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1. fré8(Introduction): (HE|FILFTTH)

2. —f%ME[FEB(General Principles):

3. BEBMZEEISR (Selective Safety Data):

(1) 11¢f(Introduction): (B4 & [&x1B H5EHY)

(2) —f&M:FH AT (General Principles):

(3) #EFEMZA 288 (Targeted Safety Data Collection)
4. F{THN F7E(Methods of Implementation)

5. HAMHERER

1. fré48(ntroduction)
1.1 i
12 &8
1.3 &EiFE

2.—R% MR Bll(General Principles):



A. BtEHERZE2BEBUREEIER ( Types of targeted safety
collection)
Bi:
® JEEEN B FEZE4(Non-serious adverse events)
o EF(RHEE) GEER GEEEINN) RV HT TR B (Routine
laboratory test after baseline)
it JAEEE G (baseline): {EREREAERAN A SZ5\E 1% » WA B FIE=CAG BT 9CEEY)) -
i2— B AR A (Run-in Period) » ARSI T ECRT—ERHF AR » 225l 2L
A5 R o BEEART R A2 a2 BT B (Washout period) » DABR 5%
A EREN 2 R B R AL R A B R FE 2 2 - B AMAMIER
B ARG H &G TIRERY) - BOS AT H IR Tt eey) -
P EEESA YRR IR E R - RILE A2 M EEZE AR -
EEE AR IEMEAIL AT EMEER - BETETELEESFEA
TAEMNZEE - 2B A BRI EGES -

SESERE R A= 8d5 (Baseline Information):

- NE AR - MR

- REE - BURE - WA

- BEPRRESE

- EREHERTEREEREEL  WRERAAKE BIRENGS R ERE
1855 ~ T - 208~ fREEENSETSE) TR -

® =TIk AH A GIFRER R FEIR )R AL HZEY) (Information
on concomitant medications after baseline)

® foix (EREAaReED

' )D\EE

DB R 2 88 By (safety data should ALWAYS be collected):
® LT

® &2 F {4 (Serious adverse events)

® HFEAVT B JE(Adverse events of special interest)

® FivkHfmEnE s (Laboratory data of special interest)

3 F T M Ay 22 2 B (Settings where targeted safety data collection

is not appropriate):

® (= F#E4E A %% (Drug discontinuation)

® B EERE\EE(Withdrawal from the trial)

® N EHARVHLEE/[A]52 (Unscheduled study visits): DURE 2\ E e
RN BT

® [ (Pregnancies)



® I H HRGIEFE Lactation (exposure of infant)

WSeiE b a N EE 2 DA AT AR DU N A
1. R AERAME(Causality)

2. #4 % (Incidence)

3. I EJEFLFA R ERE (Severity of adverse events)

4. B NEUE4E A O EHIEE( Populations that are at risk)
5. Fi= < ERH{% ( Dose-response )

HLARZR A B A 7R B ESR YA KT EE BA
JRUfzHY -

A A 2 B R ER IRE B (targeted safety data
collection is not appropriate) > 552 B2/ 8% N O] SO e e T FEZS B e
AR ENZ2EE - oA R g L 2 i e o H
EEHN A ERE - JER i Z2Et  BRI=EH%E - S BT
EIETEGRE MR REEREY T o Pl -

® EEIUER  (population subsets) 2 APV 2 E R AR RERFHY
SHEHY ] MR A TRAY - FEE A FEZ WA T iE SR A BT 5
HEERHI R EE (BREIREEAN REAERE) - § » 1R
SURFEE > i AL 2 DR AR R B E SR
IREY > Rt Z 2 BB I E AT RE A B S e AR [1HR
AENEEY) (BRI AR E DTS g A EEE - JERT LEYE
5) ]

=¥ A Geriatric

5LE Pediatric

H I Geographic

AJiE Race

JEEF Ethnicity

JZFEY Vaccines

WERSERZ 2B LT G RRN R © A RSy AR
AR A] A BLELR N A M B A R © RS - AESE Bt
R 2 B E R SR R R B AR T - (ERR MR R
St E R R e BT 2 B R VRt RS e B
B\ < RIRYREH AR ZE AT AE e EE Y » (I B FRE R R EA
CNZE > BIERE > S0RE - R A EEE
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® (EHELENN o WA B AT R S e e MR R B AT

e EA B E A0 K 7GR BRI B ETE -

SRAG R Y AR A B e e e T R E R HAVIASE « ML

EMEIRIETGES ¢

(1) REFEMIIE T EarnRaE R - AKRH IS A A s
HYHETT

(2) MBERIRERTH O B2 e - [HsalEs T i APDEZ B A S
EAfJEFE(Be a disincentive to investigator or patient
participation) °

52 K(106 £ 11 A 14 H)
GRS RIEH VR

B. Z2BR ISl B BT EE” (When are safety data “well -

characterised?”)

—fIME > HIEEEET % CIE S E e L2 %5

TR RENSFREN T

® IElHAE - IEEAVEGR - BIEEE - SRR IRIE R 2 BISRR
%ﬁ%ﬁﬁﬁﬁ%%gﬁ% E’\]i‘%ﬁﬁ(characteristics of subjects used in previous clinical
investigations)

® (ER[FIRRRPREBAT S - JEBEE B A A R R R
(IPNCEIk G ot TR N SN NG i - 7= R NS
il ~ FEHE ~ HEEf(e.g., demographics, regions, races, ethnicity)

® I N[EIHYE M T o JREEE N IR AR Y R R R DL (RS
TRy A IR B SR R A ie Bl 5o 28)

® i {E IRV LU o B T

RZEAITERAE ARG I seay H AR - BfE DARTAVER RS/

}&ﬁ%?%ﬂ’\]%ﬁ%ﬁ [3%% o The relevance of each of the factors depends on the

objectives of the planned study in relation to data obtained from previous
investigations/approvals.

C. ERRSERIERELSS A ZZZE Ensuring Patient Safety within Trials

¢ EIRAETEAZARAZEE 2HEN
1) Pri&zal EHIMELS
2) TR LEE LA TR g B FE 38 b

o AREAFEHIVINE L N FERZ 2 BTN » DIOrrE B aI(
NFEA] o BERIRELZZ 2B » WA SHEMERYZE 2 MR N S i
TE Ry T G - R T8 EAR I 2 i s 4 78 0 BB I E
HA REA - (BRI e el E BTN - f
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A ER g S e MRy EE s, - Ry B b s T AR U B
MIETIE T o FEZ AT S Bl By fB g v B A A e o 20 50 v ke
EE e > QMRS FE 2R sk R & th B S 405
B Ze5 A (Sponsor) o AEFRRERE N T RC#k M AaSRgs 5 - iln -
WA R R e S 55 & (Protocol) THHLE Byl g B8 A B FEEE(
FERET: 2 FHR T R ES G -

D. ﬁi’sﬁ?ﬁjjﬁ‘é"%ﬁﬁ Early Consultation with Regulatory Authorities

L TTERARE BRI (8 B0 M 22 2 VB [ 55 Targeted Safety
Data Collectlon (TSDC) - JEFRE B E RIS E - AR ERRR
arl S H ] A R A R (BRI B R A E HY VG 9T

BEEEGEHED ZEBRREE
SECTION 3: TARGETED SAFETY DATA COLLECTION

AT R BE R R 2 = B R e R B e
Types of Clinical Investigations That May Be Considered for Selected Safety
data collection

TR Ry e R 2 2 R W SR RE PR T YIS TH - (HE > 25580
N EWEAHE R Z 2 B — 5 - A S 2R o B A EM
E’])ﬁ%

AR A EE
1. T T
st RSN TR EE 2 e MR T A S R R a2 BT EEE TS -

ﬁﬁﬁﬁﬂﬂ’]@ﬁﬁ}J«‘ AR RIS - 0 BN R ) DA
sy BB REEAR (DL BRI N LI a5 > BRIt 30 HRIaae) s -

ARG AR B ESEARBIHR A R AL O CUm S50 - AT S& iR
TERL BRI A T

ARG AL R G RE R i i IEAER ST BT R 1T
ERA Y 7 A

AN B T A AL Y E R R B R B e o 5 B S8 YA TR

2. WA BEIEEMSE[CEeERy; & E45EEIHIELTE (Non- inferiority )
F - AR B (endpoint)]  E BRI ST EGEERTY el E RS
(population)—#HE FIECRE AR - BFFSERYIEAY O] DASE R AKER(L AT
HfE
(1) AfF5E H A BRI E R (endpoint)

(2) AR ECE s S (Comparative effective)
(3) SR > EIEHR féEE‘% 2o A



(4) RFHEFFRAVA BEAF - HA0: g2t ~ LiifgEk

(5) A B & AV A M (Real world effectiveness)

(6) FHEEmAE LiTg  EEETETERY A4 (Measuring
effectiveness of post-approval risk minimization activities)

(7) 355 N B g /514 (Registries) it (22850 (E2E(BE M2
Fitdals) |

sL S ECH YA ST MY 2 BRI - BTl e £ 5
M2 2 EHRUEE > HTRIIEMESC R BHR IER - TRV IR AN EA s ]
Eh R RE H HHIEEE -

5 NS B 5% (Registry) BT DUE..... DIJEEY “BRE R AVEdE
HILIES 8% (Registry WHFE S EEY) FE L LUERS "HE IR #YEE
FIEBIEULE - B0 - 8P HI S Bk (Registry) ISR AR H w2 HY S
LR -

& B ARG PREA BRI 7T AU EERE (population) [ B2 2 B &
THEE T AR Y BE#E (population SRR » 222 BB IR G IE F TR 58
SR eI (endpoint)

2% ICH E8  ER IR\ B — R MR RIIER 1 etk
Example for ICH E8 GENERAL CONSIDERATIONS FOR CLINICAL TRIALS
Table 1 - An Approach to Classifying Clinical Studies According to Objective Type of

Study

Objective of Study Study Examples

Therapeutic + Refine understanding of

Use benefit/risk relationship in general
or special populations and/or
environments

¢ |dentify less common adverse
reactions

« Refine dosing recommendation

e Comparative effectiveness studies
» Studies of mortality/morbidity
outcomes

« Studies of additional endpoints

e Large simple trials

* Pharmacoeconomic

% 3 R(106 F 11 H 15 H) 4455w HAVRZE
BITHIT A

SECTION 4: METHODS OF IMPLEMENTATION (DAY 3)
Method of Implementation
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PRl B2 2/ el R s

e RE = T (a5 T)E =

o o R B i e B AR R AR

e Rl FH (IR B2 B RS A0 - s+
Et%f%# (Physicians and patients have the option to report events to
regulatory authorities)

fife O B Y SN BB 22 i DU ST S i TE 2 2 RS

UERMRAARE ERAE S AR s 8 S NIRRT - B & s
MR AR LEFR DU T — s a5k - B N RA]
H "EERE AR R AR 2 ER - K
REWER T 2= P B S LS R M E AT MR RG PR B T S DR
(protocol database) [ -lIERIH  A]AE R EEH @ EAR A 7R 27 2 BUR R
THVRE - AR 2B R R R L 2B AR 8 E T LR
(HAAEAZERRGERTREE 2P - BRI A S 2R B m] DUEHFE A 1]
RS A R TR S 22 2 H 1 -

kD2 VBRI AR LERE L N — B AE A -
Y NEEREITE . "B AT AT AT (5
A ZEEE - HEE SR T E SRR e =S T
FEAIRRA -

2. WARATH B E I HIIRR B RSP R -

WEERTH R E - B4 (Serious Adverse Event /SAE ) B DK%l
b R e |25 (protocol ) FE FEHYE o] AEST #if - © SAE BIFEEFESE
THY AE > Bl Bt AR A e Ee 22 IR EF o AESI 2iRIEE%
YIE R G BOCREE Y “HimEbn” R/ R R o]

SEHARBAT R b AEE R » BT BE R 4E TR Ty e G =UE T R
M > ECEFIE T (pre-specified manner described in the individual study

protocols) o FULEEASMYIEELE - REAA RO EEAHHIEEIE

11



i A E DI TUC R A 2 2 VRN - (B8 74 ] fE 2 AT HUHY (may
be advisable) °

3. PR BRI A B T/ AR

e Ul PRE U T35 (protocol ) TE FRHVHRAR B B s Bd (DInIfiREs: - 2
RABEE > HFREAH) - AEapRofl o O EEDHE ] DRSS TE
M AH (5 A E T 7RUUERAEE 18535 (protocol )BT E AR WU SR B Bk
o G0 > R ERRARRVERY) - S SRS Y B R L S R
R R E B AERVEEIRE: - 28 - WEIRICREEETEE
(protocol B 2 7B S SRS FEIRHI - Y 7 L AR BB A7 o
HELTHHEL (using a tailored approach) -

4. ZEHBEAHENZ 2EBIEILE -

Ao R A A BRI R S A QI BT 0 o e AU P B R 22 2 0 -
o] DU B R PR B B AR W TE 5 B R R L SR TR 22 2 MR A
B2 BB R R L A 5T F (protoco ) T E BN EAVE D - &
Fil 7 0] DS BRAAETE & > BT 48 WL 7.5 22 (well characterized)
HIRTA B B TR (subset) B BB ETT - BN BIREIREA BRI
7% BE R SE RS (MAH) 75 252 R A 1 S HREE B5 ] (care
monitoring)fZ#E » DL R SETHAEAE 72 B4 o] 52 B2 2 MBS UL SR B ER o
PEAN » AERELENT - OIREIEAE* /i AT Z w /) (virtual office visits)
B B2 H] 0 (electronic monitoring) K E I 58 N2 2 BHE N g
B n] e — R DR EH I EIRIE A E -

*E fb/EEF{EEEREE (electronic clinical trial ) : FF#EER N ZEZHRY

(virtual office visits)5EE &5 1] /% (electronic monitoring)

5. HANEHERGERT A -

HoAth RE PR BRI SR RE PR A e SRRy 7 ELFERaahix -
FHY BRI R AN BB RO 7 - Bt K ey
L VBRI - (HEETERRERY —40 A - SRS RS R B ]
RERVELER > BUE AIA N Wl o U e REEYZ 2 MEEUEE » HIATLL
PREVERRY R BB 574 » R0 (well characterized Ay &2 I
H TR ES TR Z 2 EBIRUNSE Ji7A (tailored safety data
collection approach is) » {HIERHULERARMI I 73 e R (B0 > B

12



o BREREGEMEL) RERLEENSG L2 EREE -

W% AEFEE T A g YR/ DN E R 2R E A O
= B TH SR (study visit) WY REEHERR - fl0 » B R E
HIA REHE R A WA —ZEAH (visit) TE ST A [
i MABEARZEFEIME B - (R 2T = EdEry il
T UUEEID VYA BERISEE" B E(an annotation such as ‘no
remarkable findings’ /i@ & FVEME BEE ) 1-F HILE S THgE RIS
g0 [E{E (without collecting entire laboratory panel values) B] §EFE e 5 | -
FEEAITER T - B8R/ R (MAH)ES E FER D BRI - Fatk
T SR ARBSRT B T {E (ogistics)  LUREIRBRFRSABRIT S Rl
2 DAAERS o

B BB ERZ 2B ERE FE R - BIEETE
BRI S 353 ( tailored data collection protocol) B] DAELFELL 75
HH A —E B > SiE N - 28 THNEBIBIEN EZ 2 2
EHN A GEENZ 2 - 5% © MAH BIEZ 7 R E S My EE s
Wl S B AT BB R R AR RS & DU Anfe i it & B 7E R U SR

17 7%(tailored collection approach)jz 4= 4 HY FLfE AR B i L EETT V222
=K o

[=Pan

HAMAERAEYAE A K. GCP AHRRAHY L
SECTION 5: RELATIONSHIP WITH OTHER
GUIDELINES/REGULATIONS AND GCP-RELATED DOCUMENTS

5.1 fHREAYAERIEAEHH (Relationship with Guidelines and Regulations)

- ZEiEEH(Refer to ICH E2A, E2D and relevant local regulatory
requirements)

- ZEIREEAEES Multi-Regional Clinical Trial: (Refer to ICH E17)

- AR E-E R REERTE B SRl #% Risk-Based
Approach: the updated GCP guideline. (Refer to ICH E6(R2))

- Quality by Design/Built-in Quality: (Refer to revised ICH E8 and E6)

- Basis of E19 Guideline: (Refer to US FDA’s Guidance for Industry
‘Determining the Extent of Safety Data Collection Needed in
Late-Stage Premarket and Post-approval Clinical Investigations)4%

- BRSSO  EHIETRE(S CIOMS VI To ensure
13



that a product is well characterized through appropriate safety
assessment during clinical development, it is also recommended to
refer to the CIOMS VI Working Report “Management of Safety
Information from Clinical Trials™.

5.2 BUE BEEIRE R EER S 4 Relationship with S0 P27 &)
Iz #E (Target Safety Data Collection/TSDC) and GCP-related
documents

- W& FM(Investigator’s Brochure), <753 6] = 2 (Informed
Consent Form /ICF), Study Protocol, and Informed Consent Form
(ICF).

- WFFEETE (Protocol)

- 2 F[E=ZE (Informed Consent Form /ICF)

- EONETE/4RE 5875 T#E | (Monitoring Plan/Statistical Analysis Plan)

- REERITFEHE 5 (Clinical Study Report)

- AL RS (CTDY i1 A RS

- (PIORE TS Y RASE M 4T e.g. a pivotal study for an
additional indication ) » #HFHFlT 4 (CTD) FI/EGEAR] Fiifg
EFFIH A REBEA(AE) RIS 1@ RE TSDC {rRFsR MM
HIFER -

sa CIOMS F A FIEE = TR RS eyt 758 - DUFRE

S5 4 HORE SR (DA RS EETT 00 -

254 K(106 £ 11 A 16 H)
[ EER TS r4aHTE 77
1.1 HHY :

AR AL R A 1R 1] E iR ek bt bt - PR AT 2t
FIVERYTARWESR 28R - DU E TS 57k SRRk
HyZEAL -

1258

Pk E MBS tE T IreE B E AR A 2 R E L N RV EE
L ReEsE EETAKEYE A H GTHEE2BIREIRIT ST - fir 4 T E TR
(Regulaton) FIZEZ AT KA AENEE T se e R E A B A5
T e AR R AR S 5 T & AL ERTF 25 -

14



HERIMS (82 a i DI EL - B8Ry E REIERHSE e
FERIECEREY > HEEE A2 QIR E At 7 28
BRICR AR RE R ERY - AEETEIEN T > BRERHTZE 1 AR UCERRY —
ELEE Al e SR VA TRAVERY M 5 SoBds nl e B0f. © JEREEf B
2 ENERERE  BSeE > SRt EayiaR -

R T AR S M2 2 B S 5 (ailoring safety data
collection in) » JEHEEE EEHE » HE(THES (5 H BRI » 50
T T DMEE AR R ERS B T RTRIZE » BT BN B R -

106 £ 11 A 17 H - 18 HiRH]
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B~ DREESREH

R R RIS E N R B M R A SO EaRg Bl - HE Ryik
RUEALAER > WK ICH B2 i E19 2RI SR TR/ - 1%
REFUEAE 2L ICH E19 MBSl ~ 28R ~ &5t KRR B A
A R S AR S R AR AT LIE/NE - &b 1 2B e 5% H
NPT HE SR w8 E ICH HIETRAIDARR - &
AR/ INHRE AR A B PR e = MR R UUER B S A B S R A A AR
TE DT RS I AR LR - RS R L 2Bk
BT TR ©

TR/ NAFY S (106) AT GifkaTim R 22 N ~ [ 5 AR
R T — RIS T S o8 B @5 (concept letter) FELZE
Fe T AEETE (Business plan) » AR5 R S5k > St &N
A LR TR 7 AR — R R ARE s TR A (ICH ES)ME—%K - b&
w35 [ BE R B B 22 2 R U SR B #i (FDA Guidance for Industry:
Determining the Extent of Safety Data Collection Needed in Late Stage
Premarket and Post-approval Clinical Investigations) HEE A » FF4EFLE
HES - ZARFFRZ R EREES K FEREERssT - HAT ICH E8
HHERPR H BYRIRGE T =PRI - (B0 A7 s TG 175 R ) &
(EEE RSB EIRE & > AR TRV > RO E IS K
TR TR RSB AT o JRFYARR ICH g R il L
YE/NGH[ICH E8(R1): Revision of General Considerations for Clinical
Trials dated 14 November 2017] > » ¥ IS ICH E8 #E{T{EE] Kt =
Gl o FERIAS ICH J8& B B8 T LIE/ NASLFESRTEE -
Oy 5 RS e - FERF2E 5T ICH E17: General Principles
on Planning and Designing Multi-Regional Clinical Trials k2 52V
(Current Step 4)2 E11(R1) ADDENDUM TO ICH E11: CLINICAL
INVESTIGATION OF MEDICINAL PRODUCTS IN THE PEDIATRIC

POPULATION #HINZ -

AFE R B rash et L (e BRI AR FHUSHA AL
HEE > FERAEI N A R AR A S A e » N5 (106)5 8 H 10 H A& 1HRHES
e PREAERG 8 SRS PRI - ELRE (D) B B SR EE AT B AR (First
in human ) HYEESERPRSBGETEE AR « Q)5 EAHT G/ AN GF
FEL R RE R 2 PR R Q)R EE bR PR B T e R 2
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B SRE AT S RS - 5 RER (106 12 A 12
AAGET TSRATAN , SRE+EREL—  REREET T
WAL - TR B T e VR - S DB Y
SR - FTEEEES, A BB R R TR - RAIKER R 5
I (ERSME R - BCEAER - 5 A E - A
s+ PR A B BT - BT AMR H A - S KR
SRR R OB - DA sE S B AR (L A BESABRIRE  ETRET
ST R RS AT\ B BRSs5 )

R ANE RO SHAERERF AU ICH Sy RIS A S » i A
Tt ROREE TR EAVRR PRE B AR IR T « AT REEREE » Hie
A SER A T PR N PR R g A BE e T 2 e s (BB
TRIEER » ZERR - I FEZEZL T OERRE R TS
J& o BEPRENEN < B 2 Ffin R IR e s » Mt RS
fEZ e bR 2D - RAKRERIREUENE T & AR MBI R M AR 42
= 0 M E LRGSR (e clinical trials) fe HE HEGHE | Bl " B
B 5E88 | (Real World Data to Real. World Evidence, RWD to RWE)
FERRENBIREE - EF L 2KEE - FHIR SR 2 AR
BEREEEGIRET - DURE o (RERIREEIERIRTE K » R I ERR REEn
B FEISEFTT o
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Disclaimer:

Expert Working Groups members are appointed by their nominating ICH
Member or Observer party and are responsible for representing the views of
that party, which may not necessatrily reflect their personal views. Working
Group experts do not respond personally to external inquiries but are directed
to forward any inquiries they receive to their nominating party or the ICH
Secretariat for a response on behalf of either their ICH party or the ICH
Association as appropriate. For questions to the ICH Secretariat, please use
the contact form on the ICH website.
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