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8.2 Rk iERYAAT(Before the Clinical Phase of the Trial Commences)
Title of Document Purpose Located in Files of
X1 HAY XA RTF B
Investigator/ Sponsor
Institution AR E
ABRERFA/
A B AR
8.21 |INVESTIGATOR'S BROCHURE To document that relevant and current scientific X X
FEHAFM information about the investigational product has
been provided to the investigator
WA RER ZHE ERREEMCEE
iaaliREIFA
8.2.2 |SIGNED PROTOCOL AND To document investigator and sponsor agreement X X
AMENDMENTS, IF ANY, AND SAMPLE to the protocol/amendment(s) and CRF
CASE REPORT FORM (CRF) wirm B E AN REZTEERARAEE
RBRANARIEEAEEENRSY (FF ) | EREEEMAEFRRERZAT
BB R EREBA
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8.2.3

INFORMATION GIVEN TO TRIAL
SUBJECT
RHETFREENE

- INFORMED CONSENT FORM To document the informed consent X
(including all applicable translations) LRTHESTHNEERBERE
- SHEFREE
(B2 PIAERERE )
- ANY OTHER WRITTEN INFORMATION | To document that subjects will be given X

- HttEmE

appropriate written information (content and
wording) to support their ability to give fully
informed consent

R ERVAEENEEEN (RBRE
i) - PISFMME TR SMEEE ZEE

- ADVERTISEMENT FOR SUBJECT
RECRUITMENT (if used)
- REERBES (FH)

To document that recruitment measures are

appropriate and not coercive
KBS FRESHEREBNY
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8.24 |FINANCIAL ASPECTS OF THE TRIAL To document the financial agreement between the X
Al B 2 BA 75 A0 investigator/institution and the sponsor for the trial
woiral B T/ A BREB A E RETEE R
S ARRA 2 B ¥ 1
8.25 |INSURANCE STATEMENT To document that compensation to subject(s) for X
(where required) trial-related injury will be available
RIREHE ( WER ) iR IR R A BT REESE 2 @E
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8.2.6

SIGNED AGREEMENT BETWEEN

INVOLVED PARTIES, e.g.:

- investigator/institution and sponsor

- investigator/institution and CRO

- sponsor and CRO

- investigator/institution and authority(ies)
(where required)

R ES AR ZmE - Ald

- EBEFFAGREENERERZEE

- ABREFAGEEBANZEM RS

- ABREFSENZ TS

- EBREFAGBREBNEERER (LE

5 )

To document agreements

B EAR

X
X

(where required) (&

FE
X
X
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8.2.7

DATED, DOCUMENTED

APPROVAL/FAVOURABLE OPINION OF

INSTITUTIONAL REVIEW BOARD (IRB)

/INDEPENDENT ETHICS COMMITTEE

(IEC) OF THE FOLLOWING:

- protocol and any amendments

- CREF (if applicable)

- informed consent form(s)

- any other written information to be
provided to the subject(s)

- advertisement for subject recruitment (if
used)

- subject compensation (if any)

- any other documents given approval/
favourable opinion

HAEAMZIRBIECEEZERTNT :

- AlEETEEREUEBEMRAR

- ERWER (FEH)

To document that the trial has been subject to
IRB/IEC review and given approval/favourable
opinion. To identify the version number and date
of the document(s)

Wik BRETECAIRB/IECEB I ZE - DIKIE
RS 4 7 AR 2 4w 51 B2 ) A
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. BHEAEE
- AEEMEHESHENEEER
. BHEREES (£8)

. SHEEEWE (E8)

- AEEMESRETH

8.2.8 [INSTITUTIONAL REVIEW To document that the IRB/IEC is constituted in X X
BOARD/INDEPENDENT ETHICS agreement with GCP (where required) (5
COMMITTEE COMPOSITION 4C$EIRB/IECHIA AL RFEGCP =Z)
IRB/IECHI#H X

8.2.9 |REGULATORY AUTHORITY(IES) To document appropriate X X

AUTHORISATION/APPROVAL/NOTIFICA
TION OF PROTOCOL (WHERE
REQUIRED)
TEXBHOREENRBAE B Y

Zi5 )

authorisation/approval/notification by the
regulatory authority(ies) has been obtained prior to
initiation of the trial in compliance with the
\ | applicable regulatory requirement(s)
#CER I R BR R 98 2 B S BR AR RRA AR IER
YR 2 B S IR A AR AN

SEE

(where required) (&

[Sa==3
RS

(where required) (&

E=dh
RS
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8.2.10 |CURRICULUM VITAE AND/OR OTHER To document qualifications and eligibility to X
RELEVANT DOCUMENTS EVIDENCING | conduct trial and/or provide medical supervision of
QUALIFICATIONS OF INVESTIGATOR(S) | subjects
AND SUB-INVESTIGATOR(S) wHATHER R/ EERHE ZBEREN
ARFEFANBEARIFAZEERS |ERRGEY
re ARE EARRE A AHRA S

8.2.11 | NORMAL VALUE(S)/RANGE(S) FOR To document normal values and/or ranges of the X

MEDICAL/ LABORATORY/TECHNICAL
PROCEDURE(S) AND/OR TEST(S)
INCLUDED IN THE PROTOCOL
AEBETEEPEB/IERE/MER K/EE
BrIEEE R/ EE

tests
iSRRI EE E R/ EE
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8.2.12

MEDICAL/LABORATORY/TECHNICAL

PROCEDURES /TESTS

- certification or

- accreditation or

- established quality control and/or external
quality assessment or

- other validation (where required)

BERIERE/INERMER L

- FEE

- woae v 3¢

- BUumBEHI RSN mERTE - 2

- Hibasd (LER)

To document competence of facility to perform
required test(s), and support reliability of results
ATV ERB AT RRAERTIEE
HREET]

X X

(where required) (%

FE)

8.2.13

SAMPLE OF LABEL(S) ATTACHED TO
INVESTIGATIONAL PRODUCT
CONTAINER(S)

ARBER AR EHER

To document compliance with applicable labelling
regulations and appropriateness of instructions
provided to the subjects

AT EHEBENEE AR AEREZHAENES
INZEE
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8.2.14 | INSTRUCTIONS FOR HANDLING OF To document instructions needed to ensure proper X
INVESTIGATIONAL PRODUCT(S) AND storage, packaging, dispensing and disposition of
TRIAL-RELATED MATERIALS investigational products and trial-related materials
(if not included in protocol or Investigator's wirtERARER NG REEM B ST -
Brochure) B B KEEMTE 2B
Al BR ZE 0p A BR AR RV R 2 IR B AR AR
(GBI ESUETBAFMLEERK )
8.2.15 | SHIPPING RECORDS FOR To document shipment dates, batch numbers and X

INVESTIGATIONAL PRODUCT(S) AND
TRIAL-RELATED MATERIALS
Al BR 22 Kl BRAHRBA M Rl 2 B AT iR

method of shipment of investigational product(s)
and trial-related materials. Allows tracking of
product batch, review of shipping conditions, and
accountability

#CBRa B2 m M Er BR MHRE AR 2 SR H R - HHb
5%~ BETTA - LUEBMERLSE - B IRG 2R
KiER

(17
e
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8.2.16 |CERTIFICATE(S) OF ANALYSIS OF To document identity, purity, and strength of X
INVESTIGATIONAL PRODUCT(S) investigational product(s) to be used in the trial
SHIPPED foix AR ERARE R 2l B EmasE - BE
CE AR B EE m 2 DT & A Sy
8.2.17 | DECODING PROCEDURES FOR BLINDED | To document how, in case of an emergency, X
TRIALS identity of blinded investigational product can be (third party if
BB RIERER revealed without breaking the blind for the applicable) (¥
remaining subjects' treatment F=7)
wirEESER N - B aliREEm oL
BrRZAESD  MABREAEMZHE 2R
BENE4EE
8.2.18 | MASTER RANDOMISATION LIST To document method for randomisation of trial X

ek D BCSE

population

foER R B A RE B D BCRYTT A

(third party if
applicable) (78

FE=7)
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8.2.19 |PRE-TRIAL MONITORING REPORT
Al ERAl 2 BORIER S

To document that the site is suitable for the trial X

(may be combined with 8.2.20)

foirRl BRI PR TRl iR 2 @M ( IJE28.2.205

)

8.2.20 | TRIAL INITIATION MONITORING
REPORT
Al ERF a2 BRI S

To document that trial procedures were reviewed X X

with the investigator and the investigator's trial

staff (may be combined with 8.2.19)

wixmBREFARGBABEERGARETES

( OJE48.2.1956f )

8.3 ERIASEE#MITHARE (During the Clinical Conduct of the Trial)

Title of Document Purpose Located in Files of
N 1ZE HEY X4 RIF RS
Investigator/ Sponsor
Institution AREEE
an bR £ 5 A/l BR
e
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8.3.1

INVESTIGATOR'S BROCHURE UPDATES
SEAThRE T AT

To document that
investigator is informed
in a timely manner of
relevant information as
it becomes available

#C £ 1H B8 & &Ml £ oJ BY
BRAEREHKAH R

EFA

8.3.2

ANY REVISION TO:
- protocol/amendment(s) and CRF
- informed consent form
- any other written information provided to subjects
- advertisement for subject recruitment (if
used)
PUN RO fER]
- ABRETES/EEMARERESEER

- RAERES

To document revisions
of these trial related
documents that take
effect during trial
#CERTE R AR HARE 2B
Y35 Lo Gl BR AR R S
ZIEE]
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- HOHEMERAREENERER
- RUEEASES (FH)

8.3.3

DATED, DOCUMENTED APPROVAL/FAVOURABLE
OPINION OF INSTITUTIONAL REVIEW BOARD (IRB)
/INDEPENDENT ETHICS COMMITTEE (IEC) OF THE
FOLLOWING:
- protocol amendment(s)
- revision(s) of:
- informed consent form
- any other written information to be provided to the subject
- advertisement for subject recruitment (if used)
- any other documents given approval/favourable opinion
- continuing review of trial (where required)
SHAEBEHAZIRB/IECEEZERSWNT ¢
- ABEFTESEEERA
- DURXXHIEET :

- RAEBREE

To document that the
amendment(s) and/or
revision(s) have been
subject to IRB/IEC
review and were given
approval/favourable
opinion. To identify the
version number and
date of the
document(s).
ACERBLEEE R/
FIAB B&IRB/IECE
B Rz - TEAX
HRUAR A AR 5% & 2 HA
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- HOEMERAREENEEMER
- RUEEBARES (F8)

- EUEMERAEHE

- ARNFERE (VER)

8.34 | REGULATORY AUTHORITY/(IES) To document X X
AUTHORISATIONS/APPROVALS/NOTIFICATIONS WHERE | compliance with (where required) (5%%)
REQUIRED FOR: applicable regulatory
- protocol amendment(s) and other documents requirements
HOERMB R EEWBAE DU S 2 IR AN AERBEERERE
- AERETESEE RS EAM G K

8.3.5 | CURRICULUM VITAE FOR NEW INVESTIGATOR(S) (see 8.2.10) X X
AND/OR SUB-INVESTIGATOR(S) ( £78.2.10)

HrAVELER EIF AR R R AN RE
8.3.6 | UPDATES TO NORMAL VALUE(S)/RANGE(S) FOR To document normal X X

MEDICAL/ LABORATORY/ TECHNICAL
PROCEDURE(S)/TEST(S) INCLUDED IN THE PROTOCOL

values and ranges that
are revised during the

trial (see 8.2.11)
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AR EETER/ERE/INEFMRBNIESE/EEZE

foirTE R AR A IER]

W MIEREKREE (2
%18.2.11)
8.3.7 | UPDATES OF MEDICAL/LABORATORY/ TECHNICAL To document that tests X X
PROCEDURES/TESTS remain adequate (where required) (57%)
- certification or throughout the trial
- accreditation or period (see 8.2.12)
- established quality control and/or external quality assessment | #C &5 21 5, 52 HA & X
or ZieBmERE (28
- other validation (where required) 8.2.12)
BEIER=EIMIERARR BN
- FE=E
- woae v B
- BumBEtR/ESNImERHE - 5
- BiE ( LER)
8.3.8 | DOCUMENTATION OF INVESTIGATIONAL PRODUCT(S) (see 8.2.15) X X

AND TRIAL-RELATED MATERIALS SHIPMENT

( £[18.2.15)
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Al BR 2% An Kl B AR A AT R 2 1B IR AC B

8.3.9 | CERTIFICATE(S) OF ANALYSIS FOR NEW BATCHES OF (see 8.2.16) X
INVESTIGATIONAL PRODUCTS ( £7i8.2.16 )
bR BR%E @ 2 AT F3ARR AR
8.3.10 | MONITORING VISIT REPORTS To document site visits X
BRI RS by, and findings of, the
monitor
#C BRI E R E AN
R 3E3R
8.3.11 | RELEVANT COMMUNICATIONS OTHER THAN SITE To document any X

VISITS
- letters
- meeting notes

- notes of telephone calls

B ihahR Z SNV ARRE B B ACER

agreements or
significant discussions
regarding trial
administration,
protocol violations,
trial conduct, adverse

event (AE) reporting
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foixEE R EE B
e BREtESE - Bl
HITRARSHRS
BRENBZRIERR

N
Ml

8.3.12

SIGNED INFORMED CONSENT FORMS

KBRENRHERTE

To document that
consent is obtained in
accordance with GCP
and protocol and dated
prior to participation of
each subject in trial.
Also to document
direct access
permission (see 8.2.3)
wrrsuzHES
G ERAl - HUISSEH

BEENBRETS
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GCPRERETES -
WEAFHE - ER4
R EREERSR
EFO] ( £/8.2.3)

8.3.13

SOURCE DOCUMENTS
IRIGS#F

To document the
existence of the subject
and substantiate
integrity of trial data
collected. To include
original documents
related to the trial, to
medical treatment, and
history of subject
AoER 2 Al B RUIARR

Ae ARFTUWE BB 2 58
B o WaREastEe -
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BERNRmEREM
FEAYIEAE R

8.3.14

SIGNED, DATED AND COMPLETED CASE REPORT
FORMS (CRF)
Kz HIFHPEEENERKREER

To document that the
investigator or
authorised member of
the investigator's staff
confirms the
observations recorded
ACERALBR E 4T A
EHEN R A BER
PRACExRVERZ21E

X
(copy) (BIE)

X
(original) (IEZX)

8.3.15

DOCUMENTATION OF CRF CORRECTIONS
FIERERBE R A0

To document all
changes/additions or
corrections made to
CREF after initial data

were recorded

X
(copy) (BI )

X
(original) (IEZX)
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ACIRTERIRBUR R AC
2% HEZERS
RO PR B/
1B EEIE

8.3.16

NOTIFICATION BY ORIGINATING INVESTIGATOR TO
SPONSOR OF SERIOUS ADVERSE EVENTS AND
RELATED REPORTS

e B EFAGIREZTEZEREIARSHFRERARS Z
3B

Notification by
originating investigator
to sponsor of serious
adverse events and
related reports in
accordance with 4.11
#leasn B A MK

4 1VRE Al B
BEZREARSEHR
THEAR S 2B A

8.3.17

NOTIFICATION BY SPONSOR AND/OR INVESTIGATOR,
WHERE APPLICABLE, TO REGULATORY
AUTHORITY/(IES) AND IRB(S)/IEC(S) OF UNEXPECTED

Notification by sponsor
and/or investigator,

where applicable, to

X

(where required) (&%

%)
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SERIOUS ADVERSE DRUG REACTIONS AND OF OTHER
SAFETY INFORMATION

A BREE RS REFAMCER B KRB EEHE K
IRB/IECEBHIFFAEmBEEAR B REMZEEE

regulatory authorities
and IRB(s)/IEC(s) of
unexpected serious
adverse drug reactions
in accordance with 5.17
and 4.11.1 and of other
safety information in
accordance with 5.16.2
and 4.11.2

Al E AT E R/l i
FRAMKS.17K4.11.1
MO EEHE K
IRB/IEC3R %R 3F ¥8 H %
mEEARRE R
5.16.2K%4.11.2/R E i
HWEMZ M E
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8.3.18 | NOTIFICATION BY SPONSOR TO INVESTIGATORS OF Notification by sponsor X
SAFETY INFORMATION to investigators of
AREEZAERERHABRERFALZEZUERN safety information in

accordance with 5.16.2
Al BR AT 11:5.16.27R%
ERHEBEEFTAL
EHEE
8.3.19 | INTERIM OR ANNUAL REPORTS TO IRB/IEC AND Interim or annual X

AUTHORITY/(IES)
%A 2 IRB/IIECR EE#EE VP FERS

reports provided to
IRB/IEC in accordance
with 4.10 and to
authority(ies) in
accordance with 5.17.3
K410 ERE R
IRB/IECLA K #K5.17.3
REMEE T EWRA
ZHDPSFEHRE

(where required) (5%

%)
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8.3.20 | SUBJECT SCREENING LOG To document X
2 B BB ADBR identification of (where required)
subjects who entered EFE)
pre-trial screening
RS NN BE I B 8
BFZZEHENSGD
8.3.21 | SUBJECT IDENTIFICATION CODE LIST To document that

REESDNER

investigator/institution
keeps a confidential list
of names of all subjects
allocated to trial
numbers on enrolling in
the trial. Allows
investigator/institution
to reveal identity of any

subject
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#oikal BR i A/ B
ERREF—DETR
- 2AMBEHER
R 2 RaBERB
B ErBREFAM
BRI —0I
REaE

8.3.22

SUBJECT ENROLMENT LOG
el B M AL

To document
chronological
enrolment of subjects
by trial number

#CER IR B AR A (K BR
RFREIRFMAAZHE

8.3.23

INVESTIGATIONAL PRODUCTS ACCOUNTABILITY AT

THE SITE
EalRPONERERBEEE

To document that
investigational

product(s) have been
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used according to the
protocol

#C BRI BREE M E IR
AbREtESEH

8.3.24

SIGNATURE SHEET
BRI

To document
signatures and initials
of all persons
authorised to make
entries and/or
corrections on CRFs
ACERPT A SIS ETA
KIS E IE AR ER
EHRRBRERMEE

8.3.25

RECORD OF RETAINED BODY FLUIDS/ TISSUE SAMPLES

(IF ANY)
REERRIABEEAINLCE (B8 )

To document location
and identification of

retained samples if
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assays need to be
repeated
EREEENNT - A
BRI IR AR AR Z B
RARAR Z W E

8.4 TERUERSTAEN4R1ETE (After Completion or Termination of the Trial)

Title of Document

XA AR

Purpose
By

Located in Files of

MR HIRE

Investigator/ |  Sponsor

Institution | FABREFEE
AR ERA
/R BRIER
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8.4.1 |INVESTIGATIONAL PRODUCT(S) To document that the investigational product(s) X X
ACCOUNTABILITY AT SITE have been used according to the protocol. To
ABRZERERTLOZHEEE documents the final accounting of investigational

product(s) received at the site, dispensed to
subjects, returned by the subjects, and returned to
sponsor

ikl R m 7 AT ERETES - ikl
REmRERP O ZEW - BAREE R
AERONFEADBEZTE I ERES

8.4.2 | DOCUMENTATION OF INVESTIGATIONAL | To document destruction of unused investigational X X
PRODUCT DESTRUCTION products by sponsor or at site (if destroyed at
Al BRZE MR 2 S SR ACER CHEAERAZERERARABRETENRBD | o0 FEART

INEH D)

179



F 8 EZMIR

8.4.3 |COMPLETED SUBJECT IDENTIFICATION To permit identification of all subjects enrolled in
CODE LIST the trial in case follow-up is required. List should
TEIEEBINAER be kept in a confidential manner and for agreed
upon time
REREEBNS - EFrAsEm A
SoowpE - RIEREB T REL KA ERE
(X3
8.4.4 | AUDIT CERTIFICATE (if available) To document that audit was performed X
EZEEQLT) (BAR) ACEE CMAITIE
8.4.5 |FINAL TRIAL CLOSE-OUT MONITORING To document that all activities required for trial X
REPORT close-out are completed, and copies of essential
AR AL R BRI S documents are held in the appropriate files
WA BRERZPIEEFEExA - BEd
BEXHZEIRECEZRIE
8.46 |TREATMENT ALLOCATION AND Returned to sponsor to document any decoding X

DECODING DOCUMENTATION
70 B K FRS A0 B

that may have occurred

R BRERTE LA U B 3 7 AR
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8.4.7 |FINAL REPORT BY INVESTIGATOR TO To document completion of the trial X
IRB/IEC WHERE REQUIRED, AND WHERE Ao 8% B 7 ST X
APPLICABLE, TO THE REGULATORY
AUTHORITY(IES)
WERBREFF AMIRB/IECLUR EZRE KR
FERBRERERRS
8.4.8 |CLINICAL STUDY REPORT To document results and interpretation of trial X X
i R BRI ikl B R IR (AR (i applicable) (%
#EH)
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