpart B—Quality System Requirements
Subpart C—Design Controls

Subpart D—Document Controls

Subpart E—Purchasing Controls

Subpart F—Identification and Traceability
Subpart G—Production and Process Controls
Subpart H—Acceptance Activities

Subpart I—=Nonconforming Product

Subpart K—Labeling and Packaging Control
Subpart L—Handling, Storage, Distribution, and Installation
Subpart M—Records

Subpart N—Servicing

Subpart O—Statistical Techniques

2) s2E A=7|7| AHHA

» 01, Ol= 2= 7|7 FHIHAE SESE= HalotH Hst &

ajo

@158 A=7|7|0l| TSt A

» 158 A=717|= MK fIEEt 71 H2 MEL2M, LR S, AL 501 00 sigg
» HREEO 1S58 717152 Al T MM HE22L SHAIAHE 7EQSR) MM = BHAE. T, LEHH2 2745
E0ll0F StH, AIEHIZ 2| S22 A1 05H0{0F &

@258 2=717|0f thet 1A
» 255 7172 N Re 40| L Yk SARUL|UALL 12{5 2f01S HH|ZE RN 2= 2520 R0 i
oh= Q=717

> Al AT HIZOIR7E HBEH GMP HALS AMOF &
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126) R7iot, 4l M, 63HO| HE HII6H0] 27 - HASIAS.
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III. OI=2] x| 2|2 7|7| H| S

1. 21M7] X122 &HPdoll K2 2= 77| 7| He}
1) 21M17| X|2(The 21st Century Cures Act)'?” ®I™
0 oo 3t
» 150t OJoFE Bl 9|2 7| 7|0f CHet FDAS] S92l _'P("% O 7ICHE 0 HIZ1 A[7H0] 30| ALK, 2= MER 2=
7120|713 LS SIXHE0| HAF QS 1 7 7|£9| SEtS QIX| ROICHE H|TO| TS
» 5 820 TIORAIUS 0PN B HLOIR S SO CL W KIS S0 0 B4 O O
TH RS 20] 7R
» 0]0f, 201 EL
o

63 128 13 B2 @8f0KBarack Obama) M 0|= thEF2| 2T MBS Sol JAQ|=7 =00 TSt X[
MZ2 9o Ol 9|2 7|710] TS MZ2 A LIZ0] E71 21M|17] XIZ&2HThe 21st Century Cures Act)0] SZEE|R

L

oug

» 0] #Hote nj=Z2=2EEH A (National Institutes of Health, NIH)Q] Ho|Z Lt L|HI72 T2HME(BRAIN Initiative) S8
Lot SATZMEQ thot AIFX|ES SALE o, 2AUE U = 7|7[0i| CHeE FDAS] MAL |7t HE S2f i8S
21 A0 Q=27|7] A HetE 0 16IAS

PN

» S5 FHA|0| SM17tE £ U= A=7]7|L 0[0] FDAS| 212 22 HiE S0l 015 MRSt 71717t gl Q&
71719] YA M ES MSE = A HAS

» SHE 21M|7| X2 FDAZ HX2lZ A= (Precision Medicine Initiative)2] YO 2 A& 7|& S0 LSt ME2R
A S Lot S Fefotl s

» O[SIOIIM= 21M7| KIZ 2 FDA 23 28 & 55| 20|Q= =0 Cisl Avfet

2) &l7|x91 9|2 7|7|(breakthrough medical device)'®

» 21M7| XIZHOM =28 M2 217|X01 9|2 7|7|(breakthrough medical device)2| 2 A0 st Q7
21M17] X|IZOZ AGOZ Qlslf FDCA| SHAIQ|=7|710]| ot Afeto] 7 Zi

» 271HQ1 SR 7|7 |2E, S Y- S0I1Z  Ble dM 5SS 7= B0IU JHIE A=dAL TESkE 717]
7217 27142l (breakthrough) 7|&0|L THE CHRIO| G/ =2 THE 71710 HlohH Y&H FHEES 71X UAL:
SR 1 7122 AFSTH0| HAARI 027717} 0l0f| SHHEH™”

» FDA= 8iF 71717t 271Xl 9= 717| X1 71ES 50X (RS 27EsH0F & Lot 9|2 7(7[9) 7 8! HAE
&3] A7 | sl FDAE 2t 717101 THet X[ HRIZS B otal, 2 PRl 27 o8 D2 MAS MHEHSHA &

127) https://www.congress.gov/bill/114th-congress/house-bill/34/

128) QR 7|7|ME7|&X|IYME, 0]20M MZ Algist= 21st Century Cures Act2t FDA FAHISEE, Q27|7| 4RSS BEAAX]|
(20179 2270), 2017, 4H.

129) 21st Century Cures Act sec. 3051.
130) 227|7| 827 |&X|HMEH, | =, 8T,
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3) QIE=ZR0|X 0|2 7|7| AlA} HA|(Humanitarian Device Exemption)'”
» OHH, 0] 2 FDAZH ¢i7t AT 8MHOA| 0122 = 2=7 (7|0l HSHAMZEX] QIS0 O] 271701 CHEH AAL A
(Humanitarian Device Exemption, HDE)Z &HHst== FASIRS

» QIEZROIM AMZ 9|2 7|7|(Humanitarian Use Device, HUD)= Z2H O|=20|A A7 4% & O[SIOIA| 2t ME &= &HO|Lt
SME KR E= NHSH=0 AR E= Q27|7|2A, 0]H IS Edl AAF HA| CHAO| ZHTHE Y

4) Y2 ATEQO{0]| CHEH A CHA K|
» 9|2 7|7|2 HIIE= AZEY0{(Software as Medical Device, SaMD)= 7| & 9|27|7|9] HZ=0i| ILSA|7|7|7} 20|

S| QL0 S HQ! TN EHS AR SHE 200] SER{ZIEE 0t OfLI21, QUAIOH THE HIB40] $5X 24Tt Z0I SH0| %S

TTEE T e

v

21H7| Xz 82 0|2 22 ADEQ 00 THEH A 23 A Ztst &, a2l 570 =0 2ot ATEL 0= oz
7171 EOloA M2|= RS

0 m9-*

of FIE X|2 SO EEIK| 4T 2 4 X0 ESS Fi= ATEQ0f

o

SN HAE 22 THE 717[9] HI0IHE SiAMSHA] §411 HE, M, 4] HEFoL 20F= AR EL 0]

EI

+ WAAO] HEIPE HEOZ ATEol] AN OESHK| 4 3, OISO BN AMFD) = 24T AM
(B2 2E RZoH= AZEY0| S
> 0[0f ¢HikSH ATEQIO{0] ChohALS ©1271710] st 2 A0l HREIX| 242
> 21t AIEHO 5 (1) AEHOD| 2B 43, A2l 241 = SO 2) FOA7} 2 0| 4218 2
Aol olgiste A2 TS 0| Qlis HOR HISH H0[2}H, 0f2ft AE |

927|7|2M A thafol 8

&£
EN

T

» LSH0| B2 9277 85 B Qg 7|7| Bl Q740 &t 23 9o|27]7| 58 2% I (Classification Panels)2]
T SOl 2ot Al JWESHH, PP FDAE AT A S17F AR CHel Q/27(7(0f St X71M01 HEE Q&S [ 7H
2Ef(Least Burdensome Review)S 126t 2 st Q1S

131) 21st Century Cures Act sec. 3052
132) 21st Century Cures Act sec. 3060.
133) 21st Century Cures Act sec. 3053-3055.
134) 21st Century Cures Act sec. 3058.
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(2) MU =2 A 2l(Precision Medicine Initiative)

» HEF QB0 M 0|2 ISR 21M7| X2 R0 2J2|E S1t617| 01M21 20158 28 HLUQ = A 2 (Precision Medicine
Initiative)2 ZHSINS

» Malo|z 7 &l(Precision Medicine Initiative)2 ELCt 210|110 AHE 0 SO X
ZIOIXH(drivers of disease)2 &0Igt= 718 2HZ 8t11 Q12"

> 0| AZR L2 S SNt g o= 3

=

2SN floh R 71EHe

« TR ZEFHC) Eheh

DI 7

- S6| Z23t Taj0|HAI2} $HX} B HPIS L6101 M2 279 ANDBS Xleich| $loh TR skt LRsix|
£ ZHo17| Ye 3 TR AE

135) https://www.fda.gov/scienceresearch/specialtopics/precisionmedicine/default.htm (AAL: 2017. 11. 6)

136) https://obamawhitehouse.archives.gov/the-press-office/2015/01/30/fact-sheet-president-o bama-s—precision-
medicine-initiative (ZA:2017.11.6)

137) http://news.mk.co.kr/newsRead.php?year=2017&n0=596951 (ZAA: 2017.11. 6)

138) https://www.fda.gov/scienceresearch/specialtopics/precisionmedicine/default.htm (BMY: 2017. 11. 6)

139) https://obamawhitehouse.archives.gov/the-press-office/2015/01/30/fact-sheet-president-o bama-s-precision-
medicine-initiative (ZA:2017.11.6)

140) 20163 HUQ|2AHE &4E & 21.59 D 04t 5 U2 ZZE 70 60.5% OlAS AFSE G| HO|C O|MY, Heos &

Q0| HM Ay MHo|ZHATA SIEIIIRtET, 2017, 26H. &X.
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» 0=9 YHA=SA=0AE 2 QAEE TS E, AYEEIIE, REAEE, ADE WA 0 7| 5 HOH0[E 24

Hao|g Mg 9ot 59 T A(key element) 2 F 1 US™Y

(3) FDAS| NGS 7[€t | AEO| T H|EIH0f| RS X|A L

» WS A0 S0 oI FHE HIAF|7]7] ATt LHOE FDAE AT 7IMEEME, = NGS(Next

JWEoh= AE MR

Generation Sequencing) 7|&S TISIAI7]7] I3t M2 BZ2ES 0| MBS HMawe
[T} HOTt At K20 Z20t0 KX AIHA 7|£9| YAl Z2I6t= oHH, AP Z=6tl MEg +~ USS

HAISH= XAl MG £XISH 710 2 Mape14?

v

NGSE AIEC) 52 A4S AIEOI7ILEAIZA S 4 UCHS ZOIM, HUJRO| B 0f5 NGS 7/20| oHHotn
S| AR O3 H0[2 T AT

> 2Lt FDAS 1R U QJ10]7H Betoln QAEIOR ojnloks ZHA
S0 ic1= 9B 7110}, NGSE 5% M98 STl 39| S FOAS| M2 7 SXIE HP I8
$17| FDAC| RIS HZOIL BHALIS K19 22 B HHOIL} HEhS 2RIoH= 7
71852 449 710| EIAE S SS617| TR0 NGS 71

T e

v

UR[Sh= 7|Z 2] T HESH|ZE, NGS
Oll= Ol2fet 7I& THAIYAI0] HESIA| piTh= HO| XAAE= XY

» 010f 2t FDAE A, S+4

0 25 719t H0IE % 2141 710)
K13t QOIS TAIMAIZ HUSHILR 2ok IS

M
> 20164 FDAS NGS 7[5t ZiATe] QAR 41| ELYNS SIZrafste KRS KIS 9 AES ZHAsfs| 23t H2YS

S
HSHE F 19| XA A0S LHSIHS

I'I

o THAMNZA S ELt TS Q{61 AFBEl= NGS 7[8F MQARITHO] FDA A0 HEE2| AFZ("Use of Standards in
FDA Regulatory Oversight of Next Generation Sequencing (NGS)-Based In Vitro Diagnostics (IVDs) Used
for Diagnosing Germline Diseases,"), : NGS HIAE 2A9| Q& AZV| Tist M-S 7HsoHH B Z2M EHIAE

WA B8 22 Y S HAAZ | AAL &

« 'NGS 7|8 M FITte] UMM EfFHE XS | Yot SHQI 217t SMHO| H|O|E{H[0|A AE("Use of Public
Human Genetic Variant Databases to Support Clinical Validity for Next Generation Sequencing (NGS)-Based
In Vitro Diagnostics”), @ Al JHLX7t HIAEO S oA FHE JLAGH| /6t FDAZ} Q1-st= S&¢Q!

s CIOJEII0IAL| HIOJEI TS RASt B S712 Q18 4 UTE S/01, s EIAE Ao Thet et
YA SIS BEBORM T} T SIS STt BT 412 32 M

141) The precision Medicine Initiative Cohort Program-building a research foundation for 21st centry medinine, Precision

Medicine Initiative (PMI) Working Group Report to the Advisory Committee to the Director, NIH, September 17, 2015.

142) https://obamawhitehouse.archives.gov/the-press-office/2015/01/30/fact-sheet-president-o bama-s-precision-

medicine-initiative (AA: 2017.11. 5)

143) FDA, draft guidance, "Use of Standards in FDA Regulatory Oversight of Next Generation Sequencing (NGS)-Based In

Vitro Diagnostics (IVDs) Used for Diagnosing Germline Diseases'(2017. 8. 31)

144) FDA 2H0| XY L] =2 (Precision Medicine)(@AM: 2017. 10. 30). available at <https://www.fda.gov/scienceresearch/

specialtopics/precisionmedicine/default.htm)

145) FDA 2H|0| XML |2 (Precision Medicine)(ZA: 2017. 10. 30). available at <https://www.fda.gov/scienceresearch/

specialtopics/precisionmedicine/default.htm)

146) https://www.fda.gov/scienceresearch/specialtopics/precisionmedicine/default.htm (AAMY: 2017.11.9)
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(4) A7 WL X HS ot HRLE 2HE =2

02

» OHH FDAE NGS Z2MAOf Cfet 7|& ! M2 HI0|2FEe HI2HS HAE, mYsl 51 #36k7| #{et Ho]
B2t EHE HMA MEAS0| SRS 5f7l SI5t0] ¢t A 7S ATt F2RE J[He AHRLE SHEL
precisionFDA(https://precision.fda.gov)

i
—LJ
_¢
2
Mo
02
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oo

[2& 1] precisionFDA™”

precisionFDA?:{

(>

A community platform for NGS assay evaluation

and regulatory science exploration.

e

Expert Spotlight:

Precision medicine, are we there yet?
it 3,207

Di. Euan Achley

"Sowhat .sprmmemum anyway? |saquﬁl:|cl|iam aften asked. Often closely followed
by "and it that g7 Well, as with the
hundreds of things my.syeamm asksmato explsm on a daily basis, it turs out one of the best
places to find the answer is Goagle. [red more at the full blog]

Vit Gopert YA ENRecd Dapert Blog Post

Learn About Challenges

2) SHEEIT7|7|(In Vitro Companion Diagnostic Devices; IVD CDx) &
» SHIRICIOfR LY HISIRIEHE 71710 YEORN, B OlOF=O| L S HIC] OIEf5ET HIFKQl A0 L0l
HHE HIoh= 9727(7|Y®
» SUPEICHS OtR|o] HIHLE SAKR0| Cfet $HAf0] JHOIAS ZIAS B3 SHstL OSBRI 2K SoI2 E= XS
g&!gi —C',‘;I|.M9)

147) https://precision.fda.gov/ (AMY: 2017.11.9)

148) FDA SHO|X|-S2tXIE7]7|(Companion Diagnostics) (AM: 2017. 10. 30) available at <https://www.fda.gov/
medicaldevices/productsandmedicalprocedures/invitrodiagnostics/ucm407297.htm)

149) OJMIF, 7 E2toz 2| YA A, HHHO|2 MR M2412] HI|asLH| A= E, 2017, 338,
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» SEXIEHT7IS 0180 HAEE WAH O H27101A XA Q| A0 Ciet SEH0] FRHXQI SAZ0|Lt 2| AT S Z
5P g HERUXIE 2Hol=H Ees 5. SERIHS St £ XzHE2 dHS 8 71540] 71 2 SRS =l
oAU, S8 K=HZ X2 21 M0t FAZ0| Zde 20| 2 SRS 2HQIoHH, £ JHUE AHGo|Lt
FENS GNP Yol KRS THE SHOE EX X|RNIS 0|88 RIZ0 f3tISES BLHYY 4 US™

v

HIQISHIEITZ|7|QF #3Bt0], FDA= 2014 82 "MUAE ffst 7H0|HA: HQASEHEIHY|7|(Guidance for
Industry: In Vitro Companion Diagnostic Devices), S ZESH| 0[01,°" 2016 7€0l= "X|ZH|Qt K| SHIRIC
71719] SAPHES et 2Al XQHthe draft guidance, "Principles for Codevelopment of an In Vitro Companion
Diagnostic Device with a Therapeutic Product") ;& Of2isIRS™?

3. CIXIZ PAA0{Q] & Alat FH) st

1) ZHKU 7]7] ! I0{2{= CHIO| AL 2hik

» DHIUY (7|9 HEEL 7|& 0] LEm} 2k HAMY FOI0] YEks 0|X 2HiY BAAH 0f(mHealth)2t= M22 AH¢
= oI, Ol= B0 7Pk B2l S5 K0IM M2 2 T2 2 M= Tiet Y

» S| ZHIY 717]9] EHME0 et 0 A 7Hs S B2 H0f2s HHI0|ASE M20] 2&510] 7|Z HH|2E =7t
SUE M2 2 MH| AL} 7HK] BE0| 7tsY A2 7|HE

20| 3'2'&’ || 20F= A0S TIBIO|AS] 20| 71 W2A| O|F XL U= FHOZ MIELA - AUA AZS
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o
QET'
o_L

ot QUOLY, o2 Oz AfH|A TH2{CHI0| K0 M2t 72| MH|IA FAS o Tt 3 K= 220|=
A2 E CIHIO|AS| E20| SHE HO2 MAUE T AS™
» OHH, OJXIE EAH 0= AHIRL AAR 59| 74120] 2ol Ot & LT AHES St=S AHIXIC| Hots 23fsh=
SISO LIO I Q2. FDAE ‘TIX|E PAH O HMZEA| A2 (Digital Health Innovation Action Plan)' & £=&6101,
0| TH[t5h | Yot =S 7I120|2 U=

2) 21M7| K24 ATDEQ0 Zetof ME wr|Lrete] FA2t

» 21M7] XI2E(The 21st Century Cures Act)0i| 2, XX J15S X[HSHALE
SEXI0l| CHSt 71E2 Lt HI0|E MAEO|L HIEE Zot7Lt MetXoz OIEJH
0= O Ol Q=277 1281t Q)& 7| 7|2 11H|=|010F SHtT BHOFSOIX|X] O
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150) FDA 2H|0|X|-5EIT7|7|(Companion Diagnostics). (HA: 2017. 10. 30) available at {https://www.fda.gov/
medicaldevices/productsandmedicalprocedures/invitrodiagnostics/ucm407297.htm)

151) FDA, In Vitro Companion Diagnostic Devices - Guidance for Industry and Food and Drug Administration Staff(2014. 8. 6).

152) FDA, Principles for Codevelopment of an In Vitro Companion Diagnostic Device with a Therapeutic Product - Draft
Guidance for Industry and Food and Drug Administration Staff(2016. 7. 15)

153) & ASH (Y28 W HIAZ )0 ME AZ7|7| F2 - 22 = Yot A7, MBS, 2015, 269,

154) http://raps.org/Regulatory-Focus/News/2017/05/04/27484/FDA-to-Create-Digital-Health-Unit/ (ZA: 2011.
11.5)
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3) OXE PA ATEQ0] APMQIS(Digital Health Software Precertification)

=4

» OX|E AAH O SAXX|AE(Digital Health Innovation Action Plan)2] 523t £& £ Stlt= ATEQ 7HEXE
et M2 DY T2 72401 “ATEQ 0] AFMQIS MU T2 12 (Software PreCert Pilot Program)” @

O =0 7[EE 2= 7| 7[0] CHot FDAL] MEXQI H2HO| AZEQN HS0| A==

W2 11 BHE MOl A 7H‘jer X HE0| MLSHK| UCh= ZHQ A0 7[EH gt

[

» ATEQI0] AFEIOIE I3 T2 IS Xjure 2 02 FDAT} Cf HERO! 0[27]7]0] ChsH ZHE U3 Al
|

0 gt AR |LCH £2 ATEQI0| HUX U T TR 742 712 JHUKIS SHORM 0] 7188 FHH|
SISt B T2 WAS HL 4 U 17| st Y™
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155) FDA SHO|X|-2|27|7 |-CIX[ZHA APHQIS T2 I(AM: 2017. 11. 3). available at {https://www.fda.gov/medicaldevices/
digitalhealth/digitalhealthprecertprogram/ucm567265.htm)

156) 21st Century Cures Act sec. 3022.

157) FDAE OXd %é ATDEQO APMQIS AHAIA(FDA Pre-cert pilot program)& ¢Iol X[t 20174 7€2H 1000719
UHMZEE MY 2HoF 9 262 9742| THY MIE MPSHH YHIMCE A PMZ2E= Ha(Samsung)S HIZsH OHE(Apple),

TiEI(Fitbit), ._é OHZ=2 |0 H|2HEE|A(Pear Therapeutics), 24x(Roche) SO|Ct “HEOAY 2017.9. 27, ‘EFDA AFHQIS

A|HIAL CHAOf ‘A MA available at <http://www.docdocdoc.co.kr/news/articleView.html?idxno=1047184) (HA{L:

2017.11.5.)
158) MER, “A2HE7|H Tl SHEH Qe-g5EHIt A QISI7IHE 22, M3At D[22 0|e 2 YHARY, 0|22 HS IS,
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2017.11.2,77-79H &ZX.
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1) FDAQ| 2|27|7| 7H|ofl 2ot TigixHZH(enforcement discretion)

» FDAE H|Z0 0|5 A7 |42 MEX A7 |&0 E28 2HLV = £HO 2 HAMES H3NO= #&6tl AUs
i (enforcement discretion)0|2h EHe B8 E= Al HEE 47|20 3AUO0|Lt My KT S 12ist¢
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159) FDA, precertification pilot program, 2017, available at https://www.fda.gov/downloads/training/cdrhlearn/
ucm569275.pdf

160) EFEA /0|, 0|2 SHEA | FlgixiZH(enforcement discretion)Oil Ztst #2|QF AIAME, ZHAT 2017, 2, 224-225H,

i
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161) FDA, Enforcement Policy for Premarket Notification Requirements for Certain In Vitro Diagnostics and Radiology
Devices(2011. 12. 20) & FDA, Medical Device Classification Product Codes(2013. 4. 11.) available at (http://
www.fda.gov/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm283904.htm)

162) FDA, Convenience Kits Interim regulatory Guidance(1997. 5. 20) &=, available at (http://www.fda.gov/medicaldevices/
deviceregulationandguidance/guidancedocuments/ucm080216.htm)

163) FDA, Mobile Medical Applications: Guidance for Industry and Food and Drug Administration Staff(2013. 9. 25), 16~
18%. 0| X[&0| Haxize| tiaez Ligset DHtY o= 0[]0 HAl HHH(0E E0 Mt = 522, 283, =2UE, dUS
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164) FDA, Mobile Medical Applications: Guidance for Industry and Food and Drug Administration Staff(2015. 2. 9) &=x.
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165) 2017.7.26. FDAS21 &ZX. (ZMY: 2017. 11. 5.) available at <https://blogs.fda.gov/fdavoice/?s=DIGITAL+HEALTHCARE)
166) MO HE=A 2017, 9. 4. EXIE, JHOISEZs0|7 Alsd 28l MUl AP T4 (http://mww.fnews.com/news/201709040916568430)
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FDA, precertification pilot program, 2017.

Precision Medicine Initiative (PMI) Working Group Report to the Advisory Committee to the Director, NIH, The

precision Medicine Initiative Cohort Program-building a research foundation for 21st Centry Medicine,
September 17, 2015.
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FDA, Use of Standards in FDA Regulatory Oversight of Next Generation Sequencing (NGS)-Based In Vitro
Diagnostics (IVDs) Used for Diagnosing Germline Diseases(2016, draft guidance)

FDA, Mobile Medical Applications: Guidance for Industry and Food and Drug Administration Staff(2013. 9. 25)
FDA, Mobile Medical Applications: Guidance for Industry and Food and Drug Administration Staff(2015. 2. 9)

FDA, Enforcement Policy for Premarket Notification Requirements for Certain In Vitro Diagnostics and
Radiology Devices(2011. 12. 20.)

FDA, Medical Device Classification Product Codes(2013.4.11.)

FDA, Convenience Kits Interim regulatory Guidance(1997. 5. 20)
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O|= sioret HUo|= 2t ZM|O|X|, https://www.whitehouse.gov/precision-medicine
O)= QHI0Eef OF7H0|E, https://obamawhitehouse.archives.gov

0= FDA E21, https://blogs.fda.gov

0= =3| Z2H0|X|, https://www.congress.gov

0]= FDA 2H|0]X]|, https://www.fda.gov

ot AEQIFECHMA ZH|OIX], http://www.mfds.go.kr

-,

HEQIAF. 2017. 9. 27. EFDA APHQIE AI-ALY Chefoll o' 11 <http://www.docdocdoc.co.kr/news/
articleView.htm(?idxno=1047184)

CIYE|E, 2017. 3. 2. ‘MUK, A ST S HANHT|7|1Y" =2 (http://www.dailypharm.com/
News/222750)

mO|HERA, 2017. 9. 4. ‘BXAR, /IHE = HH 26 FUz MPH 74 (http://www.fnnews.com/

news/201709040916568430)



