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BEFFEDICH-GCP(RL)AXICIZF#MAT .
##18 (Addendum) &i1B:D

4.2.3 The mvestigator should have available an adequate nui s —f: Y
adequate facilities for the foreseen duration of the trial to c FAABADIA =S
safely.

4.2.4 The investigator should ensure that all persons assisting with the trial are adequately
mformed about the protocol, the investigational product(s), and their trial-related duties
and functions.

ADDENDUM AddendumEB - H\BRFEICH NS 2 THRE A

4.2.5 The mvestigator 1s responsible for supervising any individual or party to whom the
mvestigator delegates trial-related duties and functions conducted at the trial site.

4.2.6 If the mvestigator/institution retains the services of any individual or party to perform
trial-related duties and functions, the investigator/institution should ensure this mndividual
or party 1s qualified to perform those trial-related duties and functions and should
implement procedures to ensure the integrity of the trial-related duties and functions
performed and any data generated.
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1. GLOSSARY 1.63 Certified Copy [FTE
1.64 Monitoring Plan [ETE &
1.65 Validation of computerized systems [¥T7E 2

2. PRINCIPLES 210 [f$ROEIRL\EICET 3 RAIN R EACENS T2 TOEASNS E DB
213 [BEERHIZEIHEBRE RERUFEEROEEMEORIIESE L TIEDER]

4. INVESTIGATOR 4.2.5 [Investigator®fE sk £ 5(CH1 3B B E ]
4.2.6 [Investigator/Institution|C £ 3 R EE /X FEDIEFEHEDHER]
4.9.0 [Investigator/Institution|C L3[R & #H/FEEk/T— A DR $F (ALCOAC., EEE L) ]

5. SPONSOR 50 [MEBIRIAVMYURDIR-A7TO-FHE)]
5.2.1 [Sponsorlc LS RFA/BRAFRFOEEEA]
553 [BFT—AVATLOFA(N)T—3y, SOP, T—ADEEERE)]
5.18.3 [EZAUVT (UADR—AR7TO-FRE)]
5.18.6 [EZAYVTHER DR E]
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8. ESSENTIAL 8.1 [SponsorX Uinvestigator/Institution|CL2 7B X EZE(CE T2 EHNDEN
DOCUMENTS (WAL, EEFE-ERSE)]
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1.24 Good Clinical Practice (GCP)

® Clinical trial@%_l_jlﬂ\ ﬁﬁﬁ“ '-E:’)-UJ\/’?\ S 1.24 A standard for the design
%Es §E$i~ ﬁ’i*ﬁ&lﬁlﬁ%(:%ﬁ?‘é EL‘% conduct, performance, monitoring,

auditing, recording, analyses, and
reporting of Clinical trials that

_ 5'—9&0#&%51’1,7&%:5%@%?51_@&0 provides assurance that the o_Iata
ERIERUBREOME MED | et e

ﬁ‘ﬁé'li&()‘*%%_‘l @1%%%(:9“(@1%%1{& integrity, and confidentiality of trial
l_ﬁ_ié :l:J Ci) subjects are protected.
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Investigator

1.34 Investigator

B Trial site[c5L\CClinical trial D& | A ereon oo o
== .

Eg btﬁ{i&ﬁ?éﬂﬂ A the conduct of the Clinical trial at

a trial site. If a trial is conducted

J by a team of individuals at a trial

site, the investigator is the
responsible leader of the team
and may be called the principal
Investigator. See also
Subinvestigator.

B Trial sitelCH VT, trialMEHDED D 7
3T —LICENERINSIZ SIS,
Investigatorliz 5T DHdF—L)—4H—

THN. Principal Investigatortt,
LIEN3,

ICH-GCP : EERT/tg % EAF R E SN TLVELY

J-GCPE2%  [EEf/HmEIERMERHTIVS
MXA11CREIBEHTREINEEREREETI L
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Subinvestigator

1.56 Subinvestigator

B Clinical trial F— LD AV /\—T,
InvestigatorlCL->TiE£& - BB Sh.
Trial siteT. triallCIZ D2 EE L £
B (R EZLGREZITOA

e.d., associates, residents, research
fellows

Version 2.0(11/0ct/2017)

%1.56 Any individual member of
the Clinical trial team designated
and supervised by the
investigator at a trial site to
perform critical trial-related
procedures and/or to make
Important trial-related decisions
(e.g., associates, residents,
research fellows). See also
Investigator.
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Sponsor

1.53 Sponsor

B Clinical trial DFE=E . = kU (XIE)

GRCEIEEIBEA. 2. B

X A

Version 2.0(11/0ct/2017)

Zu

R

%1.53 An individual,
company, institution, or

organization that takes

responsibility for the

initiation, management,
and/or financing of a clinical

trial.
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ICH GCP®D)/&E 8|

THE PRINCIPLES OF ICH GCP

B Clinical trialld. ANV VFESICEDC |
IRy Al .GCPA U A éﬂéfﬁfﬁ” conducted in accordance with
B R T LTRDVEIIEESE || e

B CIinicaI tﬂﬁl’éﬁﬁ&ﬁjéﬁﬁ(:s ﬂﬁl’?@ Helsinki, and that are consistent

with GCP and the applicable

*&Eﬁ%&()‘*i%(:t’)f,ﬁﬂ ?# é?h,é *IJE& regulatory requirgm_en_t(;?.
FHNBRBRUTBEELBERT | ececcbiorscand
5:60)&3_5 Inconveniences should be

weighed against the anticipated

B HiFSNB3FRICIHOTREEET o6 benefit for the individual trial

s[s B A - . . subject and society. A trial should
IE= “:‘én%’iﬁ = ('_BED‘ Clinical trial be initiated and continued only if

E’Faﬁ 9{5\ b%%ﬁ?’\%f%é o the anticipated benefits justify the
risks.
Version 2.0(11/0Oct/2017) 15
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THE PRINCIP

LES OF ICH GCP

B FERBEDANIE. RERUVEILICTTS
FRENKLEETH)., BFEN. tE/
FIZEINEEBILSNBINETHD

B Clinical trial D= T3HD

Investigational Products®)

23

SEERER B UBRERABRICRE T 3 4R
BTN B

B Clinical trial

[EFRIFRIICZZTEIN

(£4359". ProtocollCZD RN A H BAFE

ANSEE i =G

Version 2.0(11/0ct/2017)

L SN TV INIE bR

% 2.3 The rights, safety, and well-
being of the trial subjects are the
most important considerations and
should prevail over interests of
science and society.

% 2.4 The available nonclinical and
clinical information on an
investigational product should be
adequate to support the proposed
clinical trial.

% 2.5 Clinical trials should be
scientifically sound, and described

in a clear, detailed protocol.
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THE PRINCIPLES OF ICH GCP

B Clinical trialld. Institutional Review
Board(IRB)/Independent Ethics
Committee(IEC)*NFEHICAFELTZ
Protocol@:&5F U CEE LB TNIE B ola

X BATIIRBNA—AREIG7H . KTFANCIIIRBERTRT S,

B FERB(ICOHTEIEEREUVHEHERBDIZHIC
BeNEELOREICEATEIEEL.
EEMXIIEEEENECEINETHD

B Clinical trialz=#E 958, TOHEF.
AR B UFRRERICED ., FDEFFZT7IC
FHITL S EHFZH/ELTOEITNIE G L0

Bz, Training=Z &M Certificate (Z3&3E) ®Training log
CTREBAY %,

Version 2.0(11/0ct/2017)

H

% 2.6 Atrial should be conducted
in compliance with the protocol that
has received prior institutional
review board (IRB)/independent
ethics committee (IEC)
approval/favorable opinion.

2.7 The medical care given to,
and medical decisions made on
behalf of, subjects should always
be the responsibility of a qualified
physician or, when appropriate, of
a qualified dentist.

% 2.8 Each individual involved in
conducting a trial should be
qualified by education, training,
and experience to perform his or

her respective task(s).
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THE PRINCIPLES OF ICH GCP

B £ COHEEERZFH L. Clinical triallcZ=0 2.9 Freely given informed

consent should be obtained from

3_5 BI(C. g = %‘,ELE.'\(;otélnformed every subject prior to clinical trial
consent’a‘— 7:* FnlEt Bz participation.

22.10 All clinical trial information

B Clinical triallcB39 3 & COE#k(Z. should be recorded, handled, and

stored in a way that allows its

IEEEE#&& ﬁfl:?R& U*ﬁ:IEh‘_IﬁEE CJ:’B accurat_e_reporting, interpretation,
(:_nﬂfib HQD*&L\&U{%@ bja”-ﬂ(i and verification.
YA { A

%2.11 The confidentiality of

" BRTOSTEHLMICT SERIEDBS | o e eapesing
nafi(j: iﬁﬁﬁ énéiﬁﬁugﬁ:(:'ﬁﬁot S privacy ang confider;tialitri/ ruleg in
*&" %ﬁ%d)jﬁz{/ \‘/ tﬁéj’i{%é(:@ﬂ% accordance with the applicable

regulatory requirement(s).

LCHRELBINIE GG 7

Version 2.0(11/0Oct/2017) 18
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THE PRINCIPLES OF ICH GCP

B Investigational ProductsD&!& .
RFEVWRMRFIE. BASNSEEROD
LEEERUVRETEICEATIAE
(GMP)ZE5FLTITO8DET S
Investigational Products|d & RSN 7=
Protocolz2~FUCERAT %L NDET S

B Clinical trialDH o3 EDE & TER
FREHDFEIEERUEZVAT LD, EF
SNGITFNIEERBEL,

Version 2.0(11/0ct/2017)

%2.12 Investigational products
should be manufactured,
handled, and stored in
accordance with applicable good
manufacturing practice (GMP).
They should be used in
accordance with the approved
protocol.

% 2.13 Systems with procedures
that assure the quality of every
aspect of the trial should be
implemented.

4
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Investigator

4.1 Investigator's Qualifications and Agreements

B HE. NEEVZRERND., Clinical trialz @ ECEHR T ETE
BZ3ITDRENZH L. FBASNSRFIZHICBVTKRHLND
ETCDEREHEZBLTLEIINE GG, ShiC, ZFOERE
KU (XIL)Sponsor, IRBRUT(X(X)RHEZHBICLDEREIND
FOMDE N X EICLH>TIOIEEIRR LG NI BT,

5.6MIREBEEEDERE
5.6.1 Sponsorld.
Investigator/Institution=:&E 33 H %

v Sponsor®DInvestigator;® E A&

(EPVYD)IERIETS 85, AHREEER. IECERCLD

. e _ ‘ LW EEY)ICEE LS EHEREL.
ViBEDERERVBEDTrial DEER | + 5B EEEELTODEINEELEL,
*RB-BHURHFOERERUVE | iR ERARICH VT, BRI SR &
DB LEXEEERK TS | ZERORERU (R(S) ERFRBZRAE

MEEDEENTHNDSZEICE. Tno
DERE RV (XIL) ZEESponsorD E 7
o . ‘ THhd,
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Investigator

4.1 Investigator's Qualifications and Agreements

B Protocol. H#H DInvestigator's brochure(IB). & 7 {E%k
K USponsortME T3 EDMDIEFHRICEEFH SN TS,
Investigational Products D&t FiEIC+ &L T
WML, 5.6HfRBEEEDETE

H chﬁvﬁménéfﬁfﬁ“gﬁ:& 5.6.2 Sponsorld. Investigator/Institution& 22 5 i

DEE&ET BHIIC. Investigator/InstitutionlZProtocol

%ﬂ'iu L . :nﬁé%ﬂ' LIE (Tn(i RURHDIBEIRHEL. Investigator/Institutionh®
ARy AR RftShzProtocol R VDD 1B E1RET T DIC
© T+ o BEREESZARINEGELEL,

B Investigator/Institutionl(d.
SponsorlC LB EZRVT R U VSponsorfJ\BProtocoI-IB-%G){H;;Z\E
EER T CICHFILUBICLIER 1/\#&&05*4&)&% L. REICSDLVT
ESFANGIFNEELEL,. |

v GCP trainingz %[} Ch'binvestigator|
Ei"’%’é*ﬂ"lfﬂ Ltriallc& M9 3L |
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Investigator

4.1 Investigator's Qualifications and Agreements

B Clinical trial DX D EEZELR IR B UL ERZEITHEIC
SESEIEE . EDUAMERETEEOET D,

Site Signature and Delegation of Responsibilities Log Trans

Protocol [ Study Number: Sponsor Name:

Site Number:

Principal Investigator Name:

Site Name (if applicable)

*THIS FORM IS TO BE COMPLETED BY ALL PERSONMEL INVOLVED IN THE STUDY AFTER RECEIVING PROPER STUDY TRAINING AND PRIOR TO TAKING PART IN
AMNY STUDY ACTIVITIES -
Site Staff:

Principal Investigator (P1) -
By signing, | confirm/acknowledge that the tasks listed below will anly be delegated to appropriately trained, skilled and qualified staff. | will remain responsible for the overall
study conduct and reported data and | will ensure study oversight. All associates, colleagues, and employees assisting in the canduct of the study are infarmed about their
obligations, and have not performed any study tasks prior to appropriate delegation and completion of appropriate training. Mechanisms are in place to ensure that site staff " N al I Ie
receives the appropriate information and training throughout the study and that a 2-way communication channel exists between staff and self. Any changes in staff or delegation
in staff will be recorded in a timely manner. S H

- Signature

End
[ddimmmfyyyy) '
Start [complete only if prioe to end of . n I I a S
Name Principal Investigateor's Signature Initials (ddfmmmyyyyyl stuny)
- Study Role
-Key Study Task
-Start and End date
End O
Fl Initials &
i -PI Initials & Dat
Key Study Task(s) Start [oomnphete enly I Date n I I a S a e
Name Signature Initials Study Role [choose from fist below) (ddfmemm/yyyy) jprice to end of study)|  (dd/mmm/yyyy)
S
. . - . g, .
-Site'Signature and Delegation’ of Responsibilities Lo
SO
D m

elegation of Responsibility v 3.0 August 13, 2014

| TransCelerate’s template)
22
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Investigator

4.2 Adequate Resources

B SENEESHRRNICHDERDOERGHEEEZzEHSEN
AIRETHD T (BIZ L. BEDELEICLD) SEBATERITNIE
5GYA AR

B 5= 3NTZEiEMAICClinical trialz @ 1EICE TR -#8 T 9 3I(C
BARFMERLTCLVEHNIE LI,

B Clinical trialz @ EN DR E(CEET B8, Clinical trial®
FEHBFRICTRBHOBEYRZAIVIZHERTE, FEYIG
BRI RATERIINE G LI,

EIE(ELGE0 !
BECERFML TSR T DaAEREDAM IV T PEIEATH ZEN BT EBDICClinical trialZz3E i -
T TEHINEIMRET LBLTINMITILY,
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Investigator

4.2 Adequate Resources

.. . _ VUTICETSRHZEAFLEZEE. |
B £ COClinical trial 23Y7(C, Nt RE P EE D s &

Protocol. IBOZE
o ‘ProtocolDZ&E
Investigational Products -Investigational Products® & & -

RUEAOEBIONTH5h Rt S
HHES 2 BINEESEL, et =

B InstitutionlCB VTR EHE - '
ICEFRUBEZRIELEGE . FOETOEANXITHBZEIE TS
EENHBD,

B Clinical triall {23 EF R UHEREZ XTI —EAZZITTLSEA
FIXRANHBI5E .« Investigator/Institution(d . CD{E A X (EXFH A
NZELUCLBEF AUV EET XTI ERIHEICE. RUEMUE
EIERMERSNT=ET DT ZHERIT5FIEZED.

E5e UG TNIETE 0z,
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Investigator
4.3 Medical Care of Trial Subjects

B EEh (X(E®EF EE) DEEERFIZE M Clinical triallC
F’aﬁjﬁ_@?’é@f‘?(i(i‘lﬁi)E‘JU@'C@%JI%'E(CEEI?%’EE:’E&’)%O)
ET D,

B Investigator/Institution(d. #5E%& DClinical trial®
SRR R UVZDEZEL. Clinical triall[CB8E U= K £
BECLERREEREEZDETOEERRICH LT, +50
BEEIMEERECIREINSEZRIITILDET D,
Investigator/Institution(d. GfREICXTTIEBERNMLEERGOL
CEERHHOIESEICE. HEBREBEICZOBETRABINEGLE,
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Investigator

4.3 Medical Care of Trial Subjects

B HEREICEARENVBESICE. FEFEOREDLEC. FRE
([C#RERF DClinical trial DS MICOWVTEIHhBRCENEF LY,

E-GCP%’%% REBRENMOEMICLAEEZITVRIEAICIE., HERE J

DEIEDTIC, HEENRERICSMI S E A ZDERFICAZLEBITNE
Ay AR

B #HE&E(CIZClinical trial®

e 0T MR OB BRRE TR,
ERCSMTMOLNS et TG e

IERERELIMITEIEFIE triallcZ ML T LB CEE MR - HBRRICESR. |

B, #ERAE DIEF & vt - tERNSE L TS AR - L AD |
+SCEELELET, EENLHERIZER. CEODEZEHE, |

B A4 2 v MR- IR L TSR - Al
,%ﬁ;;ifjﬁ%gigﬁgé EENDIBAEE. EHTBLIEE,
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Investigator

4.4 Communication with IRB/IEC

B Investigator/Institution(d. Clinical trialGHsRgIIC.
Protocol. Informed consent form (R UZD&#HR) XU
FDMDIEEREADRBAXEL VI CHBREBOEEFIE (L EFFH)
(2D, IRBNh, BT ADERXEZE=2HZRIINIEG0RELY,

B Investigator/Institution(d. IRBICIRH T2 HFEEZEFED—EiE
LT. &FDIBFIEH T3, Clinical trial R ICIBOHETH G SN
15 &(C(3. Investigator/institutionld . &FHDIBZIRBICiR H
L n(Eaniziy,

B Investigator/Institution(d. Clinical trialfifEZ&LU. IRBD
BEDODMREGIEEzEURHETEIENDET D,
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Investigator

4.5 Compliance with Protocol

B Investigator/Institution(d. Sponsorh'BE L. HELIHEIC
[ZThe local Regulatory Authorityh'E & L. IRBhH&EZELL
Protocol%&=F L CClinical trial2 =i L (TN (3 nk 0,
Investigator/InstitutiontSponsorld,. COEEZERTS
IZHIC. Protocol X [N ICNBERFIEZECERTEIEDET B,

B ProtocolDXETICRHLT. SponsorDEE X UVIRBOEHID
BECEIXEICLSEZEEFSH <. Protocolh rDi&fit
REEBEITHOCUILLIEN, L. ZOEENHEBREDEZD
ERZEETHZHDEDTHSiHE X Clinical trial DEFEHY
FEH(EIAN-DEE, EEZBENERRBE)DHCETEIENDT
Hh3EEE. CORDTEELY,

B InvestigatorX(3ZMDi54 L& (E . KEEEN=Protocolh*
GRR LT AEE TRkl FOEBEEHRBELLIHFNIEE LR,
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Investigator

4.5 Compliance with Protocol

B Investigatorld. #EREDRE R DEIRZREETHHIC. IRBD
BRIDA R LICProtocolh v MR X (X EEZITHICENTED
FDRRICIE, EIRXIIEEORNE R VERAIUICProtocol®
HETEGEUIBIEE) g RENREAIC

(Q)IRBICIRH L. ZDA&E=ZE.
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