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A1 &4 Chapter 1 General Rules
AMEEH) o 71+ gmr7iY AdEy Al13xzAl48e]  wE) | Article 1 (Purpose) The purpose of these Management Standards for Clinical
o577 AN ES A A8} R} 1y o AFAl & 9] | Trial for Medical Devices (these "Standards") is to obtain exact and reliable data

A A BN BUEG AR 7% L PHQINGERRTN Y Sl
48 Fe AFomm, AAs; AHY d= Az
SR Pelns % uHuge] A4ekA % ¢ BHo

and results and properly protect subjects’ rights and interests and ensure

2,
o

AIE A | confidentiality by specifying the criteria for planning, enforcement, conduct,
= monitoring, data recording and analysis of Clinical Trials conducted pursuant to
Paragraph 4 of Article 13 of the Enforcement Regulations of the Medical

Device Act.
A2Z (A Q) o] 7|0l A3 g0l L s 7t 39} 7). Article 2 (Definition) Definitions of the terms used herein are as described
below:
1. "d7FAE(Clinical Trial/Study)"e]g} 32 AFA|Foll AE-5 = 9 57]17]1¢] | 1. "Clinical Trial/Study" means test or investigation on human beings to prove
ot FaAdS THaY] fske] AMeE oz AlFsAY A= | safety and effectiveness of a Medical Device used in Clinical Trials.
s Eekrg
2. "t}7] T AAA] S (Multicenter  Trial)"'o] 2} g2 dhube] AAAIE A E Aol | 2. "Multicenter Trial" means a Clinical Trial conducted at two or more
wet = o] A7 FAEE JEANTES Teth Institutions under one Protocol.
3. "H]JAA]E (Nonclinical  Study)"#F &2 AFEHS o=z 31X &% | 3. "Nonclinical Study" means a biomedical study not performed on human
Aolsta A+E ek beings.
4. "AA A & A (Protocol, ©]3) "AlE A e} stohre) &2 dld AAAIE ] | 4. "Protocol (hereafter the "Protocol")" means a document describing the
Hj 7 o]t IAE A &3] Skl AJA1 8 2] | purpose, subject, test or study method, statistics, and relevant organization of the
E4PAA A HLHEFATE S 2 AH 22 To] 7|EH T4 E | clinical trial to provide the background or grounds of the Clinical Trial.
g

HAAE A2 b2l | 5. "Protocol Amendment (hereafter the "Protocol Amendment)" means a
A He3s] 7]s% Al E | document that any amendment or documents that ambiguity in the Protocol is
Zghot, clarified.
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6. "5 & 7] = 4](Case Report Form, CRF)"E} 2 AN v AAE R A B A ol A
AT ARE 7|F5te] oE| Ao AdYdE £ JLeF ke A EAY
A2 EA st A2 S et

7. "JAAI A A3} K A (Clinical  Trial/Study Report, ©]3} "ZAx}x 31A"2}
gehrel 2 AP Dozl AaE AFA-FAA SHAA she

2z B3 7%t AL wolo),
8. "FTIYSA I AT R I (Interim  Clinical — Trial/Study  Report,  ©]3}
"SR LA @'E})"Elr T AR Tl AAE FAd met $31

7](Investigati0na1 Device)"g} & AAI P AREH =

A| 2] gt

12. "o]AHdkS-(Adverse Event, AE)"o]2} S+& JAAIE F ¥ E Aol A A3
ez ebx] okar o mE A ke FH(sign, o AIAH HAA| <] O]’E}),
S (symptom), AW-ES  Holw, s AdAAF L=V WEEA
AAAAE 7HAoF sh= AHS ol

13, "o]de]R7]7]9k-g(Adverse  Device  Effect, ~ ADE)'olg} 3
AEANEEo577I= Qlste] g, EE Fafstal o LHA g
WS o R A, IAE &=Vt AHAAE wiA T e ATE
=

14. "3k o] Aukg /o] Ae] 5 7] 7| Wh-2(Serious  AE/ADE)"°] 2}

HA ot
e rlo

grrI7lz ddstel  AAH=

(e}
o] kg

6. "Case Record Form (CRF)" means a printed or electrical form as designed to
record information specified in the Protocol per Subject and deliver them to the

Sponsor.

7. "Clinical Trial/Study Report (hereafter "Clinical Trial Report") means a report
that the results obtained from a Clinical Trial are generally described into a

document in clinical and statistical aspects.

8. Interim Clinical Trial/Study Report(hereafter
document reporting the intermediate results from analysis conducted during a

Clinical Trial.

Interim Report) means a

9. "Investigational Device"
Clinical Trial.

10. "Study
Investigational Devices.

means a Study device and Comparator used for

Device" means a medical device except Comparator among

11. "Comparator" means a mock product or a Medical Device being developed
or sold, which is used in a Clinical Trial for the purpose of being compared

with an Study device.

12. "Adverse Event (AE)" means an undesirable and unintended sign (e.g.
abnormal laboratory values)or symptom or disease which is occurred in a
Subject during the Clinical Trial. An AE is not required to causal relation with

an Investigational Device.

13. "Adverse Device Effect (ADE)" means any harmful and unintended events
arising out of use of the Investigational Device, where the relationship with the
Medical Device cannot be excluded.

14. "Serious AE/ADE" means one of the following AEs/ADEs resulting from
the Medical Device used for the Clinical Trial:
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ﬂ%ﬂéﬂﬂ&%%ﬂviﬂmZﬁhlﬂbohbﬂﬂ o A5E war.
hoAE zAEAY 4BS 98sE A

U 99l mE 9 v1zke] el Bad 4

o EE on] gl B 7% AakE xdshs A

2}

| =
15. "ddskA] 3k o] de] 5 7] 7] WE-3-(Unexpected Adverse Device Effect)"©] 2}
Lins 5t 5o A EAAEH
oz 7|79 HFEA)el o elm 7| 7|ukg2]  Folvt 918 ¢]
QLo A Zpol7t = AE ekt

T
T

16. "9 & 2K(Subject/Trial  Subject)"&} T2 APl  FAstA,
A E L7779 AL o] HE AMES weit

17. "FHFsk 3o & I AK(Vulnerable Subjects)"'#F > AFAIE
Frojel A olde gk Vgl e FoAE AFSe AF 237 e
BEAREYH WA " Bolols guste] LA ol AA dFE
W& 714 o] A= 3] 3 2l
ol #rfj sh-gho) wpofj shok et sk x| o gk s gke] A, o]mU|F EE
An oRA, Azds 4%, v, b, EAEA 29 A,
CHRANGY AT A AT R S S A A,
Wlzh, SR Ag 2, As QI FEAL dwl, wAddA,
ZHrelAle o FE & ¢ fle JIAE D

18, "9 YAl B (Well-being of the trial subjects)'? & dAGol
Fod st @AY A AAANA QhdS i)

19. "9 ¥ 22 7= (Subject Identification Code)'2} ¥ ¥ &=lo] AL
B33y e At 2hzre] m @ xfbol Al Hol 3

a. which results in death or is life- threatening;

b. which causes a patient to be hospitalized or lengthens the period of existing
hospitalization;

c. which results in persistent or significant disability or decreased function or

d. which results in congenital deformity or anomaly .

15. "Unexpected Adverse Device Effect"
ADEs or the degree of harm in view

means deviation from the aspect of
of available medical device related

information (e.g. Investigator’s Brochure or insert paper of the medical device).

16. "Subject" means a person who participates in Clinical Trial and becomes a

subject on or to whom an Investigational Device.

17. "Vulnerable Subjects" mean (i) those whose voluntary decision to participate
in a Clinical Trial may be influenced by their expectation of benefits or such
participation or by their fear of disadvantages to be suffered by them from a
senior in their organization in case of their refusal to participate in such Clinical
Trial (e.g. students of a college of medicine, Oriental medicine, pharmacy,
dentistry or nursing; those who are working in clinics, Oriental hospitals, dental
clinics, or laboratories; employees working for a manufacturer; soldiers, and
prisoners), (ii) those who have contracted incurable diseases, (iii) those confined
to mass facilities as set forth in the Enforcement Regulations of the Social
Services Act, and (iv) unemployed or poor people, patients faced with an
emergency situation, ethnic minorities, tramps, refugees, minors or other subjects

who cannot give consent of their own free will .

18. "Well-being of the Subjects" means physical and mental well-being of the
Subjects who participate in a Clinical Trial.

19. "Subject Identification Code" means a unique identification symbol which is
given by the Principal Investigator(PI) to each Subject to protect the Subject’s
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20. "7A13 A Al 7] H(Institution,  ©]

MER Agse dR/@ E:
AAEE B B

21. " AFA] A A ALY 9 3] (Institutional

golgtozn JdAge Fo

L
L

5
Hal A8 e SHeE AT

22. "21ZA) AL (Expedite Review)'Z} St
AFAIE o] Aot FA-Fste] Azl 39

=
N&SA WA AL g,

23. "AFAIF A FA (Contract, ©]3F  "AlFA"Ek
dojsls & T 1 o)Ao] ARt
@TXVW]QQQ

Gl A9 R B, ITAY, DL

=
7155 @ g Aol ZAlE A4S ©

24. "AlgAK(Investigator)"'e} T AlF _—Houl

e,

25. "A]3 F ] Z}(Principal Investigator)" 2}
B AL 23 Yk Age e,
= 2}H(Subinvestigator)"&}  gH

QAET  wAE  ARE  wEely

F=3ol o
26. "AE

=

=

S

n}\] ﬁé' 7] %uo‘l E‘I_
o) 871 7] 144 741 A 7] 94 A ol - 7 o

O

u&r

Review Board,
stohyrel g2 AlEA Ee %ﬂﬁﬁ,ﬂ@4i$H
AbEshE oY AT EE »ﬂié
Aol

HAAANE @

A1 9157}

4

Al 7] el A

identity, and is used by the PI instead of the Subject’s name when reporting an
AE or other data related to the Clinical Trial .

20. "Clinical Trial Institution (hereafter "Institution") means a medical institution
or a specific research institution separately designated by the Commissioner of
KFDA under Regulations for Designation of Clinical Trial Institution of Medical
Device, where Clinical Trials are conducted.

21. "Institutional Review Board (hereafter "IRB") means a standing committee
independently established within an Institution for the purpose of protecting the
rights, safety, and well-being of the Subjects who participate in a Clinical Trial
by examining and continuously checking the Protocol or Protocol Amendment,
and methods used to obtain written consent from Subjects or the information
provided to the Subjects.

22. " Expedited Review" means a rapid review by a IRB despite the meeting
schedule determined in connection with the conduct of a Clinical Trial as
specified herein.

23. "Clinical Trial Contract (hereafter "Contract") means a signed and dated
written agreement entered into between two or more parties involved in a
Clinical Trial, which contains detailed records regarding delegation and division
of task, obligations of the parties, and if necessary, finance-related matters.

24. "Investigators" means PIs, Subinvestigators, and a Coordinating Investigators.

25. "Principal Investigator" ("PI" herein) means a person who is responsible for
performing a Clinical Trial in the Institution.

26. "Subinvestigator" means a physician, a dentist or a herb doctor (hereafter
"Doctors, Etc.") who, under delegation from, and supervision by, the PI, is in
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O ALR] o) AL-gEOJ AL (o]} "o AL %"O]E} sithy 2 7]EF Aol | charge of the duties related to a Clinical Trial or determine any necessary

HoAsteE AbES EEht

27. "% 91 3] (Coordinating Committee)"2} 3 TH7|HAFAIE o] T3S
zA3sl7] 9ste] gFAI A e YA3E W)

28. "AAAIE 2 A (Coordinating Investigator, ©]3} "A|FZA A e} syt
S 7 A7) AR AR Tl A vrlHd A el Fofdte AR

Abol ] oJH S AT Qs Fore A5 wath

29. "AFAEE 9 857]7] 2] AH(Investigational Device Manager, ©] 3}
" Rbre gohrel 3 A@TIEeA AR mTI7IE B
HElsk= oAk, A T{AE, gRojAL, ZEEAE, SRAF e SJETVIAFEA
A7) Aol XA g 25wkt

30. "3 A5 2 (Informed Consent, ©]3} "F "2} stchrg; e A F U}

QA Hel fTE AGS] Aol AWAE A MWl
SRAARAE BthE Bal 89 QdAYs wdd wE 4es

ATV A AG ik TR SACIE EAA dehE 5
Blo] Auren dAATd Holghe Selsht A wa,

3 @QN%Q%X}ﬁlAﬂﬁ-oﬂl%%%t%l%%€=%%XEUL
AR AR 8 gl B 3

32 "HA ozl Q(Legally Acceptable

AAANSAF AN RN, 3 GAS

A L —

Representative)"©| 2} g2 3] & #}9]
R N
=

galstel @A

matters, and others involved in the Clinical Trial.
27. "Coordinating Committee" means a committee established the Sponsor in
order to coordinate the performance of a Multicenter Investigation.

28.  "Clinical  Trial

Investigator")" means one of the PIs of the Clinical Trials who is responsible

Coordinating  Investigator  (hereafter =~ "Coordinating
for coordinating the opinions of the Investigators of each institutions participating

in a Multicenter Trial.
29. "Manager of

Manager")" means a doctor, a dentist, a herb doctor, a nurse, a pharmacist, or a

investigational device (hereafter "Investigational Device

medial engineer, who keeps and maintains Investigational Devices in the
Institution and is designated by the head of the Institution.
30. "Subject’s Informed Consent (hereafter "Informed Consent")" means a

process in which the Subject, prior to deciding whether or not to participate in
a Clinical Trial, is provided with all information on such Clinical Trial through
an information letter for Subjects (hereafter "Subject Information Letter"), and
confirms his/her voluntary participation in the Clinical Trial through a dated
document signed by such Subject (hereafter "Informed Consent Form").

31. "Impartial Witness" means a person who is independent of the Clinical Trial
and is capable of not being improperly influenced by those related to the
Clinical Trial. If the Subject or his/her legally acceptable representative is
illiterate, the Impartial Witness shall be present in the written consent procedures
and reads, on behalf of the Subject, the Informed Consent Form and all written

information provided to the Subject.
32. "Legally Acceptable Representative" means a person with parental rights

over the Subject or the spouse guardian of the Subject, who, on behalf of the
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frirel tigk 245 W de s gk Subject, can make a decision with respect to the Subject’s participation in a

Clinical Trial .
33. "YU H o] 2 *K(Sponsor, |3} "] F| A}l shohyrel $h2 AAA]E 9] | 33, "Clinical Trial Sponsor (hereafter "Sponsor")" means an individual or

Alg-Ag A s #HAE IS zZka A= N, A, AA7]H, @A | company, or institution, or organization having relevant responsibility for
5 Ut planning, management, and financing of the Clinical Trial,
34, "AFAIR 2 | 34. "Clinical Trial Monitor (hereafter "Monitor")" means a person designated by

UH 2 (Monitor, ©]3} "EUE Y olg} dtthyrolgt g+
< ©@3et] fs AR AT A AE e the Sponsor to perform monitoring of the Clinical Trial.

35. "EUE ¥ (Monitoring)"o] 2} -2 UFAIE & HFS #A5sha, s | 35. "Monitoring” means the activities in which the Monitor supervises the

AgAIgoe] AEA, FEAFAARINA L AAFAHA wel A A7 5% E=A] | progress of the Clinical Trial and conducts reviews and checks to ensure that
BE AEERF = 58 wIkt). the Clinical Trial shall be performed and recorded under the Protocol, SOPs,

applicable regulations.

36. "EUYE ¥ E A (Monitoring Report)"gF TS HUE Yol 2 F A9 | 36. "Monitoring Report" means a document prepared by the Monitor after

ReAFAR-AAM e w7 Ag7IHE WEskAY A AIE Y - E | visiting each Institution under the Sponsor’s SOPs, or contacting each Institution

Ao : M3}, 2, AAH ) AASA, 2 YES TAZ 243 | (e.g. by telephone, fax, e-mail, etc.) in relation to the Clinical Trial.

HIAE D)

37. "AAE(Source Data)"gf 2> AFAIFS AH == H7FskE 9l | 37. "Source Data" means all information included in the original containing
o3 I I AA-dETE g9 Fo] 7EFH 9¥E = YR F2] | records of the relevant clinical findings, observations, other behavior, etc. which
AbEo] Gl BE ARE Wk}, are necessary to reproduct or evaluate the Clinical Trial (or information included

in an official copy of such original).

38. " A< A (Source Document)" 2k k2 [38. "Source Document" means all documents (including electronic
A7 5o 77 59 P A7 Sov BoH 2] A E 23] F 21 7 ¥+ | documentation), data, and records, which contain the Source Data such as
BN ARARY7] EF 7|E5AES AA 76 71EH X}E #2154 | hospital records, medical records, Subject records, memo, laboratory test results,
2L T AHEmlo] 3 2 g Alufo] 5 2 3 5 WAL 84 | Subject diary or evaluation checklist, records regarding the release of Medical
ArA =2 7 H ol 2R g HJA A 7| S3ts 53 2ol E‘ﬂﬂi% %LJ_ 2+ | Devices, data recorded in automated testing system, test certificate and the
BE BAREAEAE Esth A a7 58 Tt official copy, microfiche, microfilm, radiological test data, magnetic tapes,

laboratory records, etc.
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39. "N AR X—‘.%ﬂﬁ’é%"(Dlrect Access, ©°|st "AHF o]}
gehrolet F2 A" A 2 A Frbl Tad 715y
A EAEAE 2FETHE AREYEIEA TGRS S8 AS
e, A BE AR AHIHES s Y Ee VR o

@A) A gelut o)l wal Auol da) wHwge] oTE 2

40. "H]2 1 7 (Confidentiality)'o] 2} & 8o AHAHe] FHeH A2
]_

H
SRR R

Aelstai= v @A) A9 Ees oAt oSl we AR}
dHAA] FEF = Ae T

41. "JAA e 7] A (Essential Document, ©]3} "7]EE A2} schrel gk
QuAEel FAs amry Qeld Amsl Ao skl AEA i
AAA F7A7t 7bsstes & T SAEAEAE 23HE Tk

_L/

21 4] (Standard Operating Procedures, SOPs)'#} 32 5
ﬁ?%mﬁ%ﬂ%HQM1ﬂﬂ°”%ﬂ1@&@r%@2§6%%@ﬂ%£?@
Ty e Aed FAE e

A m—’FE. 7]#(Contract Research ~ Organization, CRO)"®]2} &2
AFAA I BEhE gAY iy e dF Ee ANFE gdsty]
9] &} Q]E]X}i—t'r‘ﬂ Aekell os] e JHQlely 79k HEhrt

"A Al F &A= A (Investigator's Brochure)"©] 2} e

vdd o R Hdd BRE At AdAtelA

LA~
45. "¥H 4 (Applicable Regulatory Requirement)"o]2} $H  AAFA]E 9]
dE owrI7IvE 2 Bd oA, Aol TEs 23EHh &

39. "Direct Access of Clinical Trial Data(hereafter "Direct Access")" means

permission given to investigation, analysis, evaluation, and reconstruction of
records or documents(including electronic documentation) which are important in
evaluating the performance status and results of the Clinical Trial provided that
an individual or an organization having Direct Access to the data related to the
Clinical Trial is responsible for keeping the Subject’s identity or the information

related to the Sponsor.

40. "Confidentiality" means ensuring that information on the Subject’s identity or

the Sponsor’s intellectual property rights, etc. shall not be disclosed, except to

the persons who are allowed Direct Access.

41. "Essential Document for Clinical Trial (hereafter "Essential Documents")
means documents (including electronic documentation) enabling the individual or
general evaluation of the performance of the Clinical Trial and the quality of
data obtained therefrom.

42. "Standard Operating Guidelines (SOPs)" means a document describing in
detail the
performance of a given task in accordance with a standardized method.

relevant procedure and method for the purpose of consistent

43. "Contract Research Organization (CRO)" means an individual or agency
commissioned by the Sponsor under Contract to do part or all of Sponsor’s
duty or role related to the Clinical Trial as a proxy.

44. "Investigator's Brochure" means a compilation of the nonclinical and clinical

data on the Investigational Device, which compilation is provided to the

Investigator.

45. "Applicable Regulatory Requirements" mean the Medical Device Act and

relevant regulations, and notifications (including these Standards) which are

related to the Clinical Trial.
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46. "UGAE ] F(Compliance, ]’]— nEargl shohy'et g2 AlEAHE | 46, "Compliance with Clinical Trial(hereafter "Compliance") means the

5)
BAFA whe APARE DA s

47. "ol A KInspection)'2k e HF S kEHAY Gl pATAA uhe}
AAAN G AN HYE=ANE  Fold EHom AT, oA TE
QYR FE R o RE ARBARAEAEZ EFEHIS 52

A FAH o 2

48. "H7(Audit)"o] 2}

¢

[
ol
-
r
o

SRSy
gus] dstel Y GALel ﬂ@H,Aﬂ#A EEAYA YA,
dATY Fol W £YHn YEAE g4 Fol AAYEP4oR
AASE 2 TR

49. "HAZAA (Audit Certificate)"& HAo] AAIHAFES &A= &S

Bl

performance of a Clinical Trial in accordance with the Protocol and other

Applicable Regulatory Requirements .

47. "Inspection" means that the Commissioner officially inspects all facilities,

documents (including electronic documents) and records of the Institution,
Sponsor, or CRO on the spot in order to confirm whether or not the Clinical

Trial has been conducted in accordance with the related regulations .
48. "Audit" to be
conducted by the Sponsor, etc. to see whether or not the Clinical Trial is being
SOPs,
order to secure reliability of the data collected from the Clinical Trial.
49. "Audit Certificate"
conducted.

50. The (IDMC)"

independent committee that the Sponsor may establish to assess the progress,

means investigations systematically and independently

conducted in accordance with the Protocol, and related regulations, in

means a document confirming that audit has been

"Independent/ Data-Monitoring Committee means an
safety-related data, and critical efficacy results of a Clinical Trial on a regular
basis, and recommend to the Sponsor whether to continue, change or discontinue

the Clinical Trial.

50. "AF= XU E " 9]¢ 3] (Independent Data-Monitoring Commitee, IDMC)"2}
e FrIHowm AR Y & e kg BE A8, 4% Fak
Ay WaE Hrista, s ?3]}?;]'7\]6‘49/]74]@ 8, WA T TAE
Qs A Anshe SR AANT waul, ozl od 249 5
Ut

A3z 1243) G AFEA Y 7ELH S v 4 59 Zo

1. AAIE 287 Aol A% &2t 2 ddrgouet S8 ojof
Eig=y

2. QA E o ZEYH A5EHE AdH EA Al dig S a8 E F98
@3z R ARSI7E e g Ade ool I IS I EE
Asist = dria daE s Ao ghste] AGAIES AAlstolof gkt

3. 99 Aelbd B 4 Awe) dadow Bet Abse ooud

Article 3 (Principles) The principles of a Clinical Trial are as mentioned below:

1. A Clinical Trial shall be performed in accordance with the ethical principles
under the Declaration of Helsinki and the related regulations.

2. A Clinical Trial shall be conducted only if it is judged that benefit that can
be obtained by the subject himself/herself and the society exceeds the risk or
the risk can be justified in full consideration of expected risk and discomfort
from the Clinical Trial.

3. Rights, safety, and welfare of the subject are subject to priority review,
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=93t} which are more critical than scientific and social benefits.
4, 3G AN Lz 77 te A D v¥AdA B AR AASFaLA} | 4. Clinical and nonclinical information about the Investigational Device shall be
3l AAA|Hol A8 Aolo]of st} suitable for Clinical Trial which intends to be conducted.

A=}
5. QgAgesteHoR agstelol s, 9y
A

& N&AAD = WEetar | 5. A Clinical Trial shall be scientifically appropriate, and the Protocol shall be
A8 7]z Eolof g described clearly and minutely.
6. UAAFL  AEojorEotd o]  Holdt A A S Ao  uwEl | 6. A Clinical Trial shall be carried out under the Protocol approved by the
A A|stofof ghr} Commissioner.
7. YA NAATEHE oz AHx} AAHE A S99 @Ml Ete] | 7. Medical procedure or decision to be given to the subject shall be performed
o] Fo]x o} 3lr} under responsibility of the physician, etc.
8. AXAY FFo Hosts EE AHFHELS Y AF FPS 93 | 8. All people who are involved in a Clinical Trial shall be well educated and
AE3 WF-THE W AIAS zhal lojoF 3t} trained, and experienced for the performance of their duties.
9. AAE FHo] Holl BE IFAZFEEH ALAHQ JFAIE 7t 2= | 9. Voluntary informed consent shall be obtained from all subjects before they
Hhojo} &t} participate in a Clinical Trial.

[e)

10. 5 AdAANE #d ARE AHse wa 4], 3elo] 7}s3sFEE | 10. All Clinical Trial related information shall be recorded, handled, and kept so

715 A g B EE oo s that they can be accurately reported, interpreted and identified.
11. &xo] Ao #3 E V2L HdRFo] T == A4 upz} | 11. All record on the identity of the subject shall be handled under the related
F 3 st ofght. regulations to ensure confidentiality.

ZZdAg7|Fo ugt #eFo]of | KGMP(Korea Good Manufacturing Practice) under Appendix 3 of the
sh, AlEojokEotd A go]l FHeld JAAAA M wet A& E ook | Enforcement Regulations of Medical Device Acty (hereinafter referred to as
Ela=g the "Enforcement Regulations", and shall be used under the Protocol approved

12. dAAE g 877l TYB77IY Al&E, (o]8F "Al8FE"o]g} | 12. The Investigational Device shall be controlled in accordance with the
o
)

by the Commissioner.

13. AL AFAS HES = = A A S A AA EofoF g} 13. A Clinical Trial shall be performed under reliability assurance system.

=

=
A4z ALHY) o] 7= w77 A1oxod wel AAIFHE AgAFoll | Article 4 (Scope) These Standards shall apply to Clinical Trials for which is
A 8-}, conducted under Article 10 of the Medical Device Act.
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A2 EAFE At R AFT|#

Chapter 2 Contract of Clinical Trial and Institution

ASZQ@ANDS A @ dEAeAAEd g EARA
PINGALS  Adstelol dvl, BYIANFEL AAFIA  FHE
Aol gEEE kel @l 43 RSl A% & Uk

Article 5 (Contract of Clinical Tria) O The Sponsor shall enter into a Contract
in writing with the head of the Institution, and if the Sponsor desires to
perform Multicenter Investigation, the Sponsor may collectively enter into the
Contract with the head of the representative Institution.

A6ZANE71% A9 AF) D Ad71we] e AFABAAA B A}

Article 6 (Obligations of the Head of the Institution) D The head of the
Institution shall set up, within the Institution, the IRB under Paragraph 1 of
Article 8 herein for fulfillment of the duties mentioned in Article 7 herein for
review of conducting Clinical Trial and other purposes, appoint members of the
IRB, and establish regulations on administrative necessary for performance of the
Clinical Trial.

52 glstel A7xe] QB FAY AAAANES AsEA 1] AT
A@A el AT WAL ANe fFelop Ful, QgAY
ANl Wed AR AR Sol Ba S vhastelof )

@ Ad7R e AAUs} SPdeR $9E 5 RS solof

@ The head of the Institution shall ensure that the IRB shall be operated
independently.

@ Al@7|He] e A A 718} 7)
At Aoz 7+ o Atge] X TEFIAAFAE vidste o g,

o
2
g 2
al

@ The head of the Institution shall prepare SOPs including the contents of each
item of Article 9 herein to make the IRB properly perform its obligations under
the above Paragraph 1.

@ The head of the shall
professional manpower necessary to perform the Clinical Trial, and shall make

Institution have laboratories, equipment and

complete arrangement for the Clinical Trial so that the Clinical Trial can be
properly performed, e.g. taking necessary measures in case of an emergency.

@ @R FEe NG DPAGe] Aol e APAFA, Aush
AEADS Folof b, 117 A Bad 242 AY 5 J=F k= 5
A AFADE AGAA AT 5 Y2 o] gL s)stelok B
® A@/wel Fe PNGEIRIIIY AT Bl Astel A
ABAE AU F B4R AQstelok svl, BRI FAFL AN

o

of uet A@AYA] 8Fol Yr A AU 9

5)
= o

Agol= el Azl #e|AE A Asteof k. TRk, A ge
54 3 Ae S
FAUA B AIHTAR stlw A DL mTVE AT

(® The head of the Institution shall designate a manager from among the
personnel of the Institution for proper management of the Investigational Device,
and in case of a Multicenter Trial, such manager shall be designated for each
of the Institutions concerned. However, upon a PI’s request according to
characteristics of the Clinical Trial, it is possible to make the PI or the
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Subinvestigator manage the Investigational Device in the Clinical Trial based on

the IRB’s opinion.

® Alg7i#e] F2 A7zA1Y P Al1sxAsE wel AARIY3] 2 | ® The head of the Institution shall designate a keeping manager to keep the
AFAJAZEE QA e V& 2 2Ar T s HHo)A 53] HE|records and data transferred from the IRB and the PI, if any, of the Clinical
713kl Aot A5 AQlstis BHyF 011}3 Asle] RESHA Sl ok | Trial for the Medical Device, unless a keeping period is specified under other
sk, ol TA(HAAREAE EFsehy7E Aol Toll o)s]l Z7]e] 3k X+ | laws, in accordance with Paragraph 12 of Article 7 and Paragraph 5 of Article
WAEA] Fres A AFAtstolof g 18, and shall devise measures to ensure that these documents (including

electronic documents) shall not be early damaged or lost by an accident, etc.

A3 AFA A A3

Chapter 3 Institutional Review Board (IRB)

ATzAANRR AF) O LT AAe] AeddEAE
uESoF shvl, AFF BHo U= FFA} DA G Felahe Aol

Article 7 (Obligations of the IRB) (D The IRB shall protect the Subjects’ rights,
safety and well-being, and shall closely review whether it is reasonable to have
Vulnerable Subjects participate in the Clinical Trial.

-1 01%94 EP‘“*:% a3 AEso]ok &),
G A e we] 2 Ao 52 kel thg 7

[e]
iﬂ EHE Qié}cﬂok Eig=s
1. A (A7) A A
2. PR ANNA A FH = AAGR G GAAEAE 25hsin
3. A AR EF
4. FH AR
5. AR o] T 7|EF Ao B3 A

@ The IRB shall secure the following documents to control and review the
Clinical Trial:

1. Protocol or Protocol Amendment;

2. Written information to be provided to Subjects (including Subject Information
Letter );

3. Investigator’s Brochure;
4. Safety information;

5. Documents regarding the Principal Investigator’s recent professional career or
other work experiences; and

6. Documents necessary for the IRB to perform its duties such as SOPs, etc.

6. EEAYAIA 5 AAAAY A £Po] DG AR

® AAN9RE AdAAA Azd QAR wan  A4Re
WAL TEAYAYANA AR A1 el AEaa, dgAEe
¥, ARG BA, 9% % 0 2 59 ox shid Agss oA
71 % 3ke] &M 3}stolo} Fth,

@ The IRB shall review matters related to the Clinical Trial as submitted by
the PI within the time limit specified in the SOPs,

document the title of the Clinical Trial, documents reviewed, dates and opinions

and shall record and

falling into one of following items :
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L 59 == Age
R
ke
TUE AT FA B B

1. Approval or approval with correction required;
2. Supplementation;
3. Rejection; or

4. Discontinue or withhold the approved Clinical Trial.

@ The IRB shall examine whether or not the PI is suitable to the Clinical

Trial based on documents of the PI’s recent professional career and other work

2.

3.

4.

@

Ald o

Ela=g experiences.

© AAIEE= AA S0 A disl Aol: 1del 13] ©]% | ® The IRB shall continuously examine the Clinical Trial being conducted, at

AN &EHo2 AEES F8stojof st} o] AS HES F7|= I PR A | least once a year. The frequency of such examination may be properly decided

vz = Qe g A= uwEl HHds] AT 4 da, AN YE 9] | according to the degree of potential risk to the subject, and for a Clinical Trial

a9y AAAEY g2 AASAYIIRANA dldstA] &gk 41ZbSh | which has been conducted differently from requirement or decision of the IRB

A8 247 TS JAAEe A ddAEx2TF 5 Y YATAE | or where an  unexpected serious risk factor occurred, decision of early

AR = Qo o] A AARILE = AlF7|He] & E A AR Al | termination or temporary discontinuation of the Clinical Trial can be made. In

SA dya, x27Es 2 dATA AAe| digk Mg AMFAE | this case, the IRB shall immediately inform the head of the Institution and the

A Z o] of gtk PI and submit a detailed letter of excuse on such decision.

® AAI9sl= 93AE JaAEe] gt Zastd AP AR AIA | ® The IRB may properly receive report on the progress of the Clinical

A8 Hag WAL dAERS A A & Qo Investigator from the PI, or directly investigate into the progress, if necessary.

@ @] AMA-FAF Bostr] 9ste] F74AQ AH7F BQ83tial | @ The IRB may ask the Sponsor to provide information in addition to the

dekgk A9 AAre A= ] 7Z2A108e] A A 55 fIgk A | explanations for consent specified in Paragraph 10 of Article 17herein, if

& 9o ARE AFstEs A A 84T 5 Stk additional information is deemed necessary for protecting the Subjects’ rights,
safety, and well-being .

JEz7t A F o= drtER 14 2SO W A9 If the Subject earns monetary compensation for participating in the Clinical

A AR = 2 BN 9 B Wy 344 ®BAdo] I gxe] AAFAIE | Trial, the IRB shall review whether or not such monetary compensation or the

dojo] Hoksk gk w A=A FEA AFE HESIOJoF 3t} o] ¢ | amount and method of such compensation had an unreasonable influence on the

A4 wBge Pz JdAAIE el A= @ 7IZke]l whe} A 38] | Subject’s participation in the Clinical Trial. In this case, the monetary

compensation shall be properly adjusted according to the degree and period of
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ZA ook 3l JAAHA E7RA] Fdd S F2HoRE J PO A | the Subject’s participation in the Clinical Trial, and shall not be conditioned

B A= ofy upon the Subject’s participation in the Clinical Trial to the end.

© AT JAAHel FHostes uirtE 5314 BAAS wWE 45 | @ If the subject earns monetary compensation for participation in the Clinical

A3l = O AFEHFAAAFA7] & 514 B #$ BT} | Trial, the IRB shall confirm that information on such monetary compensation is

JHAE YA B 7]1:4- gzl Al AT == Al AFA H7]E o] 9135 | specified in the Subject Information Letter or other documents provided to the

gelslook st} o] Ag- AAAYE = %], ’\] 3 S T 5A %3 I3 Aol | Subject in advance, such as the method, amount, and schedule of payment, etc.

gk B wotko] A /\]QO% JE=A AFE= Felsleof st} In this case, the IRB shall also confirm whether or not measures for
compensation are suggested to Subjects who have not completed the Clinical
Trial.

A3 e 74 39 ox slyel dldste A9 AlEAANE | @ Upon any one of the followings, the IRB shall conduct an Expedited

stofof gt Review:

1. 214 Haig o] gikgo] x4 1. Measures against an AE that has been reported promptly

2. YAAE FE Hare] fisk A 2. Dealing with a report of the completion of the Clinical Trial

3. A EolekEotd o] Flsk AFMHEAAEAS EFHe AlF ALl | 3. Dealing with correction of the Protocol approved by the Commissioner

gk A2 (including correction of the Protocol Amendment);

4, ZUH o He] WHAATEIER] WA-SH A=t HdspHE e WA 53 | 4. Dealing with minor changes in the Protocol such as changes in administrative

2o A Ax dd Apgel gk WA, faAd L obdAe 98-S v XA | procedures including change of the Monitor or Subinvestigator, emergency

Fe A F7F 9 2A T3 Fo] AlZAMe] ARAgE W ARSel i3l | contact numbers, etc., and addition or deletion of tests unlikely to influence

5. A3 o] AL Aafel miEt BekE o] AEH A AL

6. 71tk QA A5 Bt %
BEAA AN F Aol A2

AAE

SEERE IR PERED

effectiveness and safety;

5. Review of the Protocol submitted after being supplemented according to
review result of the IRB and

6. Dealing with other matters requiring a Expedited Review in connection with
the performance of a Clinical Trial, as specified in the SOPs of the IRB.

O AMARE 9TE FASEA te A B9 o= shtd AYE
ol APAARelA DPAP AR = Aol diste] FA A F

i

20 2% sholo} wl,

@ Upon the occurrence of any one of the followings during the performance of
duties by the IRB, the IRB shall take necessary measures against the PI, such
as recommendation of discontinuation of the whole or part of the Clinical Trial:
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01M%Ma1ﬁﬁﬂrW4x@ﬁx1%%.
AetA 9A 2.

ool 57171 ®b-go] YERE.

1. If t he Clinical Trial has not been conducted under the Protocol
2. If the Informed Consent has not been properly obtained from the Subjects; or

3. If a Serious AE/ADE has developed.

AeRee AaHw, AA1E 9 e B Aau
AE mEsolol shm, olF EAZL Am S os) 27 shé i

PAEA GRS stelof @uh vy, AFAAGZRE AF A
dR(E/NERE TPIHE nwm we A9 A% ARy BAS

AezA6F2] AN Ag Ba At Al AA St oF Tt

@ The IRB shall keep the list of its members, and other

relevant data or documents, and ensure that those documents shall not be early

review records,

damaged or lost by an accident. However, if completion (including early
termination) of the Clinical Trial has been reported by the PI, relevant data or
documents shall be transferred to the Keeping Manager as specified in Paragraph

6 of Article 6.

ASZAAKYE ] T4, 71T 2 99UY) O AASYs= dgAIE 2 | Article 8 (Organization, Function, and Operation of IRB) (D The IRB shall be

T2 8.9 et4.oety SHE AERIE ¢ e AP AEE ZEE 590 | composed of at least 5 experienced and qualified members who are capable of

ol e fYdow FAstE, og-x]olgglolghokelitE st W= 9] F 8L | reviewing and evaluating ethical, scientific, and medical aspects of the Clinical

AFspA] e =z 190 o)y} g AlF7|dH #Ho] Q= AF 191 ©]4FS- | Trial, provided that the members shall include at least one person not majoring

¥ 3}F3lo]of s}, in medical science, dental medicine, oriental medicine, pharmacy, and nursing
science or medical engineering and at least one person who has no relationship
with the Institution.

@ Ax939 H9F ZTAA aAsH, AlgA 2 o F2}9} | @ The Chairman of the IRB shall be elected from among the members of the

KR
ol g A= HY U

AN A= ol Ak

1ol i 24 Aol FefsiAd A=

IRB, and anyone who has relation with the Investigator and Sponsor shall not
be allowed to participate in the decision-making process related to the Clinical
Trial or propose an opinion.

@ AASIA8E
el shoof B},

CEENCES

(@ The IRB shall keep and control the list of its members and the documents
describing their qualifications.

@ AARAEE BASE EEAYAEA
v, Al BN He]l B e
ARG F5otofof Tt

@ The IRB shall perform all its duties in accordance with the written SOPs,
record and keep details of all its activities and meetings, and comply with these
Standards and the Applicable Regulatory Requirements.

= [e) 3T 2%
BE AALS 5544

GERREREE

(® All decisions of the IRB shall be made at a previously notified meeting
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=55t AR A H oA o] Fo]xjof it} which satisfies the quorum for voting as specified in the SOPs.

® dFAIFe e AAFAAe FHAsAY AL AAEE A | ® Only the members who have participated in the review process of the IRB

AL A3 o] Aleo]o] Frelgh 9ol &gkt shall be entitled to participate in the decision-making process or propose
opinions for the Clinical Trial.

@ AgAA= T AAA Y ARt Al tiste] ARE AFE 4% | @ The PI may provide information regarding all matters of the Clinical Trial,

Aot A3l el A FFS WAAY AT UFAIFE T A F | but shall not be involved in the decision-making process of matters or shall not

AbERe] AR HA ol Frojstol A= ofy H T affect a member of the IRB or associated with the Clinical Trial.

A3 = dgdgt AolE s AANIUE Y o] ol WA T The IRB may seek an advice from a person who is not a member of the

Hofe] HMieAdS 7H AR 2Ae 7 Uk IRB but has professionalism for making review smooth.

AIZAAIY3I e 29) AL E ALY A3 EAIA] te Z 59 | Article 9 (Operation of IRB) The IRB shall follow the SOPs including the

W&o £3H ZFHAAARNAE F=FstofoF sk following matters for operation of the IRB:

1. AAEI 3] o] 91 Bad o] 23 AAe 3] 74 2 A 1. Organization and authority of the IRB including names/qualifications of its
members;

2. 319 &%, 949 9 gy 2. Calling of meetings, meeting schedule and the proceeding method;

3. YA Hx H A& HES 48 WU 3. How to conduct initial review and continual reviews the Clinical Trial

4. 3o 45, AL5A AEY Wk AA ol #3k AL 4. If necessary, matters regarding decision of frequency of continual reviews;

5. A7zA 103 A ofgk ASAAL 2 HA HA] T AGAE Y | 5. Approval of expedite review under Paragraph 10 of Article 7 and minor

AFA~$t W7 (minor change)®] &<l &3l A1gt changes in the Clinical Trial being currently conducted;

6. AZA T2 FAojde] APAE G AJAFol| FHAA71R] &S AS | 6. Matters specifying that the Subject will not be allowed to participate in the

P A8k A Clinical Trial prior to approval of the Protocol, etc.;

7. @zl A LA S24A Q)Y 84 AAYE HBed A§ Hi= | 7. Prohibition of the performance of the Clinical Trial differently from the

RUHS Y] HAAIEH A MA-SH A dstwse] WA 53 22 | original Protocol before the Protocol Amendment is approved, except in the case

A Az BE Ao uist WMAS AlQstar WAAAE A gk F<21o] | of requiring elimination of immediate risk factors that occurred to the Subject or

WA 7] ool o AlgA e} T2 AFAIE S HAASE AS 33 | changing  administrative  procedures  such as  changing the Monitor or

A Subinvestigator, or the emergency contact numbers;
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8. AFAJAT A AL A3 EJ‘EH oF sl vs &9 o] | 8. Report procedure and measures upon one of the followings which require
shutel sl Fste Aol oigk Hardap 2 =X prompt report by the PI to the IRB:
ZF @A Al 2AAs 744 98 849 AAVE Zaste] 9 AEAL} | Al Performance of the Clinical Trial differently from the original Protocol since

D}E—ﬂ] O\:J%A]tge E}\] OHO]:E]' o]—L /\]—6]—

U slgAel A wasE A9 24% FATAUL QA AA
FO@ G2 VA 5 s Wy A

o olabelA £ FUI@ ol kol el w] v kel B
. w@Ate] ot dAAE AAel AR dFe M F g

Ao 73k ALY

o~

A =2

0. AASIAE 7L AP A A7)
ol shifel T Al

it is necessary to eliminate the immediate risk factors that occurred to the
Subject;

B. Changes
significantly influence the performance of the Clinical Trial

C. Matters of unexpected Serious AEs/ADEs; and

D. Matters of new information likely to adversely influence the Subject’s safety

likely to increase risk factors occurring to the Subject or

or the performance of the Clinical Trial.

9. One of the followings that are required to be promptly notified by the IRB
to the PI with written from:

7h QAR HEE Aol oA, A H SRAA A. Decision or opinion, grounds and notification process in relation to the
2R =5 45 ol e sk dAat Clinical Trial and
B. Formal objection process upon protesting against a decision; and
10. 718} AA 3] o] gl B3t AR 10. Other matters regarding operation of the IRB
AOZE71E QFAFHOAe] AAIYEE) O AN ES Article 10 (IRB in Multicenter Trial) (DIn case that a Clinical Trial is

LA
A@A AN AN Bl AWV e @elol o] FE
A998 els FEANAAN T drhE ARSAL AR A
del AAS9E ekl wel de ARl Aejele] AR AR
S AR 5 9

conducted in multiple centers, a meeting of the Institutional Review Board shall
be jointly held(hereafter "Joint IRB") through agreement among heads of the
or the

centers, decision made through review at another center may be

recognized as it is in judgment of the IRB in each center.

@ s o

74, €9 59
Aoz e FHe F ot

i

A afol =

@ Regarding obligations, organization, and operation of the Joint IRB, the

provisions of Articles 7 through 9 herein shall be applied.

Ao Al wE

T ARl Aoste] AR AR E=
O ZldelM Aeetel 2AG AMEE s dAEe JiE AlETa
o= Rt}

del AAAF A F 2

(3Decision made through review at the Joint IRB or that made through review
at another center under the above Paragraph 1 shall be deemed as made by the
IRB in each center of the Clinical Trial.
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A A8

Chapter 4 Investigator

AUZN AL AFed 5) O AdAs JAFE A5 AT -
Z

R7 fs das wsIFdHs v 7ba1 glojok FhH,
S ARAAL A 3] A T o] oFEb A Y] 8ol S AS HAZ olgAu

% glofof gk,

Article 11 (Investigator Qualifications, Etc.) (D The Investigator shall be well
educated and trained and fully experienced to properly conduct the Clinical
Trial, and upon a request from the Sponsor, IRB, or the Commissioner, prove
this through the recent CV or other relevant documents.

QA AAE AA, GINGAREA, A} AT e 2
Auol 7128 weh ol dAAP AgHE dnvvle] A Aol

s SAska Slofef .

@ The Investigator shall be fully aware of proper use of the Investigational
Device as described in the Protocol, the Investigator's Brochure, and other
Medical Device related information provided by the Sponsor.

@A A= o] 7IE R B Age FA8kaL o] & Estolof

@ The Investigator shall have full knowledge of, and should comply with these
Standards and the Applicable Regulatory Requirements.

@ Whenever the PI performs two or more Clinical Trials at the same time, the
PI shall ensure that the Clinical Trial will not adversely affect, or be adversely
affected by, other Clinical Trials.

[e)
45

>

(® If the PI entrusts the Subinvestigators with Clinical Trial related duties, their
list shall be secured, kept and maintained.

ANRZ(GZAE AAe] 83 AY &8r) O AgAAdA= FA JH7]5F | Article 12 (Securing of Adequate Resources for Conducting Clinical Trial) (D
Sl TAs = Aot gl HEA A 7IZF Yol S A FolA | The PI shall properly prove that a list of Subjects can be enrolled as necessary
7= AFAE sAANZE F US BEFEehA dSsthar, R 87 o] | for the Clinical Trial, within the enrollment period agreed with the Sponsor on
Ue A5 WM dSARE AlFstolof ot the basis of the past medical records, and upon a Sponsor’s request, shall
provide the relevant documentary evidence.

@ AgdAAA= gFZAket ol AFAE 71 Fob dld A AIES | @ The PI shall secure enough time to properly perform and complete the
s Pt G5 F ALF T AS Fofslo]or gk} Clinical Trial during the period agreed with the Sponsor.

@ AFAAARE= GAEHE AdAAFE 77 ok Y AAAF L AAEsta | @ The PI shall secure an adequate number of qualified subinvestigators,
HASHA AAE F JAEE A AS zE FA3 5o AU RS} | equipment or facilities in order to properly and safely perform the Clinical Trial
Askst Ay AJAS g Eto] okl during the expected Clinical Trial period.

@ A= AFGGR S0l A, AAIF AFEEE o5 7]7], | @ The PI shall ensure that the Subinvestigators have full knowledge of the
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AN FHE oF 9 A5 55 sH L S FgRlstoof g Protocol, the Investigational Device, and obligations and duties related to the

Clinical Trial.

ABZAEA 3 JPAY BE) O A9 == A3
JALA I ALGRO AL A Y A e v Ak BE oS
gt HelE e decision-making responsibilities with respect to Subjects in connection with the
Clinical Trial.

oekzl = | Article 13 (Protection of Subjects by the Investigator) (D Doctors, dentists and
% AAo| | oriental doctors who are the PI or the Subinvestigators shall have all

Al Hdat= gPate APAHIE st GaEll AdAATe] EZ o | @ The PI shall select Subjects by carefully examining the appropriateness of
g3t mlelzlel AAH, 24, dE, A 92 FoTE 5 93 A9 | Subjects’ participation in the Clinical Trial, such as the Subjects’ health state
AAE Fole tisk A3 oHE AFEA HESe] RS A AS}o]of | suited for the purpose of the Clinical Trial and the Subjects’ symptoms, age,
= gender, competence, etc., so that the Subjects’ rights can be protected.

01/2})\] 3 = 0]

191 | @ During the Clinical Trial or thereafter, the PI shall take measures so that
o] Abuk-2-o] | Subjects can receive proper medical treatment for all AEs that may occur in the
i1, | Clinical Trial, including clinically significant abnormal laboratory values, and
[e]
&

shall report to the Subject if medical treatment is required for the Subject’s

NEIo > 8 mx @il 2

E @Al A delFofof gt intercurrent diseases that the PI may become aware of .
@zte] FX o7t dE A AFHMAdRE FFxlo] whoysle] @ | @ If the Subject has a family doctor, it is recommended that the PI shall
A oJoll Al 9ol 3N o] AH S dElFe o] ddEH. inform such family doctor of the fact that the Subject participated in the

Clinical Trial under the Subject’s agreement.

® A7 AT g8 oo AdAaAFH o HoE vt £ S 1| ® If the Subject stops participating in the Clinical Trial prior to completion of
o] = AAFoF & FE= A= dYxle] HWE S ZE3S] | the Clinical Trial, the Subject has no obligation to give a reason for the stop,
3 HA sl AFFE E<d7] Y3 =68 sl of st} however, the PI shall make efforts to identify the reason in full consideration of
the Subject’s rights.

o] | Article 14 (Information Exchange between IRB and PI) D Prior to starting the
A} &1 ®F(q] | Clinical Trial, the PI shall receive, from the IRB, a review notice describing the
1 3 2 JAIxAEAEA F Ve PR A B Z}<% | dates and decisions with respect to all information provided to Subjects in
AR thale] AAY LI 2 HE Il AAALSo] Wr|El AAER A E | writing, such as the Protocol, the Informed Consent Form (including amended
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wotol |, AldAdAt= ST ?:V‘”\] o] A7 FAE A5-(A A | one), how to secure Subjects (e.g. advertisement, etc.), Subject Information
Heb & 59" Ae-E E@'ﬁu}) AAHERA S W8S Ag7]#9] | Letter, etc,, and if the Clinical Trial is approved(including approval with
5 T SRIME ol ozl Al AlF-stofof g} | correction required or approval after supplementation), shall report the content of
the review notice to the head of the Institution, and deliver such review notice
to the Sponsor after receiving a written confirmation from the head of the

Institution.

@ AdHAAE= Ao 3 FaS AAYLI =R wuzt & AL | @ If the PI is to obtain approval of the Protocol from the IRB, the PI shall
HAlo] AAMA AR E R AHES A EsFo]of st} whd AJAF A AFE H o] | submit a copy of the newest Investigator’s Brochure. If the Investigator’s
e A =Fo MAEE A AgAAdAE HAEE AAAIFARFEF | Brochure is amended during the Clinical Trial, the PI shall submit a copy of
ALES A3 o AlEsle]oF S the amended Investigator’s Brochure to the IRB.

@ dHAE EF AFEAdAE AE gido] = 2E AAF ## | @ During the Clinical Trial, the PI shall submit all documents related to the
EAE AAY Y3 AEsto]oF i), Clinical Trial, which are subject to IRB Review.

AMSZAGA ) O AIAE A FolxElar AA9I93] 2| Article 15 (Compliance with Protocol) (D The Investigator shall perform the
A Fof gt gl FAs 53 AFANE EFs YAIE S | Clinical Trial in compliance with the Protocol which has been agreed upon with
AAjstofor gk, Al AAdxlel o F A= 3] AgS EQ1st7] $]3l | the Sponsor and approved by the IRB and the Commissioner. The PI and the
Al Al g5 Argsteiol st} Sponsor shall mutually sign the Protocol to confirm the agreements made.

@ Al A AR = SEp AR 3], AALS1 9 3] 2 | @ Before the PI agrees with the Sponsor in advance, the PI shall not
A FolekEetd A gel WA olHel= AFAe trEA A/FAIFS | implement any deviation from the Protocol before an approval of the amendment
AAstol A= ol "ok oRb ohs ZF 39 o] el g0l ¢ $]Z | to the Protocol is obtained from the IRB and Commissioner, with the exception
stot, o] AS Al AR AlRzAl1Eed  wet AFo]oFEe A A 4ol | of any of the following cases in which case the Clinical Trial may be
WMASS A7) ojdogte MAAGA | me} AdAHS AAIS = Qlt}. | performed under the Protocol Amendment even before an approval of the

amendment to the Protocol is obtained from the Commissioner under Paragraph
1 of Article 12 of the Enforcement Regulations:

1. JgAANA S 44 9F 4o AAY 2o He 1. Where necessary to eliminate an immediate risk factor that has occurred to
the Subject;

2. EUHo e WHAANIGIA] WHA-SGd= HewEe] WA T3 | 2. In case of changes in administrative procedures such as changing of the
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Monitor or Subinvestigator, or change in emergency contact numbers; and

3. If an approval of an amendment to the Protocol has been obtained from the
IRB of the Institution, provided that such amendment does not involve any
addition or deletion of a procedure that may definitely increase the Subject’s
risk and is not deemed to significantly influence the effectiveness and safety
evaluation of the Clinical Trial, such as change of major variables of results,
etc.

@ AlgAJA == A= S8 AgAe} 24 HAAlE EE | @ The PI or the Subinvestigator shall, with respect to any deviation from the
Atgdell theto] BgEk Abfrel gl o] & A Skeko]of gt approved Protocol, prepare a document containing appropriate reasons for such
deviation.
OAF AR = Aol A HAS 244 98 249 AAZF HQR3dte] | @ With respect to changes made by the PI without obtaining the IRB’s prior
Al AJAA7E A A E A o st AARI Y3 e] AP 590S 538FA] %3l | approval of the Protocol Amendment because such changes were necessary for
Aldet M7 Alglo] uiste] Zhsdt W] Sl AR L AA] ALR7F 715 | of immediate risk factors that occurred to the Subject, the PI shall submit
A9k HAAGAE o) g2}, Al 7)) A1 3 2 | documents describing such changes and the reasons for such changes as well as
A E ol okZ ok A A Al A Eshe] 247 o] W 5218 ook st} the Protocol Amendment, to the Sponsor, the IRB of the Institution, and
Commissioner for their agreement and shall get approval as soon as possible.
A6X(FFA DA 57719 #T) O dFAF =771 o gk | Article 16 (Control of the Investigational Device) (D The responsibility for the
AL AT AlF7IH] Al A AR A Al Al QL control of the Investigational Device shall be borne by the PI and the
Investigational Device Manager of the Institution.
@ #HHA == AexASYE TA Y Ao ste] UFAIFE L8775 | @ The Investigational Device Manager or the PI or Subinvestigator (hereafter
#Helst= AlgAJA e AldgdAkelst "#dE A Srolgl  $Hth)E | "Manager, etc.)" who is responsible for controlling the Investigational Device
AXAIF Lol 27 7)o tha] A4, A #e], A AL I} AL A7) | under the provision of Paragraph 5 of Article 6shall accept, and control the
it 5o & st #d 7SS fAEor st T AV%}% inventory of, the Investigational Device, manage the application method and time
F71H o2 AlFAJAAANA Lok s} for each Subject for the Investigational Device, return the Investigational Device,

make and keep relevant records with respect to the Investigational Device, and
inform the PI of such matters on a periodical basis.
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@ A28te] A ﬂ?ﬂ' ]%Oﬂt (3The application period, manufacturing number or serial number, shelf life(if

ﬁ Mﬂﬂmi ARG E &1 571719
A&713, Az ki
R

necessary) and Subject Identification Code in respect of the Investigational
Device per Subject shall be included in the records specified in the above
paragraph 2.

@ #EA B A WAL ARG WA AgyHel we %
AN A AFHAEAS  FAT £ A TAEE §AFD,
DIA GG R7]7]9 At AHE71S3} AAFEAY oRE Helstolo
gk,

@ The Manager etc. shall maintain medical records from which it can be
confirmed that the Investigational Device has been used in each Subject in
accordance with the instruction for use specified in the Protocol, and confirm

that the inventory of the Medical Device matches the use records.

AvzEdAs]) © AAAzTE FolE wa o LA @ u,
ARAAAE ABFE ABEAIGA4E] F4E Frselol sa
Ag71Ae] BAR &eH AFH @ o] AFel webop s, PR
Nl del ARAYAE  HAAA  FolAE  FoA
A@AEA D e 2ASE Audl el AL ZRE AW HAL
wrofof g},

Article 17 (Informed Consent) (D The PI shall, when obtaining and documenting
informed consent of the Subjects, observe the provision of Item 4, Paragraph 1,
Article 13 of the Enforcement Regulations,
and these Standards,

approval from the IRB with respect to the Informed Consent Form, Patient

comply with the ethical principles

under the Declaration of Helsinki and obtain written

Information and other written information provided to the Subjects, prior to

initiation of the Clinical Trial.
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A, %w A4, SRAAEA 2L e BASKEARAE
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s ﬂo}or Btk o A% AR APAD A% Fol Ko FFe
2 5 At AZe Aot £RER, A AA0 0G4 £ Y
gelelA ol Lol shu, oled mAS wAW WE AGE
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@ Once new Clinical Trial related information, which is likely to influence the
Informed Consent of Subjects, is collected, the PI shall subsequently correct the
Informed Consent Form, Subject Information Letter, and other documented
information (including electronic documents), and obtain approval from the IRB
prior to use. In this case, if new information likely to influence the subject’s
intention to continue to participate in the Clinical Trial is collected, the PI shall
timely notify the Subject or the Legally Acceptable Representative of such

information, and any matters related to such notification shall be documented.

® ARALAT AR ow e A% AAAT QAR ]
T ols AedAY aa 4 nANE o A

(@ The PI or Investigator shall neither coerce nor unduly influence a Subject to
participate or continue to participate in the Clinical Trial in any case.

Ee AW AR =

o1 FATHE W,

@ Oral Trial
Informed Consent Form shall not include any waiver, or implied waiver, of the

or written information regarding the Clinical including the




g87|7] EBAE BT
2 F ol ok F ot 1A A12010-77%
(2010.10.29, HF-7NA)

Standards for Management of Clinical Trial for Medical Device
KFDA Notification No.2010-77
(Amended on October 29, 2010)

19, oAt o@Ate] WA el

o|% grASHE lgol Zas oA of

legal rights of the Subject or the Legally Acceptable Representative, or any or
implied exemption, from liability of the Investigator or the Institution or Sponsor
or their Legally Acceptable Representative in case of their negligence in the
performance of their obligations.

oo o N
2o =
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©
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&

(® The PI or a physician, etc. commissioned by the PI shall fully inform the
Subject or if the subject is unable to agree, the Legally Acceptable
Representative of information about all aspects of the Clinical Trial including
written information approved by the IRB.

i, offt
o
oo

o

—

Ho o

® Terms used all oral or written information related to the Clinical Trial
including Informed Consent Form can be readily understood by Subjects, the
Legally Acceptable Representative or the Impartial Witness shall be used.
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(D The PI or Subinvestigator, prior to obtaining Informed Consent of a Subject,
shall give enough time and opportunities for such Subject or the Legally
Acceptable Representative to ask questions regarding the details of the Clinical
Trial and decide whether to participate in the Clinical Trial, and shall answer
for all questions related to the Clinical Trial in order that the Subject or the
Legally Acceptable Representative can be satisfied.
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The Pl(or a physician, etc. commissioned by the PI) who has obtained
Informed Consent the Subject (or the Legally Acceptable Representative)before
the Subject participated in the Clinical Trial shall sign and date the Informed
Consent Form in their own handwriting.

offf rE oX m X ©

Helelo] B4 A4, SFAALEA 2 Jle EAste
At FAT AU BAF de A B
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delelol A ele} Fa AP
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AWsa A dAE 714

(@ If the Subject or the Legally Acceptable Representative is unable to read the
Informed Consent Form, Subject Information Letter, and other written
information, an Impartial Witness shall be present in the whole process of
obtaining the Informed Consent. In this case, the Impartial Witness shall read
and explain to the Subject or the Legally Acceptable Representative the

Informed Consent Form, Patient Information and other written information. In
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case that the Subject or the Legally Acceptable Representative orally consents to
participate in the Clinical Trial, they shall sign and date the Informed Consent
Form, and then the Impartial Witness shall also sign and date the Informed
Consent Form. The Impartial Witness shall confirm that, prior to the Informed
the the
Representative has been given accurate explanation of the Informed Consent

Consent Form being signed, Subject or Legally Acceptable
Form, Subject Information Letter and other written information and understood
the details thereof, and such process of obtaining the Informed Consent has been
conducted in accordance with the free will of the Subject or the Legally

Acceptable Representative.

© 598 9t AN AFA =t WF gddA ATHE FRe}
wAshE FM M, RAAREA 8 e BASE ARl o
Z9] Apgre] EgE ook 3}

1. AN FSAT 5202 Fddrk= AR

2. AAATEY HA 3 vl gk AR

3. A EA AREEE om:T)7le] #e AR 9 AI@U7] Ee
7] 7] 72 g g E

4. 54 A% (Invasive procedure)S XE3Fsle] AGAIFolA I HAIE WA
g 7= 7—1/\}14. 7(41]_

8. 7lejs = o]o] mi i olele] ¢lg A% Y A4
0. MFAIIEE + g e AmWdel} FF % oledd Amel WA

@ In the process of obtaining the Informed Consent, the followings shall be
included in the information to be provided to the Subject or the Legally
Acceptable Representative, the Informed Consent Form, the Subject Information
Letter, and other written information:

1. The fact that the Clinical Trial is performed for research purposes;
2. Purpose and background of the Clinical Trial

3. Information regarding the Investigational Device, and probability of being

randomized to the Study Device or Comparator;

4. Examinations or procedures, such as invasive procedure, to which the Subject
will be subjected in the Clinical Trial

5. Matters that are required to be complied with Subjects;
6. Non-validated experimental aspects of the Clinical Trial

7. Risk or discomfort expected to be incurred in Subjects (including fetuses if

they are pregnant women, and infants if they are nursing women);
8. If there is no expected benefit, the relevant fact (including Subject’s benefit);

9. Alternative procedure or treatment that can be chosen by Subjects, and
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A4 ]9 potential risk and benefit of such therapies;
10. YA FdE Ao FASEAS H9- I @A A Fo] @ B o} | 10. If a Clinical Trial related injury occurs, compensation or treatment for the
A5y Subjects;
11. JPJA7F Aol Fofgdo=za wA d 3144 BAdo] 9l 75| 11. If there are monetary compensation to be received by Subjects by
di w9 2 o] Fdo] A Fole] ALl 7]kl we} 3= | participating in the Clinical Trial, the expected amount, and the fact that the
Aolgtal st= A amount will be adjusted according to degree and period of participation in the

3 zho] o B AL bz el Aolw, udxr}
o] glolm= JAAIge e HoE AFdAY
FTEo HAE 27| ¢ vk AR

14 FUE LY, AN R JEFEIAGFE NP4 MUBAL
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Clinical Trial

12. The anticipated expenses to be incurred in Subjects as they participate in
the Clinical Trial

13. The fact that Subject’s decision to participate in the Clinical Trial is
voluntary, and that the Subject may, without penalty or loss to the benefits that
the Subject is originally entitled, refuse participation in the Clinical Trial or give
up participating in the middle of the Clinical Trial

14. The fact that the Monitor, IRB, and Commissioner will be granted Direct
Access to the Subject’s medical records to test the reliability of the procedure
and data of the Clinical Trial, to the extent that the Subject’s Confidentiality is
not infringed and specified in the related regulations, and the act of the Subject
or the Legally Acceptable Representative signing the Informed Consent Form
indicates that they give permission to such Direct Access

15. The fact that records from which the Subject’s identity can be confirmed
shall be kept confidential, and that the Subject’s identity will be kept
confidential in publications related to results of the Clinical Trial

16. The fact that once new information is collected which may influence the
Subject’s intention to continue to participate in the Clinical Trial, such
information will be immediately notified to the Subject or the Legally

Acceptable Representative
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17. The person to be contacted when additional information is desired to be
obtained with regard to the Clinical Trial and Subject’s rights and interests or
when damage has resulted from the Clinical Trial

18. the Subject’s the Clinical
discontinued during the Clinical Trial, and the grounds for such discontinuation

The case where participation in Trial is

19. @] AFAE o o] 713k 19. Expected period for the Subject’s participation in the Clinical Trial and

20. A Foll Folst= digke] A 5 20. The approximate number of Subjects participating in the Clinical Trial.

@ PFAIFel FoAstr] dell A @A e HA i@l AE=E A WSkl | @ The Subject or the Legally Acceptable Representative, prior to participation
IHZ A FolAe]l AlEolu} 7 I EAIANA AledH #A FHO |in the Clinical Trial, shall receive a copy of the signed and dated Informed
AHL S wholof sht), W3k QFAIE T FolA Aol WZAE 49 | Consent Form or copies of all other documented information provided to the
gz 1Ay gigde A2 Ay 2 IRrt 7 AE WA 5o 9] AHEZS | Subject. Also, if the format of Informed Consent Form is modified during the
Wholol sh, olu] 3] gz} A d A AR WHo|l e ol | Clinical Trial, the Subject or the Legally Acceptable Representative shall receive

a copy of the signed and dated Informed Consent Form as modified, and upon
change in documented information which has already been provided to the

Subject, shall receive a copy of the document as changed.

@ wAIAY X 3 =
s SAAT P A" ek b
).

Agiolol shul shssioi
HAE s stelol wrh

@ In the case of a Clinical Trial where Subjects can only participate in a
Clinical Trial through the consent of the Legally Acceptable Representative, such
the
Subjects shall be provided with information regarding the Clinical Trial to the

as a Clinical Trial for minors or patients with severe dementia, etc.,

extent that they themselves can understand, and if possible, the Subjects shall
sign and date the Informed Consent Form.
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@ In an emergency situation where it is impossible to obtain Informed Consent
from the Subject in advance, if there is a Legally Acceptable Representative
whois present together with the Subject, the Informed Consent shall be obtained
from the Legally Acceptable Representative. However, if it is impossible to
obtain Informed Consent from the Subject in advance and no Legally Acceptable
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Representative is present together with the Subject, how to enroll the Subject
shall be specified in the Protocol or other relevant documents in order to secure
the Subject’s safety and his or her well- being, and comply with the related
regulations, and it shall be approved by the IRB. In this case, information
regarding the Clinical Trial shall be provided to the Subject or the Legally
and consent to continuous

Acceptable Representative as soon as possible,

participation in the Clinical Trial shall be obtained.

Article 18 (Records and Reports) (DThe PI shall ensure that CRF reported to
the Sponsor or data included in any other reports is accurate, complete, easy to
read, and timely.

(2 Data described in the CRF which originates from the Source Document shall
match the Source Document, and explanation shall be given with respect to any

unmatching contents.

(@ The party, whenever modifying or correcting contents in the documented or
computerized CRF, shall make corrections in a manner such that the original
contents therein are identifiable in accordance with the correction guidelines
provided by the Sponsor, and shall maintain audit record by describing the date
of correction, sign, and the reason for correction, and the Sponsor shall offer
guidelines on modification or correction of the contents in the CRF to the PI or
a person commissioned by the PI, and if a person commissioned by the
Sponsor, e.g. monitor, modifies or corrects the contents in the CRF, the person
shall prepare situations requiring such process and a guide to how to make
them into document, and further procedure of receiving confirmation from the

PL

ABZCE & 23) O ABAAAE d@RelA wasts sl
te mE Ramdd TFE AR/ ARsa, gaum, 97 Fa A
A% A9 wFaok Hh
@ BATAAA fUE Ao FANSA AAE Ams 2ARA)
QR sof shul, AASA = Ul gl delA s Aol AHEolof gl
® A mE= Adstd FA/1=A g JAd WEe wAAL
A A dHAst Awe £4 ARl W gedel A4 e
dobi & QRS FASEL, FAYN AW 2 F4 olRE JEgonn
AR71%0] FARES sholof shul, AL AGALAY AP AL
Ade we AolA FA/NSA gel A WEe WP wE gYsHe
ARe AFselol du mUHAUE ouAel dde we A
A7 15 Nee WY EE 44T 49 olsh 2o Hge] Baw
4G} olg A PW L AT ABAYAY FeAe B AR
Sol w3 APMZ vhistelof At

A3de] Al old WAl 4G 5o wnd =

@ The PI shall keep records of modifications or corrections as set forth in the
above paragraph 3.

(® The PI shall keep the Essential Documents and Clinical Trial-related
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documents (including electronic documents) specified in Applicable

Regulatory Requirements, and ensure that these documents
damaged or lost by an accident. However, after completion of the Clinical Trial
Report (completion of inspection if inspection by the Commissioner is required),
these documents shall be transferred to the Keeping Manager as set forth in

Paragraph 6 of Article 6 herein.

A9Z2RPEF By O A34
AARI1E 0] 2 A0] Sl 2l
A A 3] ol Al Al ZE 8] oF

Article 19 (Progress Reports) (O The PI, at least once annually or upon a
request from the IRB, shall submit a written report on the progress of the
Clinical Trial to the IRB.

@ AFAYRE W @A 4% F/IAG QA Be Al
Fod 9ee MAE WE wE wgel vt ol mi A9 Q5]
N&E BAR Bastolol gt}

(2 The PI shall promptly report, to the Sponsor and IRB in writing, any change
or modification which may aggravate the risks to Subjects or significantly

influence the Clinical Trial .

Anz@AA  BE ARY 23 O AFAIAE AAY
Gol A ZA mash olw frka BAF A A9 @
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Article 20 (Report of Safety-related Matters) (D The PI shall immediately report
to the Commissioner, and at the same time notify to the Sponsor, all Serious
AEs/ADEs, except for those which are not required to be immediately reported,
as specified in the Protocol or Investigator’s Brochure, and shall make an
additional written report containing details within the time limit specified in the
Protocol. In this case, at immediate or detailed report, the Subject Identification
Code shall be used instead of describing the name, resident ID and address of
the Subject to protect Subject’s identity, and if there are guidelines for the
report of Serious AEs/ADEs, the PI shall follow such guidelines .

@ The PI shall report to the Sponsor, the AEs, ADEs, or abnormal laboratory
test values which are very important for safety evaluation, as specified in the
Protocol, in accordance with the period and report method specified in the
Protocol.

34
sfofo @tk of A% FA % A madE N@Ae AL w7
dste] SR AW, FUESNE 2 FaE AAs8E o4
SGANRIES Agetolof shn, T ol ukg/eldolwr] g el
nael e #a Aol Y A9 AWAYAE olol uerop gt
QAEAAAE b Bkl W Fssttm ARANA HAR
g/l B NSO APAAA ol Fol  tfato]
AZAAA AT 712 D wa el mreb o2l Aol A warskelof gk,
® AwelE wud A% AUt dads AAAds)
RARTACEAS AAT A5 ek ATARA Fo| F1H9 Jus

@ In case of reporting death cases, the PI shall provide the Sponsor and IRB
with additional information including an autopsy report (only when autopsy was
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conducted) and a death certificate.
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Article 21 (Early Termination or Temporary Discontinuation of Clinical Trial) O
If the PI early terminates or temporarily discontinues the Clinical Trial without
prior consent of the Sponsor, the PI shall directly inform the Sponsor and IRB
of such fact, and submit a detailed written explanation of the early termination

or temporary discontinuation.

@ A AINDE 2 FR EE
of AL AAAANNA FA ¢
ARG AR AZS ok Hrt

@ If the Sponsor early terminated or temporarily discontinued the Clinical Trial,
the PI shall immediately report such fact to the IRB, and submit a detailed

statement of explanation for such early termination or temporary discontinuation.

® A7) z/En EE
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@ If the IRB early terminated or temporarily discontinued the Clinical Trial, the
PI shall immediately report such fact to the Sponsor, and submit a detailed

statement of explanation for such early termination or temporary discontinuation.

@ A WA A3Fe] gl o

3]1% 1= - o =
FAY A%, ARAYAE APAAA o AAE FA Lem HA
ZA ok 34 wFEo] o]Fold = UL Stojof T}

@ 1If the Clinical Trial early terminated or temporarily discontinued as provided
in Paragraph 1 or 3 above, the PI shall immediately notify such fact to

Subjects, take appropriate measures and take follow-up measures.

d gErIy A FHe AR (ERVERE EIFHE AL
A= Ay gokxze A YgAE

Article 22 (Clinical Trial If the Clinical Trial is
completed(including early termination), the PI shall report the fact of completion

of the Clinical Trial to the IRB together with the summary of the results of the

Completion Report)

Clinical Trial.

A5 dZAEAHA

Chapter 5 Sponsor
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Article 23 (Medical Advice) The Sponsor can designate a specialist who has
medical knowledge and experiences to respond to medical problems or inquiries
related to the Clinical Trial, and if needed, may appoint an external specialist
for such purpose.

AUz QA FEA) o= A= AEA =
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Article 24 (Clinical Trial Design) The Sponsor may utilize qualified specialists

including biostatisticians, medical device specialists, or physicians, etc. throughout
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all the stages of the Clinical Trial including design of the Protocol and CREF,
establishment of analysis plan, analysis of collected data, interim report, and
Clinical Trial Report.
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Article 25 (Management of Clinical Trial) O The Sponsor shall make a
qualified person supervise the whole process of the Clinical Trial, conduct data
processing and validation, statistical analysis, and prepare a Clinical Trial Report.

[}
A= kA
5)
=

(@ The Sponsor may set up an IDMC to seek advice on continuation, change
or discontinuation of the Clinical Trial by periodically evaluating the progress of
the Clinical Trial including safety related data and critical efficacy results, and
the IDMC shall hold a documented SOPs and prepare and maintain minutes of
meetings of the IDMC.
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Atrticle 26 (Record Keeping) (D The Sponsor shall keep the Essential Documents
required to be kept by the Sponsor as specified in the appendix hereto in
connection with the Clinical Trial, as well as other data. However, if directed
by the Commissioner or if such data are deemed to be necessary by the

Sponsor, the keeping period shall be extended.

@ GRAREIRAA Al wwE Ae, oHAE
Al o}

A2l A o] & Hilstofof gt

@ If clinical development of the Investigational Device is discontinued, the
Sponsor shall report this fact to the Investigator, the Institution, and the
Commissioner.

@ The Sponsor shall inform in writing the Investigator and the head of the
Institution of need for data keeping and the keeping period, and if data is not
required to be kept any more in Sponsor’s judgment, the Sponsor shall notify in
writing the PI and the head of the Institution of this fact.

@ gFA= AR HE HeA 9 HE V7 diE] AgA
Ald71Ee] FedA AR gEesta, © ol A
daglttao#Hart gdust A9 A= HEEA] o]

A A/[AL D AF 7] Fo) ol Al L of gt
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Article 27 (Selection of PI, Etc.) O The Sponsor shall select, as PI, a person
who is experienced, qualified, and has proper resource for conducting a Clinical
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Trial, and may, for proper performance of a Multicenter Trial, establish the

Coordinating Committee and select a Coordinating Investigator.

Axeha APEAAE A4 5 ek
@ AR imel Av dAde AAel e Ak

g AGAYANA AL Aol AFANFAARA LS A FSHolof
ul, ARAAAT JHARRE ATEE ADA G AAAF B AnE
AEY 5 9t F8@ AS Folof @l
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(@ Before the Sponsor enters into a contract on the Clinical Trial with the head
of the Institution, the Sponsor shall provide the PI with the Protocol and the
up-to-date Investigator’s Brochure, and secure enough time for the PI to review

the Protocol received from the Sponsor and other Clinical Trial related

information.

@ #H A= AlFg eIz T
gelatefof gt
BAFA, AL D AAS A ]

ARlBe AT o 7 Eel Alge
S Abgel meh A3ARE AT
EUHE % AEzA

[e)
a7 o o)A dart v EAR EX 7] A7A dY JAA
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(@ The Sponsor shall make an agreement on the following matters with the PI
or the head of the Institution:

1. The Clinical Trial shall be conducted in accordance with the Applicable
Regulatory Requirements, Protocol, and matters approved by the IRB;

2. The procedure of record and report of data shall be kept
3. They shall respond to monitoring and inspection; and

4. The Essential Document, etc. shall be kept until the Sponsor will notify that
such document is not required to be kept any more.

FA, NFAAR L BB e A3Fe] el ol@ Felv)
2olq A%, AGA we AN So Awstelol gtk
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@ The Sponsor, PI and head of the Institution shall sign the Protocol or
Contract, etc. if agreement is made among them as provided in the above
Paragraph 3.

A28Z(PF9 &) A= IAAHS AAsr] Ao BZE A AIE I | Article 28 (Assignment of Obligations) The Sponsor shall define all obligations
HHEg oo} et Hojgtu At o] A A3 sslo]ol st} and roles related to the Clinical Trial and properly assign them prior to starting
the Clinical Trial.

A29Z @A digt B F) O A= YA T #Hste] FAS | Article 29 (Compensation to Subjects, Ete.) (D The Sponsor shall establish the
EAboll gk IEAte] A =mH] 5o AFste 9FRF} HAAE Aok | principle and procedure to pay expenses for medical treatment, etc. for Subjects
Ela=g for the damage arising out of the Clinical Trial.

@ gAfell tigh RS A17Z2A 108 A 105N A gk g 2 3 HEH o | @ Compensation to Subjects shall be properly made in accordance with Item
upel A 43| o] Fojxof g}, 10, Paragraph 10, Article 17 herein and the applicable laws and regulations.
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Article 30 (Approval of Protocol) The Sponsor, prior to starting the Clinical
Trial, shall obtain approval of the Protocol or Protocol Amendment from the
Commissioner as provided in Paragraph 1 of Article 12 of the Enforcement
Regulations.
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Article 31 (Confirmation of Review of IRB) The Sponsor shall secure the
following documents from the PI:

1. A list of IRB’s members and their qualifications;

2. Documents confirming that the IRB is properly organized and operated in
accordance with these Standards

3. A review notice received by the PI from the IRB under Paragraph 1 of
Article 14

4. A written confirmation of the head of the Institution under the latter part of
Paragraph 1 of Article 14 and

5. A notice of the IRB on discontinuation of the Investigation (including

temporary discontinuation) that has already been approved and conducted.

ARZ(FIANEEAE7]d B BE) O 9FA= dGAE A
g B dEAEe] AelM Ao AETE sd ddAIde
A FaAS T8 ATHD F de AAAE A5t of ot

Article 32 (Information regarding Investigational Device) (D The Sponsor shall
confirm, at the time of preparing the Protocol, that information obtained from
the result of Nonclinical Study or Clinical Trial fully supports safety and
effectiveness of the Clinical Trial.

@ SdEAE AR A AR AAseE B 5w 9ol dure
W SRR TG B BHE AuE AT sl Aol
e JuE V)2 PPN a},

@ The Sponsor shall prepare an Investigator’s Brochure based on information
specified in the above paragraph 1 so that the Investigator can provide definite
information regarding risks and AEs which may occur during the Clinical Trial,
or specific tests, observations, and cautions.

S e e R R AEL AR7E J5E ol
=

et QPN PAAENE £

@ Once new information regarding safety and effectiveness is obtained, the

Sponsor shall subsequently amend the Investigator’s Brochure.
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Article 33 (Manufacturing, Packing, and Labeling of Investigational Device) O

A3zA1GA 10 w2t AxE Ao=ZA JjEgA A 7|71 A4, | The Sponsor shall use, in the Clinical Trial, those Medical Devices whose

A, Eg3tsty EAS golst rnrir|E ddA el A8 ESE | electromechanical, biological, and physiochemical properties have been understood

alofof gkt at the development stage and which were manufactured in accordance with Item
10, Paragraph 1, Article 13 of the Enforcement Regulations.

@2 A= A el g0l 5 7] 7] 9] Bk, AR, 4-7]%}F, | @ The Sponsor shall decide the method of use, applicable period, valid term (if

FaZlZtEIdE = A3 ) & ZAAsIAoF Y, o]E U Al | applicable), etc. of the Investigational Device, and inform all parties related to

HHE BE Al A o g the Clinical Trial of such fact.

@ A= A AREEE 952777 %, Eyolu} Aol A | G The Sponsor shall pack the Investigational Device in a manner such that it

&, o9 B wANA] GeE xistojof ghrt shall not be damaged, contaminated, or deteriorated during transportation,
keeping or storage.

@ A AN FR1 Q=)o) AP TuUldh WAl S A9 2F| A= | @ Upon a significant change in the design of a Medical Device for which a

olgfst WAool daf <mr]7]e] HdAd-fradel Task WalE 7P ZQIA|E | Clinical Trial is being performed, the Sponsor shall secure additional research

Fely] et AFARE FUEE FrEtojof i, results to see whether such change will lead to significant changes in the safety

and effectiveness of such Medical Device.

A34Z(QRA AL 72 7]7] 9 T 2 HE) @ °] 2] 2} | Article 34 (Supply and Handling of the Investigational Device) () The Sponsor
AIANE L5771 E B A Al A FHstelof ko shall provide the Manager etc. with the Investigational Device.

@ A= AFA gk A FofofEekd A Adat AN Y39 | @ The Sponsor shall not provide the Manager etc. with the Investigational
SAAAESS e HE T QA8 XgsithE A7) o] | Device until obtaining approval of the Protocol from the IRB and the
AN E o 571715 BEA FolA FHstd = ofyH T Commissioner (including approval with correction required or approval after

supplement).
@At #HE A Fol AT EYRTIIVIE FHwotar H#sk= WHol | @ The Sponsor shall maintain documented procedures for the Manager etc. to
& EAstE dAAE 7EA A dojok sk, o] dAfel= A A3tal QA S | handle and keep the Investigational Device, and these procedures shall include,
ANFH F-RHAmALE  AAH SRV IHAZFE 9 W 2 | among others, methods for proper and safe acceptance, handling and keeping of
3} 3]

o g Aol Wik W Foll

Investigational Devices, return of unused Investigational Devices from Subjects,
and return thereof to the Sponsor .
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@ FHAE A LB 7IE AAol Fasto]ok alH, Al 7]#H S 29] | @ The Sponsor shall timely provide the Investigational Device, and maintain
Fa, Ag7iEe A, AgvIBezHES vy 2 H7]o] #3$ 7]FS | records relating to the provision to, acceptance by, and return from, the
FrAl gkl of gt Institution, and scrap thereof.

® A= ddAFE &g 1 & AT FASEAY dFAEe] | ® The Sponsor shall establish and document a recall system for the
4B (RVIFTEE Xt v ALY wtE 53 Zo] 97 7]|7]E | Investigational Device, to the extent that such recall arises out of malfunctions
glelof af= Aol " AAE FHeta ol EAgste]oF gt} or breakdowns in the Investigational Device or termination(including early

termination) of the Clinical Trial, or expiry of the shelf life, etc.

A35Z(LRAE ) 212
2K Ao ok AdS AFA T 7)EF FolEA ol HAIs

e

[us)

o (R,
N
il
Lo
)
i
4
=

Article 35 (Direct Access to Clinical Trial Related Data) (D The Sponsor shall
specify details regarding Direct Access in the Protocol or other agreement

documents.

@ HAE gt JYAE
AR Bolagrs AHE

@ The Sponsor shall confirm that Subjects have consented to the details

regarding Direct Access in writing for direct access to clinical trial related data.

@ SJEAE AFAGe ALgE e
402 77}selo} Fuh

3}
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Article 36 (Information regarding Safety Related Matters) (D The Sponsor shall

continuously evaluate the safety of the Investigational Device.

@ AL AuAe o, QAP AN, Er AAARI
AAAGE AFE U A B APl BR 4uE 45 A%

P ARA 2 AEFERA GG A o F A& mistolol gk

@ Once information regarding safety related matters is obtained, which may
change the Subject’s safety, the performance of the Clinical Trial, or the
decisions made by the IRB, the Sponsor shall immediately report to the relevant

Investigators and the Commissioner.

Az eldwge Bm) @ dEAE Add AAA9E o
qEpERAYAAA  FUsm Ay ®R wE
VPN (IFA BN, FUG ol UL/ F BT NS EFATHS
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Article 37 (Report of AEs) (D The Sponsor shall report any serious and
unexpected AEs (including ADEs and Serious AEs/ADEs) to the Investigator,
IRB and Commissioner within the period specified in one of the followings, as
soon as possible:

1. If causing death or threatening one’s life, within 7 days from the date when
detailed
information shall be additionally reported within 8 days from the initial report

such fact was reported or known to the Sponsor; in this case,

date; or
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2. 1 w¥re] Fulstar o AskA] EeE EE o] ANbgo]l el d$-oli= | 2. If other serious and unexpected AEs appear, within 15 days from the date
ol 27} o] AMAS HaAY dA ®H FEFYH 159 ol when such fact was reported or known to the Sponsor.
@ F| A= Algke] ®Harey #sto] ARl bl FR (@The Sponsor shall report additional safety information in connection with the

ool FAGNG ol U £ Ei FHEA

A e

report described in the above paragraph 1, on a periodical basis until the AE
has been terminated (i.c. until the AE has disappeared or it has become
impossible to follow it up, etc.)

@ oAt AFoFEFAA A A1kl &
e ASolE 8 AEAN] ol kg IAe] A20%e weh B
Nee ARae AZsolor A

(@ If the Sponsor desires to report AEs specified in the above paragraph 1 to
the Commissioner, such AE report (as per Attached Form No. 1 hereto) shall be
accompanied by the details reported under Article 20 herein.

ABEEUEE) O ZYHH S 4L v 7 29 g
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Article 38 (Monitoring) (D The purposes of monitoring be as follows:

1. To protect Subject’s rights and well-being;

2. To ensure that the reported Clinical Trial related data is accurate, complete,
and verifiable compared to the Source Document; and

3. To ensure that the Clinical Trial is conducted under the approved Protocol
and as provided herein and in Article 13 of the Enforcement Regulations

L BUE a9 A7 243},
2. RUEade T JHANEE RUHPS O AR Ay mx
AdH Axe AL glojok shM, AEd FHL wa od e
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@ The selection of the Monitor and the qualifications for the Monitor shall be

as follows:
1. The Monitor shall be designated by the Sponsor;

2. The shall
monitoring Clinical

Monitor have scientific or clinical suitable for
the Trial, be

demonstrating this in writing.

3. The
Protocol,

knowledge

properly trained and be capable of

Monitor shall have full knowledge of the Investigational Device,
Informed Consent Form, Subject Information Letter, other written
information to be provided to Subjects, Sponsor’s SOPs, these Standards and the

Applicable Regulatory Requirements.

A48 mUHFHAH: LS elstelo} s,

@ The Sponsor shall confirm that the Clinical Trial has been properly
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oA F e =A A, HAA, -‘l]fé?q— = %2 A4 Fol 43S | monitored, and establish a proper scope and characteristics of the monitoring on
RUEE ] Adgt Helet A4S gGoto]oF st the basis of the purpose, design, complexity, number of Subjects, and results of

the Clinical Trial.
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@ The Monitor shall confirm that upon a Sponsor’s request, the Clinical Trial
has been properly conducted and documented by performing the followings:

1. Playing a role of a primary communicator between Sponsor and Investigator;

2. Confirming whether the PI has qualifications capable of safely and properly
performing the Clinical Trial during the Clinical Trial and secures resources;

3. Confirming the following matters for the Investigational Device:

a. Whether the Investigational Device is properly stored, observes the shelflife,
and is suitable for conducting the Clinical Trial

b. Whether the Investigational Device is being used only for the Subjects
meeting the selection criteria and in accordance with the applicable period,
operational method, or use method as specified in the Protocol

c. Whether Subjects are provided with proper information regarding suitable use,
keeping and return of the Investigational Device; and

d. Whether acceptance or use of the Investigational Device, or return to the
Sponsor, etc. are properly managed and documented in the Institution;

4. Confirming whether the Investigator observes the approved Protocol or
Protocol Amendment;

5. Confirming whether Informed Consent Form was obtained before Subjects
participated in the Clinical Trial

6. Confirming whether the Investigator has received the up-to-date Investigator’s
Brochure and relevant documentation, and supplies including the Investigational
Device as necessary to properly conduct the Clinical Trial and comply with the

matters specified herein;
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7. A @A AAFAH ] ARE ALgS E' 3] At A9 ofF FQl 7. Confirming whether the Investigator has full knowledge of all matters

regarding the Clinical Trial

L

A3 7]5E AGA D At A7) #He] A | 8. Confirming whether the Investigator is performing specific Clinical Trial

A0 uwgt Fdsta glow, HIko] §lE | related functions in accordance with the Protocol and documents agreed with the
Akl Al o] E gk 750l YHAHA FUTE AR 2l Sponsor, the head of the Institution, or PI, and such authority has not been
entrusted to any unauthorized person;

9. AgAAA7E HAA7)F A7e AFATES AFAIFHo| FoJA]7]AL | 9. Confirming whether the PI allows only the Subjects meeting the selection

UTA 2] of 7 el criteria to participate in the Clinical Trial

10. I @A FA Lol gk B 10. Reporting the Subject enrollment rate;

11. ZAEA 2 718 ddAdHd 7150 A&star, sy, #A Ao | 11. Confirming whether the Source Document and other Clinical Trial related

W =F FAH AL A=A o of - Z<l documents are exact and complete, and maintained to reflect the up-to-date
matters;

12. AAA7E a7 H e BRE HuASRAAEA 5 A4
gom, olys FAEo] ouwst JAAAFEI} FAHHUT, HEEH, | reports, notices, applications, etc., and whether these documents associated with a
ehdstar, A71A sk, os 2

AaL,
13, FHAZISAE 71 dE, SAEA 2 7E 9

43| A|¥3kal | 12. Confirming whether the Investigator is properly providing all required

=A9o] ofF g Clinical Trial are accurate, complete, timely, legible, and dated.
A
(e}

FA] & &3 | 13. Confirming whether the accuracy and completeness of the descriptions in on
e

R
TA(AAEAE 23sthe] g1 g dist HES o]59 4% | the CRF, Source Document and other Clinical Trial related documents (including
PZz2HE M2 A=A o kol wl z}& o] Ao thik el electronic documents) have been examined, and whether they correspond to each
7 A A o AarE FEH7IEA A8 Al BT R IE AL | other through mutual comparison, and confirming the followings:

Qo o]lEo] AR AXF=X9 ofF a. Whether data required by the Protocol is accurately described or reported in
L. A &717kelup 2] e AMEWY T WEARge] ZF 9P R | the CRF, and those data match the Source Document;

A3 EAstE A = 19] SRS b. Whether changes in the applicable period or instructions for use or how to
o o] dmkg, Heay 9 wyarAste] A Ao uwe} FH 7| EA140 714 | use , etc. are properly documented for each Subject;

T HEa g=X9 o c. Whether AEs, combination therapy, and intercurrent diseases are described or

reported in the CRF under the Protocol
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gk AR A7IA K e B /é]’\] ShA] 2 AAA = /A | d. Whether the tests which the Subject was required to appear for but has failed
A S 71 EA g AR e A A e B =49 | to appear for, or the laboratory tests or clinical examinations that have not been
of - conducted, are truly and clearly described or reported in the CRF; and
b AR eRRE A @ e "EG EE AMIO] | e Whether the fact that the Subjects dropped out of or withdrew from the
SHlZISA G 71 e BRasa 2 ol frF AR EA=A Y] AR Clinical Trial is described or reported in the CRF, with explanation of the
reason therefor;
14. SA715A449 2/, A= 2 ¢S F gl F2o sl | 14. Confirming, with respect to miswriting, omission, and an illegible part in the
Al zpo Alde] o, olE3t AlstEo] dxmk AR A A, AlF AR} | CRF, whether the PI has been informed thereof, and whether such facts have
= Fd7IEAEe 71 ARl digk W ASHS ZE3l 9l | been corrected or edited in a proper manner, with the sign of the
Algegdate] Ay A Hdsk oz gAHo|u Hale] HQl=%]9] | Subinvestigator having authority to change the date or if necessary, the reason,
o] 5B 3ol o] A A YA EAMz Flojof s, the PI, or the mentions in the CRF. In this case, delegation of such authority

15. E olautgo] of NE AN A 0= @ PR
Z)2bol A AeA BE el o skl

X

o
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shall be made in written form

15. Confirming whether all AEs have been properly reported within the time
limit specified herein and in the Protocol, and the Applicable Regulatory
Requirements, and by the IRB and Sponsor;

16. Confirming whether the PI maintains the Essential Documents; and

SOPs and

these Standards, and taking proper measures to prevent the recurrence of such

17. Informing the PI of any failure to comply with the Protocol,

non-compliance.

® wuHade ddxe TEAAAAAG 54
oA} AT Ao weh w

(® The Monitor shall conduct monitoring in accordance with the Sponsor’s
SOPs and the procedure established by the Sponsor for a specific Clinical Trial.
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® Matters related to the report of monitoring shall be as follows:

1. The Monitor shall visit the Institution or contact those concerned in the
Clinical Trial by phone, fax, e-mail, etc., and then report the relevant facts and
details to the Sponsor in writing;

2. The monitoring report shall include the date on which, and the place in
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which, the monitoring was conducted, and the names of the Monitor, the
Investigator, or the person who was contacted;
3. The monitoring report shall include descriptions by the Monitor, such as,

among others, a summary of the details examined by the Monitor and major

findings or facts, deviations from the Protocol or other problems, conclusions,
and measures taken or to be taken to maintain the compliance with the

Protocol; and

4. The Sponsor shall review the monitoring report and prepare documents

containing measures based on the results of such monitoring.

A2 EZF) = oHAt AFAEEAYAIA] FE
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the
these

that those concerned in
SOPs,
the Sponsor shall take

Article 39 (Non-compliance) If it is found
Investigator or
Standards,

prompt

Sponsor failed to comply with the Protocol,

or the Applicable Regulatory Requirements,
measures to resolve

and proper such noncompliance and prevent

recurrence thereof.

AZ(FBAFEAFRIA) ATl FTaE A A= "2]77]7] | Article 40 (Clinical Trial Report) If the Clinical Trial is terminated, the Sponsor
7] A s ALl w3 TR (AEY oFEbA 3LA]) | shall prepare a Clinical Trial Report including the data specified in Sub-item C,
AT1zAIEA2E o w2 A5 E X AP ZAHAHIAE | Item 2, Paragraph 1, Article 7 of the 'Regulations for Reviewing Technical
2k shof of ght Document, etc. of Medical Device; (KFDA Notification)

ANZ7|FAZAIE) oFAE g BAIA TS AAEH7] H5Fe] th2 | Article 41 (Multicenter Trial) The Sponsor shall check the following matters to

7} 59 Aakg selsholob @)
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conduct Multicenter Trial:

1. Whether all PIs are performing the Clinical Trials in accordance with the
Protocol which has been agreed upon with the Sponsor and approved by the

IRB and the Commissioner;
2. Whether the CRF is designed to collect all data to be collected by the
Institution; in this case, a suitable CRF for collecting additional data shall be

provided to the PI collecting such additional data;
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3. A AR QFTE AR A A ol el FASE =AY of - 3. Whether the Investigator’s obligations have been documented prior to starting
the Clinical Trial and

4, BE AFGAJ[AT AZX =54, AHAAL 2 AP AR HALe] H 7)ol | 4. Whether all Pls have been provided with instructions for compliance with the

st daE Ve o 2 FEHVIEAY AES 7|5E& $1%t A #HS | Protocol, and consistent compliance with the criteria for evaluation of clinical

A EHEQk=A] o] of B testing and laboratory test performance, and making of exact records in the
CRF; and

5. AR AL Eo] AFgEA o of B 5. Whether communication among the Investigators is smooth.

A6 BF Chapter 6 Supplementary Provisions

ARZAHEAF 2 FAHEE) O AFoekEotddde dwqt4go wel | Article 42 (Inspection and Direct Access) 1) The Commissioner can conduct an

AgAIgo] AAFHA=AEGNT HHowg A7 A, AAI 93], | Inspection, at the site, with respect to all facilities, documents(including

Azt e o AL F(oldt 5 FAAME "IdAdAFAAAE dth)e] RE | electronic documents), and records of the head of the Institution, IRB,

AT (AAREA 23715 55 A dejxAr & 4+ vk Investigator, or Sponsor(hereafter "Clinical Trial Parties") to verify that the
Clinical Trial has been conducted under the Applicable Regulatory Requirements.

Q@ YA FHAA = A FofoFEdd G oz Y AHAH, w49 AlF L | @ The Clinical Trial Parties, upon request for Direct Access, for provision of

A zAL 23o] S A AT FxRloof s} documentation, or for Inspection from the Commissioner, shall fully cooperate.

ABZCIEEA) 71254 57, 54 2 TAE BELAE Ha9 2l | Article 43 (Essential Documents) The types, purposes and keeping places of the
Essential Documents are as specified in the Attached Table hereto.

A44Z(AHE7] 3 'FH - o EE @ #eEle]l 33 | Article 44 (Time Limit of Re-examination) Under the "Regulations on Issue and

T4 (NeBEE A48yl wel o] 1A wE o] oy d4oJ7d9] | Management of Instruction and the Established Rule Etc. (Presidential

W3l 58 AESIY o] 1A HA, NAH T FAE dhojof dl= 713 | Instruction No. 248), the time limit for taking measures of abolition, amendment,

2013 10 27¢7HA| =2 s etc. of this Notification through examination of legal or current condition after
the issuance of this notification shall be by October 27, 2013.

HZ ADDENDUM

This notification shall take effect from the date of notification.




