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o|£ £01, EU Guideline on good pharmacovigilance practices (GVP) Module V -
Risk management systems (20144 48 282)0ilA o7t ReliEl A2, 0| ke
EUS| Annex | (7HE 4) EMA/876333/2011 (2017 102 HE)ollM Ho|7t HAE|X|
AUEX| holst| 2t 20| JAASLICE EU GVP Annex I(FHE 4)2] HI+R| 37t
IHHARE2 EU 78 No 536/20147t A|HE mff &2l 7HsH O, ofof Cigt LHE2 07|
BHEE| K| EUAELICE 0|2t 2SI EU GVPS| HIHX| R4 0|F 374 g9l 1p™e
HFCH, 0] 7|22 EMAQ| GVP ¥H|0|X|2| “Public consultations” =0j|A &tolgr 4
UAELICE.

XA Y 24

0| ZIHE2 CIOMS2| Sanna Hill, Monika Zweygarth, Lembit Rigo2t M0 = 3 ™
0|42 CIOMS &EZA| A F J&(CIOMS Drug Safety Working Group, WG) E11A{0f|
7|04t Stella Blackburn, Stephen Heaton=t Panos TsintisOll 2|8 TCHA | QS LICE

%| 2 O}0|E|0{= Stephen HeatonO| CIOMS WG IX 211 A “o|eFEC| 2|

£| A 3tof| gt MEE QI M "HAl(A Practical Approach to Risk Minimization in
Pharmaceuticals)"S ZAstEH F0i| A|ZE|RELICE Sanna Hill2 CIOMS 2 EZA|
Z20{Z(The CIOMS Cumulative Glossary) HHX 1.0 2 Kateriina Rannula2l X|¢2
grof MAEMSLICE 1 = 01T X227 LEE0] HI|XMo=Z n|EwE AESH 7t
HE AreE ZH|PSLICH Monika Zweygarth= HA 1.1 £E 2H|0|E2t 2|0|0tR S
HYMESLICL CIOMSE M S I3t R8¢t H|QHS SHE Priya BahriOllA| E£3F ZALE
HEetL —
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Art Article
CIOMS  Council for International Organizations of Medical Sciences
DILI Drug-induced liver injury

DSUR Development safety update report
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(eFof, #|%)

ICH International Council on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use

EC European Commission s

EMA European Medicines Agency =

EU European Union 8

GVP Guideline on good pharmacovigilance practices (European Union) 6'

FDA Food and Drug Administration (United States) Q

PSUR Periodic safety update report o

PV Pharmacovigilance 5

Rev Revision g

RLS Resource-limited settings

u.s. United States of America

WG Working group (CIOMS)

WHO World Health Organization

HE LY R BE(AL)E BN

HE g /HE =
2.1 CIOMS 80{% XtE?| 2|7t Mot Ml 7kX| 8017t £It=|AS. CIOMS &2 2023
OF 20XM0IM Ch39l 8017t FItE[US! 5¥ 4¢

. 2|2 Hst A (RLS)0IAS] YAAIE(‘Clinic al research in RLS
2021). doi: 10.56759/cyqe7288

2 BIMolE 201Z0| glon, Bl 220N £BEUS.
2.0 CIOMS S01E XH292|7} Hotet & J1% S0{7h £IIEHOM, CIOMS 2022
A2 08 X 21 8015 F71. o8 152

« O|%FE VY, M| S eHMSH ALZ 0] CHEH 2R} &0, 2022. doi:
10.56759/iiew8982 (‘CIOMS XI Patient Involvement 2022’).
%2 CIOMS A2 150| oFSZtAIet 2t &l ket M| E CHE 10
ACHs g dtFsto] ®=0| ‘CIOMS & AE A 80{T(CIOMS
Cumulative pharmacovigilance glossary)’ollA] ‘2ZZtAl0]| £HS
9t CIOMS %X 20{F(CIOMS Cumulative glossary with a focus on
pharmacovigilance) 92 HAL|AS.

TVH3INID ‘SNOILINI4IA ANV SWYH3L

1.1 CtS ETXN9 207t =7IE[/US. 20214
. HHAl o}2ZtA|| Mo 8l X2 2012(‘CIOMS/WHO Vaccine PV terms 6 3%
2012)

CHS MMo| 12E|A S 80{F U MY 0|2 (Glossary and explanatory);
3. YHHEOl Mol 3.1 BiAl oFZZEA|; 3.2 O™ B ATl 3.3 AEFI M9

« SSH WM ZEAof| Ci$t CIOMS 7}0]E, 2017. doi:
10.56759/hnuw8440(‘CIOMS Vaccine safety surveillance 2017’)
o WAL OLHM AE0f CHEE CIOMS 710]E, 2018. doi:

10.56759/zphi4166(‘CIOMS Vaccine safety communication 2018’).
Mol ‘80" 9 ‘™o’ //Hol’aH= THo|E ZMste] &USLICEH
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HE  WHE/HE =t

HA 1.1, 20214 62 3 (AH|%)

- ATt ool RolM-olsid 2: oMY Moja| HEe| W7t 1998. (‘Cloms 3 262
IV: Benefit-risk 1998’)
« AMAE ol oM HHE 2t2|, 2005. (‘CIOMS VI: Clinical trial safety
information 2005’)
« o ZAoM Aoj2|"E ex|e] MR|FQl £H, 2010. (CIOMS VIII:
Signal detection 2010’;
« QIO E loH M 2ASIE T MH| W2 WAL, 2014. (CIOMS IX: Risk
minimisation 2014’)
- OF3 QHMAME I8t 37 B ¥ HIENEA, 2016. doi:
10. 56759/[ela?055 (CIOMS X: Meta-analysis 2016’)
« OFOIA ZEAAK: OFZ JjjEl QI A|Tt = SHAO||AQ] SIXY AFSta} Oja) Brsk,
CloMS A& _EQ gtel 2020. doi: 10.56759/0jsg8296(‘CIOMS DILI
2020).
Note: fZ0| M3 0| 2H| 210f| H3E £|&O CIOMS 2R3 E
HIM(CIOMS 1, 1987), 220i| CHst A Ak obH N ME ZH| X[
H2mH(CIOMS 111 2LV, 1999) W AEZAIS] &Y atd|: A8 X QI EE
gFAI(CIOMS V, 2001)0fl CHEH 2 A0l = SAIE Q1 80{F 0| E°*EI01 UK

- AAAEE o|HE 2|M QHHAFE B (DSUR): YAAIY 5 H7|F obd Y
HM HAtgol X34, 20 06( CIOMS VII: DSUR 2006’) 2
« 2| M P ME 0| st 2H| 21 Holo|E 29, 1992(‘CIOMS II: PSUR S
1992)) 5
1.0 Ck3 1Mol 8of7t ZatElls 20218 B
2
=
o
2

TVH3INID ‘SNOILINI4IA ANV SWYH3L

2. 0| HEuME2 Mol= & ojTof| ZeE[0] UX| XD YR = 0|2

AR JE0M el Ho|o| 7|kt El(of.: L A obF Jg’E[DCSl] &0/

yx).

o] —

CIOMS VI: Clinical trial safety information 2005 Japanese (reference copy available
at the CIOMS Secretariat)

Chinese
CIOMS VII: DSUR 2006 Japanese (contact RAD-AR Council)
CIOMS VIII: Signal detection 2010 Chinese
Japanese (contact RAD-AR Council;
Amazon)
CIOMS IX Risk minimisation 2014 Japanese
CIOMS X: Meta-analysis 2016 Japanese
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https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
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TERMS AND DEFINITIONS — GENERAL

1. Absolute risk | ZLCH 2|/l E (CIOMS VI: Clinical trial safety information 2005 |
Chinese)

NOILI3S AHOLONAOYLNI

Proposed by CIOMS Working Group VI.

—> Absolute risk (TERMS AND DEFINITIONS — VACCINES)

2. Academia | St (CIOMS XI: Patient involvement 2022)

Gi7, WS 9 SR BUE HY T BEH,

—

Modified from: Lexico.com (a collaboration between Dictionary.com and Oxford University
Press). (Online dictionary accessed on 6 December 2021)

3. Acceptable risk | =& 7t=8t 2|6l (cloms Xi: Patient involvement 2022)
il EE= o] HotEY &
Jt"E(O|“)\|'E1| e Zuoe e

7tset 20| CHE AfZto[Lt FE

HI7b 2|of AALE EEsictn Mztsts 21E o
7ts4). J2iLt oftE A i ol
o=

x| o2 & QICt,

AH
o
E.
[ s= T M

—
m
X
=
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>
2
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=
=
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2
&
(2]
m
2
m
P
>
[l

Proposed by CIOMS Working Group XI.

Acceptable risk | =2 758t 2|6l (cloms Vi: Clinical trial safety information
2005 | Chinese)

O ZHEol| it Hol= MAISHD UX| 42,

Commentary: 0| 80{= 3| M-l na{ef tedsto] Xt AL E|LE Holgt= A2
E7tstt Ao ABEJUCHOIS EH, AHZOICE J2| 1 Mztof| mat 8 JhsA0| CHE =+ US).
JHE2 21 QLojof SHX|gh =& JHsTt sl Mozt gt 2HFof| w2t o] CHE 9|0|E 7+ 5
AS0l| fEetCt. 2 2[Xt E= 7H|7|2H0] 7 Sl 7HI%QI THRILE AL "ote o o] JHES
Mot g E2, A4 ’IE_'E”OI E3 dgoj| mat mheteiof Stk [L.] “R8479 HHEE 7wtz
#2 7Hs3 Q82 HMolstu £Hste = A7t UACHLane, D.A. and Hutchinson, T. The Notion
of “Acceptable Risk”: The Role of Utility in Drug Management, J. Chron. Dis., 40:621-625,
1987 & =x).

Proposed by CIOMS Working Group VI.
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/iiew8982
https://www.lexico.com/definition/academia
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

Active surveillance system | S5 ZtA| A|AE! (cloms DILI 2020)
X&HMo= 02| A= E PEo =M Atdl| Qe HEE £ESH=E A|AHL
22 = ALK 1. &= 7|8 EH HES S5 85t= 2HRIof|AM

O|MAH|E AH] 2. TP} X2 E SHCE dt= 7 9|5 S0 M O|&AHIE
Al 3 AL 7|8k Q| 2Nt 2HE JHsAM0| U= Ol AAL|(of: ZHREH)E AldE.

Modified from: CIOMS Working Group VIIl.

S5 A Og =
<

— %I 10: Active vaccine safety surveillance (TERMS AND DEFINITIONS — VACCINES)

Active surveillance | SZ& ZFA| (CIOMS VIiI: Signal detection 2010 | Chinese)

MAEZ7|(WHO)E 588 ZAIE “RISHORE 0|2]| A2 E HHOZM Atz
OIMM HHE +Hsl= A= Holsiict.

The Importance of Pharmacovigilance: Safety Monitoring of medicinal products. Geneva,
World Health Organization, 2002. (PDF)

58X A= O30 22 & ULk (1) A2 7|8k EXF MES S85t= SXtoA
O| &AL E A, (2) 2t J|gk Tl X B E SHCR ot EX o= & (ol
STA S)ollM O|AALHIE A, == (3) Al 7|2k Q| E X ot 2HE Tt

U OlAAL|(0f: 24 7HREH)E AE.

Ho LT '—

OIF

40

Source: Guidance for Industry: Good Pharmacovigil nce Practices and
Pharmacoepidemiology Assessment. Rockville, MD, Food and Drug Administration (FDA),
March 2005. (PDF)

Additional risk minimisation measure | £7}1=9Ql 2|} M 2t5} TX|
£9|0{: Additional risk minimisation activity; &t 11: Risk minimisation measure 3! Routine

risk minimisation measure (CIOMS Xl: Patient involvement 2022)
S X|% EE P0A 2E o|HE0| HBEI UHHE Qs 2kt ZX(of
Cisto 27t 02 285l Qo4 etst .

Modified from: CIOMS Working Group IX, Glossary definition of ‘Additional risk
minimisation activity’.

Additional risk minimisation activity | &7}l 2|sjA 2t5} ZTX| witH
%71 Routine risk minimisation activities (CIOMS IX: Risk minimisation 2014 | Japanese)
Ed X9 oM BE 24F0f| HEE= UC= Ho|x[= AUty

Qo 2tet =X| 2ol L5, HIZEEISHK| gf2 Aute| JhsdE ol E=
LAAZ| 7L M A SBEE E0(7] #Ie BX.

Proposed by CIOMS Working Group IX.
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https://doi.org/10.56759/ojsg8296
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://apps.who.int/iris/bitstream/handle/10665/42493/a75646.pdf?sequence=1&isAllowed=y
https://www.fda.gov/media/71546/download
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

6. Adoption | XHEH (clOMS IX: Risk minimisation 2014 | Japanese)

RE-AIM "7t 2| 57 2™ & stLt(%0{[Reach], Zat[Efficacy],
*{ed[Adoption], A& [Implementation], §X|[Maintenance]). X{E40|2t
ExM(Intervention)7t +8El= &d Y SHE Y 2HsH= FH 2R
HojE2n cHEMS o, Yutxo = = 2HE = X3 HE =
MEXALE Sofl Wotstct. HIEO 2F(nonparticipating settings)2 HIte
ol = ME S elist= Zoi = (Barrier) =3 ZHESHOF StCY,

Modified from:

Glasgow RE, Linnan LA. Evaluation of theory-based interventions. In Glanz K, Rimer BK,
Viswanath K (eds). Health Behaviour and Health Education (4th Ed.), San Francisco: Wiley.
2008: 496-497.

Glasgow RE, Vogt TM, Boles SM. Evaluating the Public Health Impact of Health Promotion
Interventions: The RE-AIM Framework. Am J Public Health. 1999, 89(9): 1322-1327.

NOILI3S AHOLONAOYLNI

7.  Adverse drug reaction (ADR) | 2F= 0| AHEZ 59|0{: Adverse reaction,
Suspected adverse (drug) reaction, Adverse effect, Undesirable effect (CIOMS IX: Risk
minimisation 2014 | Japanese)

o|otZ 0 CHet {alistil o= okX| @f2 BhE. of7[0f| A BHSO|2t X[ At

O &AL Zrel QlupetA|ofl o= EtE St 7hsd0| AZS 2l0[stot. Z=517F He|
W E= 256171 Hel 2ol HEZF AFEO|Lt RHA L E= QI8 S0 4HIZ0
Pl = QUL E=25171 =2 Hel 2 AF 0= 5171 2| Mg, BiCH=8, 28
=S8 % FARFRI EetEICE

Source: Definition EU Guideline on good pharmacovigilance practices (GVP) — Annex I -
Definitions (08 January 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex I(7§% 2 4)
EMA/876333/2011 (7H-g % 4, 2017\ 10€)): HEAM g1}

CnE

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
=

Adverse drug reaction (ADR) | 2FZ 0| AHHEZ (cIOMS Viil: Signal detection 2010

| Chinese)

HZ0| B3 2 REMS Etdet 7tsd0| EX

O|ZE|X| g2 HHS. “olekE 0] CHet Bt3 0|2t

7kel eltatAloff Mo Etet 7tsH0| U2BS
i

9| g
L2 otFatel QoA E HEES= ArY, 2H L= FE0| ASS Kottt

it

==
ot
i
10
19
O
=2
=
rot

[=]
Source: ICH E2A Guideline for Industry: Clinical Safety Data Management: Definitions and
Standards for Expedited Reporting. Step 5 as of October 1994.
Note: A ZHHOIM ZE XA HnE H0XtO| o[ M MESICHE Hof|lAM “o M el =(suspected)”
ADRZ ZtFEICE A Z=9f Qlutd WIS Soff 2H&HE o| ArAtof CHe 2| A o|2FF 0]2|Q| CHE

M0| 92 4 UK GRS o 4 QUCk HCHESS E26{7H = HF0IM 420|483 Wl
E3telX|E QRTH Tt 28, U U O8] B3t YEE DE o\ B it Ay Bl YgE

Hot|0{0f BHCH= Hof| RoBHC.
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/

Adverse Drug Reaction | 2F= 0| AL (cl0MS ViI: DSUR 2006)
MER o%E = oAZE MER 8Ho|

X zE8T0| EHEX| R2 R, 0= EY22 ROSHE AAF 2 2o Fafistn
o t

ST EX] gf2 RE BHSS AS0|HSOZ 2B}, “ofFF0f CHEt #HS”
Ol2t= L2 FE Dt o] 4t Zho| Qlup A7t Moj & “Etedt 7k5470| UAZ

).
£Q
ojo
o
10
=

%, QIaH2tA S BiHE
Source: ICH Guideline for Good Clinical Practice E6(R1)
QA Al o] ChSt EU directive 2001/20/EC: “O|A4tS(Adverse Reaction) - EO{El 2 E g2kt

TE AYAIHE QJotE 0 Tt Refst o =E|X| g2 BE B8

[ g

]

Commentary: 2& Hiet 20| @xH ICH Fololl= “ZF, QlatA S uiHE & gk = Zo| Zete|of

A=, CIOMS 22 OF0 M= HE AEIE 7|2z ofFo| e S St HiFdls A2 Ay
S7hssttt 2o, w2t of 278 MRSt siE ofSate| QlutatA| S St sh= A, 5H £=
FEO| ASS BHG}I| QoA ICH E2A9| “EbEtet 7ts4”0|2ts 87t MHS AH8sH= 0| Of KTt

Adverse drug reaction (ADR) | 2F=0| A2 (cIOMS Vi: Clinical trial safety
information 2005 | Chinese)

MER o[AF L= 2AES| ME2 8ol CHet 5{71 ™ & Ao £

K =8%0| AEEX| 42 B2, 0l 8= FNS= S(AFE2Z Qlot felistn
O|TE|X| k2 R E HISS AE0|MHISOZ ZHESICE “O[FZ0f| i BHS”
0|2tz T2 o|oFED o|AEtE Zto| olmt A7t Mo “EtEtdt JHs470| US

= OIDIEAIZ iR E % 9122 ojn|sict

Source: ICH Guideline E6: Good Clinical Practice

EU: “O|&HES” - E0iEl R E Sat A E AMAHE o|oHEof thst Ruljstn Q=& K| gi2 ZE HHS
Commentary: 2= Hiet ZH0| $4xH ICH Ho|ofl= “F, QlatA| S uiRIE & gtk = Lo 3= of
AU=0l, CIOMS A2 250 M= B ARIE 7|HC 2 ofF 9| Herg SAl5HA XS N2 AtAl4t
27HSStCt 20}, W2t 0] 21L& A5, s kS nte| QA E SILASH= MMM, EH £
FIo| ASE EL| flohA ICH E2A2| “EtE St 7Hs470|2t= 27t MHS Al8dts Z40| O KLt

Adverse event (AE) | O] &FAF2{| S2|01: Adverse experience (CIOMS IX: Risk
minimisation 2014 | Japanese)
o|ojZg Fojure SHR} i AIETHARIOA 2Bt HIRE|SIR| 42 o

MASE, F0{ot BtEA| QA IE 2= A2 OtLCE

M

105
b B |

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (08
January 2014).

{EU Guideline on good pharmacovigilance practices (GVP) — Annex I (Rev 4)
EMA/876333/2011 (Rev 4, October 2017): HZAIE g1}

— Ft11: Adverse event following immunization (AEFI) (TERMS AND DEFINITIONS —
VACCINES)
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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

Adverse event (AE) | O] AFALZ| (CloMmS Vili: Signal detection 2010 | Chinese)

OIFES RO St} = AR A0 EAHSE HEREEISHR| o2 o 5HA

AACE, F0{Qt HIEA| QIut2tAE 2= A2 OfL|LCE.

Note: 2X82 OoFE(AMAHE 9|oFE)at 20| JEX] oI R0of| 2AIGlO| FE (LMAHE
otm 9f

I
2 PAE HHEEISHR] 2 O TolX| g2 AR (MEMH HAK| Q| o4
o

Source: Guideline for Good Clinical Practice, ICH Harmonised Tripartite Guideline, E6(R1),
Current Step 4 version, dated 10 June 2006 (including Post Step 4 corrections).

NOILI3S AHOLONAOYLNI

Adverse event / Adverse experience | O] &FA}2]| (cloms vii: DSUR 2006)

O|FES SOIW B}l AIHTHAXIOIA HAIS HIRIRIOHR] 2t ofBt

ANHOE, E049t BIEA] QlatetA|E 2hi= 242 OfLICE. O| M ALZ(AE)=
(AYAHE) At E Rt 2 o 22t 2HA 10| (ALAIFE)QAZ 2| A0

—-—L-O

ool YAHOZ LIEILH= HIZHE|SHX| b1 o E5tX| 92 MZ(MEAHN HAK|Q|
Ol4 5), B EE WHYU £ rk

Source: ICH Guideline for Good Clinical Practice E6(R1)

QIAFAI & 0f| 2tst EU Directive 2001/20/EC: “O|AMAL|” - |2FZ 0| F0f &l BHXF SE= AIECHARHO|A|

S HEREEISHR| Q42 QSHA A2 M SiE K ZQF HIEA| Q1A S 2h= A2 OfL|Ct.

i

Adverse event / Adverse experience | O| AFAL2| (cloms Vi: Clinical trial safety
information 2005 | Chinese)

O|fES SOfure Bix} s AIHTHAIRIOA SHABH BIZHRISHR] b2 ofstsy
AIOR, Fojot HIEA| QIR S 2= 242 OfLICE. O AHARI(AE) =

(M AIEG) ol FZTto| BH21Y Ofot 7S10] (YAAIEE)2|FES| A0
o6 YA LIEH = BIZHAIGHR] 241 o] otR] 22 HB(MHAE HAK o)

= = [ == ol A
0|4 5), B EE= WHY £ Qct,

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
=

Source: ICH Guideline E6: Good Clinical Practice
EU: “O|AFALE|” - o|oFZ 0| EO &l SXt = AlCHAIXIOA| WAt HEZHE|SHX| gf2 2
MASENM ST K| 22 BHEA| QIDIEAIE 2= 22 OFL|C

9.  Adverse event of special interest | S ZHALCHAF O] AFAL| (cloms vi:
Clinical trial safety information 2005 | Chinese)
Adopted by CIOMS VII: DSUR 2006
{&2]o]: Targeted medical event}

SHTACHA O AL (BLHE Ei SCH3HK| ) 2l2ixte HIE we
m2 0| thstod Tpete, ojstsoR Ews| QEjE|s 2XHE B ohtz,
Rl&ol mLE 9! AlZXiet o|2IXt Zhol| A4St o|AtAS0| TR3tL}. of2{gt

At3|o] EFE Thefsta ofshstr| ffa =715l AL ER0HH, Btg2] £40
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https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/

10.

11.

12.

13.

et AAAIR o 2| Xtet 7|EF BEEAXFE (0l 7| 7| =) Atojol| A%t o AA SO
HEE|0{0F St
Proposed by CIOMS Working Group VI.

ot

Commentary: SE 22T O| &A= Q| 2[XH7F Fo| 2| ELIESI|E Jste § ZEE

HE Aol et E3| =Y oFst Al|0|CL 0l BHstAHLE SisHX| g2 +~ om(ol: B, 0]

MM UY|2H), F AT AL 2OHSCHTH Zeto] MM ME e M MY £+ A= ARIE

Zabel o= QUCE 0|2 A= AMARAZ N & E UMAIE HAAZ M| 7|&E|0{0f StTH, HALXE7}
=]

Ol Xtof| | E0sh= 2y at Al7|ofl Ciet X|& o] Rlojof Sirt.

Advocate / Patient advocate | (2tX})CHEH QI (cloms IX: Risk minimisation 2014
| Japanese)

{52]o]: Patient navigator}
Stxte| Aol kS DXl = MRS &, oA, Ee|Al, DESF, AH[0|&

o= )
OiLI X (case manager*) W HS AL S3t @2{sto] SAXE S At 28Xt
oiel2 ?ﬂf | AZ 22|, o|2H| H7A 9l Hetnt 2t E 08 KHEof| chgt
ZHME sidst= ol =82 &Lt
*8iRt] R AR HEY W, Ol Z & T2, ElUA Y S8 4

Source: National Cancer Institute at the National Institutes of Health: Webpage, accessed
21 March 2014.

AGREE Instrument | 32 9 7} X|Xl0f| Ci3t T 7} = 31 (CIOMS XI: Patient

involvement 2022)
X e Al SHES 2N 9 SHNS Bk 27,

Source: AGREE Next Steps Consortium (2017). The AGREE Il Instrument Electronic version.
(PDF)

Alert | OFFM 2K (CloMS ViII: Signal detection 2010 | Chinese)
X E E2517| ffsf Zigtt X7t Lo o|UE AtE1 2t st FHE fsHA.

Proposed by CIOMS Working Group VIII.

Analysis of covariance (ANCOVA) | 324 241 (cloms Vi: Clinical trial safety
information 2005 | Chinese)

LAY AIE Al ZHE CHefot H-E DE{5tEM O

SAXE L. O 27 249 o HE.

Proposed by CIOMS Working Group VI.

ZHH|Z

—

1]

Se5t7] 9|

]
rot
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
http://www.cancer.gov/dictionary?cdrid=44534
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.agreetrust.org/wp-content/uploads/2017/12/AGREE-II-Users-Manual-and-23-item-Instrument-2009-Update-2017.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

14. Baseline characteristics | 7|X £ (cioms DiLI 2020)

AT AIZE AIFO AIYCHAAIE Ysh= Q0I(of: A, ME, 3E F35).

Hlw AFOM, M Z0il= ol={et E40| O F Ztol| RAISHOF St OF 2t £40|
FALSER] Q471LE FALSHA| 42 E40| SANCZ BFEX| g2 <2, uzta

Op7|5t1 At A0S HEAZ 4= ULt

Source: JAMAevidence® Glossary. (Webpage, accessed 29 March 2020)

NOILI3S AHOLONAOYLNI

15. Bayesian | H|O|X|2} (cioms Vi: Clinical trial safety information 2005 | Chinese)

Thomas Bayes SAH1702-1761)2| 0|52 & <& 0|2, SES AASHA AtHQ

I:II-AH H|E0'|| 7||:|}°|.h 7oz 7|-I'5|-h I1x-| [ HI_|E%C_9_| %7“ |.I— [HIX‘IOE

=X Mol 2So| M (degrees of bellef)EW OE= S4et2 X|&sh= ol
AHZEILCE.

Proposed by CIOMS Working Group VI.

16. Bayesian confidence propagation neural network
(BCPNN) | H|O|X| QA 2| T AT (cloms Vill: Signal detection 2010 | Chinese)

AHE E0 Ho|E{H|o| A0 M HOf2|FHE BX|0| AHEEl= - HI0|X| 2t
EmCi=}

Proposed by CIOMS Working Group ViIil.
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17. Benefit | S2M (cloMs IX: Risk minimisation 2014 | Japanese)

mmmhﬂuwmw$@afm5

4 Hd

Source: WHO 2002: The Importance of Pharmacovigilance. (Safety monitoring of medicinal
products).

Benefit | §-2IM (clomS IV: Benefit-risk 1998)

el = FEHo LSt 0| S(SF A el Zat)2 2l0|ptct.

o
RolMde abisoz
“01|”E|E” folMe HaMoZ FHE 4 o, ™Mo Z 0|58 ©ME
IISH
I:I

o 21—
FotCE O] EnMojM ‘R M’ 2 o|2{ct o|0| 2 AESHRICE.
%agwmﬂﬁmﬂﬂﬂx°M=mMﬂmt o

(=] S 2T Oo™. EI'__II:I_" I‘LlEI‘ I:I' |' % é:f—| jé!
3 ZMA ool chet Ag = ZeHEICE [28 1]
“AbRO| 712, 2120 HHUE Mol H W/ HQIo|Lt Tt th3 FRIN KoUK
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https://doi.org/10.56759/ojsg8296
https://jamaevidence.mhmedical.com/glossary.aspx
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/

18.

19.

20.

EZHOIM QAtZ o= QIst I M.”

[CIOMS IV 2114 9| 2t 1:] Benefit, Risk and Cost Management of Drugs. Report of the CPHA
National Advisory Panel on Risk/Benefit Management of Drugs. Canadian Public Health
Association, January 1993.

Proposed by CIOMS Working Group IV.

Bias | H|Z 2! (CIOMS X: Meta-analysis 2016 | Japanese)

AX|Qt CHE HatE Xalist= AISHAHsystematic deviation).

Proposed by CIOMS Working Group X.

Binary analysis | 0|2t 241 (ClOMS VI: Clinical trial safety information 2005 |
Chinese)

T 7HX| HFohg Eersh= 2A(0: 7| &=t ChH| £ 2f ARAX Atk
S 20| AL ZHOM o 2SS BASt= Ants UEN). SXte| 22
thd 2R I71ZEH (cut-off point)S M&sI0] o BMO=Z Mets £~ Qlonz
HIo|Ef= & 74K 7t Zh(oll: 7| &2t of 71&3t Ol Z|CHZH) Q2 0F LEFICH
Proposed by CIOMS Working Group VI.

Biomarker | MX|EX| X} (cloms DILI 2020)
Aol MESHY Wty HA uby, £ L EO0|LE (KIZH) S| chgt 8ts2
EM0t EM. HHEX|X RY0l= 2R, ZRSHA SAMMSEA L= M2

E40| A2H 2txte| 24, 7|5, dEO| tigt 7t= OtLCt.

4

Source: FDA-NIH Biomarker Working Group. BEST (Biomarkers, EndpointS, and other Tools)
Resource (Internet). Silver Spring (MD): U.S . Food and Drug Administration; 2016- 20. Co-
published by U.S. National Institutes of Health, Bethesda (MD). Published on January 28,
2016, last update: 2 May 2018. (Webpage)

Biomarker | 2HX| E X| X} (CIOMS IX: Risk minimisation 2014 | Japanese)
XIZX STHOI| CHEH AR Ol MEBSHH b
NEZM HAHo= £ 9 HWitels £,

Source: Biomarkers Definitions Working Group. Biomarkers and surrogate endpoints:
preferred definitions and conceptual framework. Clinical Pharmacology & Therapeutics.
2001, 69: 89-95.
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https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/ojsg8296
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

21. Bonferroni correction | 2H|ZL| 1% (CIOMS VI: Clinical trial safety information
2005 | Chinese)

Carlo Emilio Bonferroni(1892-1960)2| 0|22 T, S&HI o] AlZIS| SHES
neshy| ot wH. EAN g2l 7:1"50")\1, 01I§ £ stLte| H|o|E MIE(od:
10702 MZ CH2 HEA oi7HH>)of ol 2424 CHE ROl A™E 108 aHT 5
AX|TH O AL =& £FQ1 P=0.005(F, 0.05/10) AHE5t0] 1029 A™S 24
FUBTO 2N 102]2 HE F StLtol Chst TH| R[4 P=0.052 |XI& =%

Proposed by CIOMS Working Group VI.

4
n
NOILI3S AHOLONAOYLNI

22. Boxed warning (“black box warning”) | BIAS EEA NI (“SaHutA
Z12”) (cloms DILI 2020)

X{roro| 20| EA||0f SCHSHALE WHE Iefoh= 2l ol thet =2l E &t|sh|
Qe Z0E. UL BHYZ(0]: 0]=, S= L L2)ollM 2P L 2t AH EEH 1R (boxed
warning) &S Al5ta AUCE O|F0 M= LEX O 2 MUXIo|A| ChS & & SiLtE
L7517 2leh AFEBICL (1) ZAHA R0 His 2H20|41HS 0] LS SChstod(ofl:
X|HEO|HLH HHE 2L ST A 242 Ydl= A20[HS) ofE AHE2
QIoiA W RAMS WIIE wf BHEA] 1280 Sh= HR, = (2) Brifet A4=0|&Etg0]
of=2 HMESH M%%*QEW(OH SIS MES MMSH| ZLEZE, EH B8 KRS
|

]1|o|- |:|.E ot |. |.71|__|. QI-XI.E E;g I:él-k_! = :'.:"E %r’ Ex-l oIMx-I AI-9_r01|A-|o|
AEE 1) 01IH*EI71LF§ Tt BLUE > U= B2, EE (3) FDATL 98 EE AIBE

HlctotioFat sliet A=S TS| A E 4= QLI TS QHHet AFgS HESH|
LITHHITHE 1 50U L. EE, XUKtolAH £ Q% 1 FR(of: EF &xt
DECMe REd UA)E ZESH| I8l THE HEollME AFSE 4= QT

o

(0]
rl-

Partly based on: U.S. FDA. Guidance to Industry: Warnings and Precautions,
Contraindications, and Boxed Warning Sections of Labeling for Human Prescription Drug
and Biological Products — Content and Format. October 2011. (PDF)
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23. Burden of a risk minimisation activity | o)A 2ts}=X| M KEt (cloms
IX: Risk minimisation 2014 | Japanese)
QoA etat ZX|HHORZ olsl (1) BHAL, (2) ZhHel, (3) EHAMEIIE -
e _._ m
ES B2UOIZ AAH, (4) FHYE, MoEIAL BRY L AAB A8 B | 2
N A= 2HAEE AZSA RBotEl= NI 2HO R HolE. o E =X 2
Ct2a ol &g 0/& 4 At 5
- BIXF AErer 9l/E = Qo QR AMH|AC CHEH F2, Labde = AN E0 E
. 2
SERERS =
- S| RAMHIA HIBXF: ST O/ F M| A0 YAl B0l M YptEoR S
LRt 942 TP Ei= MH|AT} &It Z
o >
- BQIE AIAR: £7pHQI oI Kol 9Y/EE M XIUS WRR B, 2
2
a
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/ojsg8296
https://www.fda.gov/files/drugs/published/Warnings-and-Precautions--Contraindications--and-Boxed-Warning-Sections-of-Labeling-for-Human-Prescription-Drug-and-Biological-Products-.-Content-and-Format.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

24,

25.

26.

27.

- B710|2 AlARIo| J|EF FH): Sle4 kst AZimt 1 ol 3 Eakyo chet
270l B BILS TEL.

Proposed by CIOMS Working Group IX.

Burden to patients | 2tX} ELEF (CIOMS XI: Patient involvement 2022)

Ofi &M 20| SYXQ LT Z0M Feot= A 0|2 = hxtof||
F7tHel 2oHE Batst= AL

Modified from: CIOMS Working Group IX, Glossary definition of ‘Burden of a risk
minimisation activity’.

S QM Holot ST Al T Sy 2t0| ATSS BIISIO FAIK!
DA LX|ALL P E MESHH EM = 7|5, O|X g7t S)of w2t ASE
HO|S MEHSH= AL,

Source: JAMAevidence® Glossary. (Webpage, accessed 29 March 2020)

Caregiver | | ZFEH Ol (CloMS XI: Patient involvement 2022)
SEXEIFLIO|, S = YOI Z ol S + Gl= Y &5, B2 L= 7IE
4SS XYt QIPQI A & 7E Ofdlist= AHE. O APE*O HEL =k

2T O £ QIO0, OIS W 4& T Wx| 22 2 ULk,

Modified from: Patient-Focused Drug Development: Collecting Comprehensive and
Representative Input, Guidance for Industry, Food and Drug Administration Staff, and
Other Stakeholders. U.S. Department of Health and Human Services Food and Drug
Administration. June 2020. (PDF)

Case report form (CRF) | Z&|7| S A (Cloms Vi: Clinical trial safety information
2005 | Chinese)
Adopted by CIOMS DILI 2020

NECHATIER QNAIEAZ MM 273 BE B4 HRE 7|2310] o|2IXto|
HE Moz MAE ol &et s MXL 2A].

Source: ICH Guideline E6: Good Clinical Practice.
{ICH Guideline for Good Clinical Practice E6(R2). 1 7HAIE g2}
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https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/drug-induced-liver-injury/
https://jamaevidence.mhmedical.com/glossary.aspx
https://doi.org/10.56759/iiew8982
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-collecting-comprehensive-and-representative-inputhttps:/www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-collecting-comprehensive-and-representative-input
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/ojsg8296
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf

28.

29.

30.

31.

Causality assessment | @11} T I} (cloms Viil: Signal detection 2010 | Chinese)
Adopted by CIOMS DILI 2020

O[FZ0| £ FHAUMAIM ZEE o] At of FQl AR THs-dof| Tt ot
Qlntd Wots YUMo = gl El 0| Fof et 0| Fo{ZICt

Modified from: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre
for International Drug Monitoring, Uppsala.

{2 §olge 2afelolA] o o4 A8 4 918}

Censored / Censoring | & T ZTHEl (CIOMS X: Meta-analysis 2016 | Japanese)
2M0| £AE[= A|F EF MHE 2EL + §l= 82, 0| 2tEX|= AlZhof| CHal
Aol 2-ZFX|7} OFE! 2tZE|X|
A2 AR 2FTHHright censoring), 2&7|7H0] Al 7| H o{= A|F 0| M7}
EHEK| 7t LS AL S = ECHleft censoring), 2210 ZHEX| 2l A0
ZE A-E ALoJof|A 7|58l B2* 2+ Z=HEtH(interval censoring)0|2t StCt.

*Translator’s Comment: 2t% 7|2t L % A|F0]| AbZ10] LAZHX|TE Hetst dhl A|HS & 4 QlE

ofy
|.n
[Tk}
r
H
Q
ul
a
D
>
[72]
(@]
)
o
[
rot
M
am
Ot
Ao U
%4

o
70:’T-

Proposed by CIOMS Working Group X.

Censored, or Censoring of data | ZE=ZTHEl (CIoMS Vi: Clinical trial safety
information 2005 | Chinese)

20| HIOIEIS RI7{oHs #Sl. S Xjol i3t BEKI, So| AZO|
SHASE TR O] AIZES FRtE|{L BRIHE 4 QICh B, 22T JI2F Sot O
A = x| SstR| ot 4 Utk

o

ol
s FEJOLE ZM of| FO|AT EF Atzd0| OFZ] Erdst

|2{st & K| 2 “S=H™THEl (censored)” B X|2tD SHH, o|2{st
‘ST ™CHcensoring)"0|2t 1 BiCE.

Proposed by CIOMS Working Group VI.

e 4

n

Channelling | XH'2 2! (cloMs X: Meta-analysis 2016 | Japanese)
StXt Zuto| o= QUXt R R0 w2t St AH| AE S KAISHOZE HAst= A,

Source: Guidance for Industry and FDA Staff:“Best Practices for Conducting and Reporting
Pharmacoepidemiologic Safety Studies Using Electronic Healthcare Data,” U.S. Food and Drug
Administration, Center for Biologics and Evaluation and Research, Drug Safety, May 2013.

Chi-square | 7t0|X|& (CIOMS VI: Clinical trial safety information 2005 | Chinese)

SAN Ro/d HH, £= 710|HE AFO| Bxsh= 0|EX BE(F, 710IHE

1 L

BX). AY2 LUHOZ H|E9| H|W0|H, 2 x 2 RHEE Z= JHE ZHEtet
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https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/drug-induced-liver-injury/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

32.

33.

34,

35.

HENE XtR=(degree of freedom)7t 121 ZHo|2t siCt 6|2 S0, 27 252
SEXtol| M O| &b At HIZ2| EAA HlW= 710[H|E AEE AHESH0 O|F O ICE
A% 23t 710|x|& atol Lt of7|0|M PZtE A El=0, Ol= F H|20f| Ax|
Xto|7t gle et 2XE XH0| 0| 42| H|E X0|E YAHY SES H|AletCt.
ClolE{ = 37 O|&t9| X2|(treatment) 2|11 37 0] 49| BtS 3 (categories
of response)E E&g 4 QCt. O 2 EOIM L2 H0|E{ 2| 7t0|HZ AX L
ARE7HH Act

Proposed by CIOMS Working Group VI.

CIOMS reportable case histories (CIOMS reports) | CIOMS E117ts
AF2| 0|24 (cioms Ii: PSUR 1992)

2o MEE 2=, Solistn o|at MO 2 20l
ot2(unlabeled) &Z0| A2, XAt HNE 2[5
Ct21h 2ok HEol A Jhseh 7121 SXHO| 2 3l MU Z HetstA|
AlHE|X| ofs AR BE), oME|E AE, oMEE

Proposed by CIOMS Working Group II.

Q
o
=3
of
N
>
0ot
=2
=
08
mn
A

Civil society | A|21 A}Z| (CIOMS XI: Patient involvement 2022)
HE = 4 7|2 20N 23ots S3H 2 FE

Modified from: Commission on Social Determinants of Health: Civil Society Report, WHO.
October 2007. (PDF)

Claims data | H&& 31 ]| 0| E{ (CloMS XI: Patient involvement 2022)
(O|=0ll M) Q|2 MH|A MBI X2 3 7|EH SXo]| Chet HI &2 K= 7| 2Ish
BEAL| HMESts EEET O B2 BN HI0|HE MAEHY|FR2
ICD-CM(International Classification of Diseases Coding) 1t Z2 EE3}=
o2 AEE A8 ZTITH B! X|2E AlHstrt.

Source: U.S. Food and Drug Administration. Framework for FDA’s Real-World Evidence
Program. December 2018. (PDF)

{ICD-10-CM& n]= o] £Z o 2 n|zoj4] AFgs}7] flsl ICD-10& 7ist 222, WHOS]
5915 HHLS, RpASE AFSR2 tF2-S #11: CDC National Center for Health Statistics.
International Classification of Diseases, Tenth Revision, Clinical Modification (ICD-10-
CM). (20224 48 6 njx|ato 2 ZHEH ¢lujo]z]}

Clinical development | J4F 72 (cloms Xi: Patient involvement 2022)
EXH XMEB0AM QefFol ot 5 =M cist X|AS STIsHY| 2lsh Q1ztS
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https://cioms.ch/publications/product/international-reporting-of-periodic-drug-safety-update-summaries/
https://cioms.ch/publications/product/patient-involvement/
https://cdn.who.int/media/docs/default-source/documents/social-determinants-of-health/cso_finalreport_2007.pdf?sfvrsn=72892e74_5&download=true
https://doi.org/10.56759/iiew8982
https://www.fda.gov/media/120060/download
https://www.cdc.gov/nchs/icd/icd-10-cm.htm
https://doi.org/10.56759/iiew8982

ChAtO = 43E o1,

Proposed by CIOMS Working Group XI.

36. Clinical development plan | 24k 72 |2l (CloMS XI: Patient involvement
2022)
O|QFZ o] XX QIM|HE A& (first in human)5sE S|7I7HX| ZI&isL7| 95t o

HEfo| R E 2AF5ts OIAE 2A.

Proposed by CIOMS Working Group XI.

NOILI3S AHOLONAOYLNI

37. Clinical endpoint | QJAFE M7} 2 (CIOMS IX: Risk minimisation 2014 |
Japanese)

sxte] 2, 7I5, MES Hsts S wE

Source: Biomarkers Definitions Working Group. Biomarkers and surrogate endpoints:
preferred definitions and conceptual framework. Clinical Pharmacology & Therapeutics.
2001, 69: 89-95.

38. Clinical practice guidelines | AAZIEX| X 5
Patient involvement 2022)

1o
2
o
3.
O
8
[0}
=
Q.
0}
s
0]
(%]
(=)
o
<
w
=

A ofd, Tt 9/ X 2o dof chet HOAE, ATE XA 2
o[t X|Al, st SMS SIralots ThetE 29| At

S g Qotsof sttt

Modified from: InformedHealth.org, Institute for Quality and Efficiency in Health Care

(IQWiG, Germany). What are clinical practice guidelines? (Webpage as updated 8
September 2016)
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39. Clinical trial | 2UAFA|E (clOMS XI: Patient involvement 2022)
Ho|=| 1 SH|El eHHOM ABCHARLZL sHLE O &2 SXH(E= HISH)o
Mg™Mo = HME|of WE oot Aut = 21 2t Autof| et Exie =S
Hotet= A7 Ae ME XA AZ MO W2t +HEICH SIH= o 2A4F, Bl

O 7|7], T = QntH MX|, = WS H3H(of: Alo|Q#)7t 2 4= ULt

Modified from: ClinicalTrials.gov. Glossary of Common Site terms. Definition of
‘Interventional study (clinical trial)’. (Webpage as last reviewed October 2021)

Clinical study | 2! AFA|® (Clinical research in RLS 2021)

olgt x| Al BXIS flsf Q12 RHUXHEZIXI2t R E B E ERshs AT

SANIJDJVA :SNOILLINI43A ANV SINY3L
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https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.informedhealth.org/what-are-clinical-practice-guidelines.html
https://doi.org/10.56759/iiew8982
https://clinicaltrials.gov/study-basics/glossary
https://cioms.ch/publications/product/clinical-research-in-low-resource-settings/

40.

41.

42.

A& A (clinical study)2 3A SMHEF(clinical trialo|2tn = ) 9 2HEIA
= 7HX| 9ol QUCk

Source: ClinicalTrials.gov. Glossary of Common Site terms. Definition of ‘Clinical study’
(Webpage accessed 3 April 2023)

& o= CIOMS A7 T3 249 4 1.3014 gl 7}s3h}

Clinical trial / clinical study | &!4FA|2! (cioMs ViI: DSUR 2006)

S
oo [ =]
AMAIEG OBl OHFY YW/ QAL oI} Yo YA, of2lstH

1y 1 i B |
9/eE = 7et oftets Eato| Wio|Lt 2% /T, 0|AtvHol Hol al/EL,
S, 25, AL HIE S H1517] 0%t 217t Al A Xt O] R0iX|= 2E ¢+
“QAbA I (clinical trial)” 2t “AHA T (clinical study)”’2l= 0 S2|0{o|Ct
Source: ICH E6 Guideline (GCP).
{ICH Guideline for Good Clinical Practice E6(R2): ¥7 A}t 912}
Conflict of interest | O|6l|4F2= (CIOMS XI: Patient involvement 2022)
2Ol E=7tE MRS 1, BXL afohd A3t = e up 22 A5ho)| 2|8l 71219
W 28 e HE0| REtt 38 (e TS the AoZ HolE) A

Proposed by CIOMS Working Group XI.

Cohort event monitoring (CEM) | ZSE Al BL|E{Z! (cloms viii: signal
detection 2010 | Chinese)

EX AdSS RO AHE SXjof| AS0|4HIS0| o M= =X| of 201 2tAH S0
ZEE D= O|MAMHE B0 E HUKXI0|A RESH= ZAl 2. &2 Ak
ZL|E{2 (prescriptopm event monitoring)0|2t1 & $IC},

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for
International Drug Monitoring, Uppsala.

(2 gojgle eafololA] B o4 AH§ T 4 818}

Cohort study (prospective / retrospective) | ASE A (MEFH (S EHA)
(CIOMS IX: Risk minimisation 2014 | Japanese)

£3 DEco] S19ITEHS Aletn AlZtol S0 wet 0|52 HHste] Ao
10|12 BoIBts 917, DSE AP HYHOR X, 17 F0I AITH S Al
Y7L SYHOR 5, WY T |RI|Z, M2 E

o
RAERE Sl 4 A= T

Source: Strom, BL. Pharmacoepidemiology. 4th ed., Wiley. 2005, p. 23.
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https://clinicaltrials.gov/study-basics/glossary
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://cioms.ch/publications/product/patient-involvement/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

43. Company core safety information (CCSI) | Z|Al S otMM M H (cloms
VII: DSUR 2006)

MAH (2S5 7HAXH 7t 23t 3| At & Xt2 2 A (Company Core Data
PN

Sheet)o Z8I5/0] glic BE BT ol w2, MAHE /S ol 4BE NB | 2
Fol BE TM0|M si7tArE o e =2 SH(Th HX| A0l SHs| #5¥2 | S
Q7sHs 2L AMel). AT HE2 HI|2 1S 9ol 7|IHEI°*= (llsted) F= 5
7IM=IX] =K (unlisted) & EHetshs X FEHOILL &S 2/5t0] 2
Of| At | R =X] (expected) L& Of| A8EX IAﬂEII(unexpected)% mHCHSH= @
7|z ofLct, 3

o

2

Source: ICH Guideline E2C: Periodic Safety Update Report of Marketed Drugs
Commentary: CIOMS VI 82 JI&2 CHE R0l ZAZL TAE = S AL XHojM AT Fel
OSFE S| FR BT F(44)) AMAIROI|M YMSt= A2 SOl CHEH A& 2T J7|ZOZ CCSIQ A8 S
aqsiof ot 21 QUS. £ CIOMS VI 21 A Q| 7EH MM b.(3 ).

Company core safety information (CCSI) | 2|Al SiAl OFM M X H(cloms
VI: Clinical trial safety information 2005 | Chinese)

MAH(ES5{7HARH 7t 23t 3| At & Xt2 2 A (Company Core Data
Sheet)of] ZEE|0 e ZE #H HHM HEE, MAHE 0|2 siie =S AlT
FOl B E 2TL0|M S| 7tAL O IEE| =2 BT, 3K %‘Xﬂ”EOI Eds| ™2
QAste 22E Mel). AR HMES H7|E0E 2ldh 7| = A=K (listed) E=
7|1 M=l x| ZAE=X] (unlisted)E Totots &E HEO|LEL A& _._% 2|50

Of| At | =X (expected) EE= Ol AFSHX] %?ﬂ%ﬂ(unexpected)% I Chst
7|&2 OfL|ct.

mI

I'IF

Source: ICH Guideline E2C: Periodic Safety Update Report for Marketed Drugs.
{CIOMS &7 1.8 IIT ¥ V B34: F429l §o|2 Zehel] elgkort, sy k4 Fue] 7ol
=) E| A5}

Commentary: CIOMS V
O|oFEo| AL A|Tt = (4 )
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m
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=
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>
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m
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=
=
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&
(2]
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2
m
P
>
=

4m £ S0t U xejol Alnt Fel
A1) A Bt ARISO] st A4 5T J|EOR CCSIol AR S
D2fsfof BT BT S, AM: TH, M b.(3).

]

-I—OiIM EAZE T

44. Compassionate use | S ALZ (CIOMS VIi: DSUR 2006)

CHA| 7tset bXstn 2 uX el X|27t glo (B EX| b2 X|=2| AHEO|
HEotkl= SOiet 20| A= JHE 2Xtol|A 0157t 422 AH8sH= A.
Proposed by CIOMS Working Group VII.

Commentary: Y2 o3 AFHOME “SHE AL"S AL ALES}7| 9Iet 1T #A| ¢l Te
Al X|2HE M3st7| fIgt Yoz Holsict, ZF CHE K& SM0| gl= i OFE JH o)A
O HAIE M3t Ch7l, o|4E = J|Et Qo “SHM AL 0| thsll 7H LZEREH AlfHE
S¢S Hrotof BiLt.

SANIJDJVA :SNOILLINI43A ANV SINY3L

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition


https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/

45.

46.

47.

48.

49.

Completed clinical trial | t&El 21 AFA|'2 (cloms vii: DSUR 2006)
0|8 7ts%t T LMA™ A2 A7t EXHsH= AT

Proposed by CIOMS Working Group VII.
Commentary: ICH 7to|=2tol E3 (LMAIE ETM9 11X 3 LHE)2 iR 2 MARQl o 2[Xt7t
Ar8dt= 2|Z A EnAof HIEEIo|).

OI'

Composite endpoint | S T 7}tH 4= (CIOMS X: Meta-analysis 2016 | Japanese)

=3t HIpHAE e B 2
JRHE YNHOE Qol0l. BE BIkA0 o2 YHHOZ NEE ALY,
A A2 2 HIXI HE e T8l MACE(RR A2E A1zt 2lCt

Proposed by CIOMS Working Group X.

= xEsh Z o] Tl MEo|H, 2t TM QAL

S T

Confidence interval (Cl) | 212|527} (CloMS VI: Clinical trial safety information
2005 | Chinese)

MTHSIEE(RR) S, HE Qof7t0| AN HIIS LIEHHE 72 Ytxoz

=2 o x4
95% CIZ EWE|LE 99% Ei= CH2 2k 2 QT 95% CI7} 0.26~0.962! B2
K| BRO|AMO AFA HME L 2tAS

0 ASS LIERAX|CH 3A Z4(R R 0.26)%t
HiolE{et % =3 ZA(RR = 0.96)%t C|O|E{7F L&t S o|n|sic), 2Ls| YsHH,

95% Cli= 0|2{3t 717te| 95%7t H7|1H o2 %S uf AX| R%Zﬁ(@?lmws
RR)E Z&3tCh= 248 oot o] mf ZA|= steh(0.26) 3 44%H0.96)
A2[F2ZHo[Ct ZA 0| RR=12 22 null 2t0] Zg=[0] Y™ XI0|7t SAXC=E
FOI5tX| b5 20|BHCH0]: C1=0.5~1.8).

Proposed by CIOMS Working Group VI.

Confounding | 12k (CIOMS X: Meta-analysis 2016 | Japanese)

W2 OFF = OBt MK|Q AFE(E= 2m)ofl FES DX Zate| UM =5
CEot HSHA| 7| = T EMSHH, O|2{% M9t oFF = X X|2te] Hetdo|
ZAL B0 A= FR LA

Modified from: Boston University School of Public Health, MPH modules, ©2016,
definition of confounding at web address.

Confounding by indication | E-2Z0f| 2|8t 12t (Cloms X: Meta-analysis 2016
| Japanese)

HHO| ZHO|LE B 7F FO{T K| 20fl Chet HEF(Ex= V()22 Bt of
UMSH= UFO| Wt MY, matM oFF E= oS XM K|Q| AL (L= 2|m])at
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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://sphweb.bumc.bu.edu/otlt/MPH-Modules/BS/BS704-EP713_Confounding-EM/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf

50.

51.

52.

53.

ol Ao, oFZo| MSE(Ex 271)e! AEar 2 El Aot Wil &&0| O
_'-|=|:|.
=L}

Source: Miquel Porta, ed (2014) A Dictionary of Epidemiology (sixth ed.) Oxford University
Press. ISBN-13: 978-0199976737.

Context of use (COU) | AF2HH{Z (cloms DILI 2020)

(EMA) 22 Al&HO| AF &= WA 8l O|oFZ it ut RHAEI AFE=Z{0)| Ciet
ISt HetstH 7HATH 8. ol= 2E XA HIt MFof chet #HE =2
YItE flet = 7|&0|ct.

Source: EMA. Essential considerations for successful qualification of novel methodologies.
05 December 2017 EMA/750178/2017. (PDF)

(U.S. FDA) 2FE 7Y =7t AL &= WAl o O|okE it A E AL
S0 CHet st Hetst dE,

Source: FDA-NIH Biomarker Working Group. BEST (Biomarkers, EndpointS, and other Tools)
Resource (Internet). Silver Spring (MD): U.S. Food and Drug Administration; 2016- 20. Co-

published by U.S. National Institutes of Health, Bethesda (MD). Published on January 28,
2016, last update: 2 May 2018. (Webpage)

Contingency Table | E2HH (CIOMS VI: Clinical trial safety information 2005 |
Chinese)

ot Ho| U= HiHEl OB Q| H. 7HEF ZHEHSE A2 4719 O] U= 2x2
HX|2H A0k Bo| JH=0f Mg 8l

Proposed by CIOMS Working Group VI.

Consensus techniques | 2| 7| (cloms Xi: Patient involvement 2022)

JHele| FEF ZHol| &o] = 4T 8 75t s ZM0| =2oh= O] A5 = WY
e TZNA.

Modified from: American Heart Association: Consensus-Based Decision-Making Processes.
(PDF accessed 6 December 2021).

{20229 7€ 159 7]& Y37} Fa 5} %L Alternative source: The Consensus Council, Inc.

agree.org. Consensus-Based Decision-Making Processes. PDF (undated), accessed 5 July
2022.}

Contract research organisation (CRO) | QArA| & =EFT| 2t (clOMms Xi:
Patient involvement 2022)

Xt Research organisation (4=EH7|2t)
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https://doi.org/10.56759/ojsg8296
https://www.ema.europa.eu/en/documents/other/essential-considerations-successful-qualification-novel-methodologies_en.pdf
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/iiew8982
https://www.heart.org/idc/groups/heart-public/@wcm/@mwa/documents/downloadable/ucm_454080.pdf
http://www.csh.org/wp-content/uploads/2018/07/38-National-Partner-Recommendation-Consensus-Decision-Making-Process-incl-Modified-Consensus.pdf
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982

54.

55.

56.

57.

58.

Core data sheet | & XtE 2 A (International prescribing information)
(CIOMS I1: PSUR 1992)

o|otE MIZYM7t ZHddt= ZME, ST S0 A|HE[= 2= S7H0IM
S|7tALel ZRE|=E 78St A20|4EE S BE 23 Ny HHE 2o
B7|=| =X (labeled) OF=l X[ (unlabeled)E BtThsHs &% 2A0|22 4t
HaMof| ZeEIC)

Proposed by CIOMS Working Group II.

Correlation | 2F2k2EA| (CIOMS VI: Clinical trial safety information 2005 | Chinese)
T H(E= O 0|49 s Zh A M, My etA| ZE o] Mol A9l
Hel= -1(2rHot o MEZA)NMEE o(MY A §l3), +1(2e st 29|

M tA|) kx| o|Ch.
Proposed by CIOMS Working Group VI.

Covariance | 25 Al (CIOMS VI: Clinical trial safety information 2005 | Chinese)
T HSIE M2 HEE| 0] Mot A S SAHoE EHot A, datA+
2| H A= A Ltof| AFEEICE

Proposed by CIOMS Working Group VI.

Covariate | =EZF (CIOMS X: Meta-analysis 2016 | Japanese)
St A Ol gA _T'_I:I:|EI=2 xlx-|x-|o| 0:|__rl. [HAI-OI LE Q7

A mol ZIE o5 £ Qe Aol 2
WEtHA L= S HAQIX} effect modifier) Y &&= ULt

Source: Miquel Porta, ed (2014) A Dictionary of Epidemiology (sixth ed.) Oxford University
Press. ISBN-13: 978-0199976737.132

Covariate | =EHZF (CloMS ViI: Clinical trial safety information 2005 | Chinese)
CHE H40f offd TAJ UEXIE AEE Ha, AutyoZ = MH(FE)HSE
o|O| kx| 2, BtalH= B H S o= ZUHS0|LCE

Gri

—
Proposed by CIOMS Working Group VI.

Coverage | 2 H2| (cloms IX: Risk minimisation 2014)

X1 “Reach (XH0H)”
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https://cioms.ch/publications/product/international-reporting-of-periodic-drug-safety-update-summaries/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/

59. Cox model | A LE! (ClomS VI: Clinical trial safety information 2005 | Chinese)

197240] 0] 42 HI2HS David Cox 20| OIS 1t FHE, MESHof

MBEIE CHIR S M| o e OUHS I 28 U 23 N2 BN

A2t et 5 17| Mol FEE SN 4+ 2100
230l 0lxl ol EHE* % 717 7158 BBl

Proposed by CIOMS Working Group VI.

NOILI3S AHOLONAOYLNI

60. Cross-sectional study, prevalence study | CHHH QHE A7 &
Survey (CIOMS IX: Risk minimisation 2014 | Japanese)

58 A5 28T U walol: 3, 42, Tg)el 23
R¥S A7eIE Hel, ofBersloli Heiins 23
QUE, oS AI8T 22 |6+9°I01| thst =30l 9

Source: Bégaud B. Dictionary of Pharmacoepidemiology. Wiley 2000.

61. Crude pooling | £E% E2! (CIOMS X: Meta-analysis 2016 | Japanese)

o] HF0|M A2 CIOIE{E e A =2 EME FAISHD T A0 H2
AN F35t Seoth= L

Proposed by CIOMS Working Group X.

62. Cumulative meta-analysis | & H|EHZA] (CIOMS X: Meta-analysis 2016 |
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(%]
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m
P
>
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Japanese)

(BT = Z2 S0 ma}) X[HE &AMH2 HRE St =T1stn, 24zt
M2 A7t =7+ miotct 208 29f6t= HEHEA. £5 HEHE A 9|
Jefzmof|M 2t M2 T Aol AL OfL|2t 2F A ef F7tof| e Z1t

KOS LIEJHLTY.

Source: Glossary of Terms in The Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)

63. Current practice | Z|4l FIZ 5 21! Normal clinical practice (CIOMS XI: Patient
involvement 2022)

- At O|OFHE I ANF O AT, Altholl FILO{E WAQZ O AX|X]
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
http://aaz.hr/resources/pages/57/7.%20Cochrane%20glossary.pdf
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982

- 2710 Z|gkot TITt7|Z=of et 3 E

- 2HE oSt ChA|ol| A Zreligh X|Eofl Lot U2,

-HE s W/EE ogY=0| HoZ HEt

- 27t EE QI Y EE0| MEE.

Z A XIZHE BE X| 28 (Standard of care) @ 2 ZHEE|7|E 8t OHX| ot2

Modified from: European Network of Centres for Pharmacoepidemiology

and Pharmacovigilance (ENCePP). ENCEPP considerations on the definition of
noninterventional trials under the current legislative framework (‘clinical trials directive’
2001/20/EC). 22 November 2011. (PDF)

64.

65.

66.

Data lock point for DSUR | DSUR®2| Xt= 0O}ZF A|F (cloms vii: DSUR 2006)
DSURO|| Zete|= Xt=2| H7t OrA U= K™ E HuH(E, o). Suh-2f & =X
AMAEA 2SI (DIBD)S 7|8t 2 sirt,

Proposed by CIOMS Working Group VIlI.

Data lock-point (Cut-off date) | X} = OtZF A|F (cloms i1: PSUR 1992)
E-o 2 A M MEH| SEl= XHE7t Ot E 0 P BN 2dXH=
O & AL 7ts¢ X2 E FESIH HEStD HEtotrt,

Proposed by CIOMS Working Group II.

Data mining | Cl|O|E{O}O]' (cloms viii: Signal detection 2010 | Chinese)
Adopted by CIOMS DILI 2020

CHEC| CIO|E 2R 8% MHE XIS FE5t= O AH8SH= ZE Mt
7|H. cl|o|E{0to|'d (data mining)2 44X Cf|0|E 2442 Bt HEHO|C}.

Modified from: Hand, Manilla and Smyth. Principles of data mining. Cambridge, MA, USA.
MIT Press, 2001.

Dechallenge / Rechallenge | £0{Z Lt / THE 0 (ClOMS Glossary Advisory
Board, April 2023)

E0{FtH(dechallenge): &txtof Ch3t ok2 015 STHsto] 0| &AL (AE) 7t
K&E=X R E 2ES= A, Ol &At|7L XIS E 32 FEHSCHEE

24 (negative dechallenge)2 2 B7|=|H, o1t 7} QS 7HsA 0| KL},

=
=)
e

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition

NOILI3S AHOLONAOYLNI

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
=

SANIJDJVA :SNOILLINI43A ANV SINY3L


https://www.encepp.eu/publications/documents/ENCePPinterpretationofnoninterventionalstudies.pdf
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/international-reporting-of-periodic-drug-safety-update-summaries/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/ojsg8296

Ol &AL BB LTt ZASIHLE AF2EY AR REHSCH ohg 24 (positive

dechallenge) 22 B7|%|H, Qot2tA| 7t AS rggm O Act.

M E0i(rechallenge): &Xtof|H| FES CHA| & . O| AFARR{| 7} CHA|
LIEILLE H2 Ol MEOf B8 $M(positive rechallenge)OE 7=

|9t2t A S Z=SHA| A|AFStC), O| &b AR|7F CHA| LIEHLEX] @i= B2 MTH B3

(negative rechallenge) 22 7| =|0, Qa2 A7t QLSS AlALSICY

E0o{=Ch(partial dechallenge): O| &AL 7} XIS E|=X| O E 2HESH
o2 EGZE E0|= A.

3
FII'
N

of
M =0f(partial rechanllenge): O| &t AL2| 7t CrA| LIEFLE=X| GRS
5h7| 2l =2 HTH=Z CHA| Fo{St= A.

Note! 2MO|lA, CIOMS A2 &2 “SXtof|A| A4H 40| A2 7hsM0| Y= F2oTt
O|EHOE MEHE fAsljoF St HAIMLE WhatM, X|= 2|Ate] THEho)| w2t of &=l = Zutot
aixtel X & Y AL AFMHOZ #HHo| Y= Z20lT HE JHelo|AH HEIE 4 QUCE” (Current
Challenges in Pharmacovigilance: Pragmatic Approaches. Report of CIOMS Working Group
V. CIOMS; 2001: page 131-132.)

Proposed by the CIOMS Glossary Advisory Board.
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2 4o do 4o oo r°
mE HE 2 [ oi

67. Designated medical event (DME) (CIOMS VIil: Signal detection 2010 | Chinese)
EE21 SOHSICt 2hRE0 of S0t 2 El 9I=0| =0 1-32 et
HnE|H2tE HE(alarm)E YSAI7I= O|4AHE. O 2= AE[2A-
EA BT, SERI|DAL ZHET, OHLFEEIAA, M =2 B 9

Cte MM M| S(torsade de pointes)O| RULE.

Source: Hauben M et al. The role of data mining in pharmacovigilance. Expert Opinion in
Drug Safety, 2005, 4:929-948.
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68. Development core safety information (DCSI) | 7H& sHA oFM M E
(CIOMS VI: Clinical trial safety information 2005 | Chinese)
Adopted by CIOMS VII: DSUR 2006

AAAIEX XtZE (Investigator’s brochure, I1B)2| S&IE MMOZ 3|AL 3
oMM HE(Company core safety information, CCSI)et #Z=7t S5t

DE o otNd "EO| QoF0| XBE|0 QOMH 0|= IB 22 LHOAM O

XtMIS| M EICE oFS0|42HS(ADR)O| 7|ZH =0 =X (listed) = IHX
2X|(unlisted)& AHst= 7|F0| &= &= oHHAH EAO0|C

Proposed by CIOMS Working Group VI, based on the report of CIOMS Working Groups Il
and V.
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https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/

69.

70.

71.

Development international birth date (DIBD) | Z2LH2| %] X AIA|E A2
Z012! (cloms VII: DSUR 2006)

HAMA o= LIZHME SHE LMAE S8 S FEXE SQI(EE 57hHE2 It
Proposed by CIOMS Working Group VII.

{Z11: International birth date}

Development pharmacovigilance and risk management plan
(DPRMP) | 7H'L CHA oJofE o S ZAl X flo 4 22| A2 (cioms vi:
Clinical trial safety information 2005 | Chinese)

Adopted by CIOMS VII: DSUR 2006 under the heading ‘Development pharmacovigilance
and risk management plan (DPRMP) or Development risk management plan (DRMP)’

LA & olA4F Folimatel BX|, BoL oM, 20 9l of gt 2HE SFSS
FHSHT| I8t A=l o] Al=l2 X7[0f HAIE[0fof StHH, MZ2 °fE E= 29

L T2 N[A Tl 2 2R Al = =[0{0f Strt.
Proposed by CIOMS Working Group VI.

Development safety update report (DSUR) | QUAFA|EH L O|2FZ X|Al
OFX MK K 71 (CIOMS VII: DSUR 2006)

r

N = AT B2 o=, MESH MA E= Wilol Fold-oldld na{AtY
S rEd RO st HI1M Qo2 M. JHAl QZXIL A H7|2 MES
EI{OE IFA‘|'5H:|-
= 11— -1 O = .

Modified from: CIOMS Working Group VI.
Commentary: DSUR 0|0] £Q1E o|okZol MZ2 (0 MZ22 MY, HE2Z, TETHo chst

AllS Zateto] gt ol oh20| TSt RE QAN S| OFHY HY Roto| ABE SUITH ANZ
Ol YAAIBIRF RERE W/EE T4 34 obsd HE(DCSI)2] BE W Agol chet 7|% oz o
4 QICk, o Holofl AFE KUL-2HH BAL ME KNS CHRE HEF HUS olujetx| o,
ABCHARE S SRHS0| QAAS i Ty T2IMS & X|43tD YKo i3t K40l BotS
olujgitt. #7bHel TS IF, MM ¢ Hmeitt

Development safety update report (DSUR) | LAAA| &2 o|2kE X| M
OFM M K K 31 (CIOMS VI: Clinical trial safety information 2005 | Chinese)

r

9 S o1 F0l o2, MBS NA| i WAI0] ol8-9lef4 DRARY
X

= = y O =
oFEd FEO et Y7|1X QAL M. YA A=K7t 87|12 HES
Moz RMITY,

= 11—
Proposed by CIOMS Working Group VI.

Commentary: DSURE 0|0] £¢l=l o|atE | ME22 E=(0f: ME2 HMEH,
Agg Zerstof 7 F2l FE0f cist ZE AAAI- ot
A

oo =]
Ol AR R2H QY/EE 7HE HY obdd HE(DCSIS BE HE Aregdol| thet 7| x dze &

foon =
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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

72.

73.

74.

2= QICt CIOMS VI A2 JF0| M= 0= (IND Hall 21 M) Y EU (HZF ot H M)l Ao
CHoto] DSURO| HA| M2 CHE HI|ED QAS Z™stD Z3A|7|= SEIE des e £+ Qi 21
QUCH XEASH L2 THS &t} 2 EOME 7|ZEC2 TIY F21 CIOMS A8 I & VIIE 0|23t

HA9 AL LHE S AIZ|0fl et MR AFEE HMAISH| 98l HEst

ol
80
il

Direct healthcare professional communication (DHPC) | 2|2H 27}2}9
ZIF®o| O] AFA E (CIOMS IX: Risk minimisation 2014 | Japanese)

S7HARL = 2P =0| ot E D 2ASIH EF RX|E F oL HRAE

S

HEE o[AFETL TNl A =H

o 2RI ACH=E AS LE7] Al T2 SFS
St S[AAE ST, OE S01, DHPC= M HEHE =T =M oJtFat
B EF floidol etet S/ o] &thE RES YAATI= AS S HE S 5+

$O Py oA
Do X o

Source: EU Guideline on good pharmacovigilance practices: Module XVI Risk-minimisation
measures: selection of tools and effectiveness indicators (28 April 2014)

{EU Guideline on good pharmacovigilance practices: Module XV Safety communication (7§73
1) EMA/118465/2012 (7§ 1, 2017'd 108 9Y)ol|4] Rel= %2]. o] B} ¢kA] Rules Governing
Medicinal Products in the European Union2] Volume 9A°] X &= ¢S

{EU Guideline on good pharmacovigilance practices (GVP) -~ Annex I (717 4)
EMA/876333/2011 (747 4, 2017'd 10€)eil4]e] Hol& oFzh the:

“BES7RUAN = Heao] o ofEa) Hisle] BY 2XE FHolAY FelE 2¥Y 2ot
ke AE da)7] 9l 2 FEE oo R} A7 elA A st dAkes FAI. dlE
£°], DHPCE= 2% YejE 2o 24 o okga) Bed e 57 a4 efsl W/ o] ik
Bohg Zarg)e A BE2 8 4 ok DHPCx= 9 oF2712] #2jof g g o] o).’}

Disability-adjusted life year (DALY) | ZHOj % MZ=LA=x (Clinical research in
RLS 2021)

ZI| MUOE Ql5to] AAst= H4(years)2t ZHOWE ot MotIh= H40| B
o

UZ+8 4 7|22z Fol=7| = oot

Source: Institute for Health Metrics Evaluation. Global Health Data Exchange. Online
Glossary, accessed 3 April 2023.

{2 o] CIOMS A7 18 HA{o] 18 10j4] &9l 7}53}}

Disease outbreak | Zt LYt (Clinical research in RLS 2021)
7

MAEAZ|(WHO)E “LEHXQI J|CHK|E Zatst= HY Atzo] Y47 o=
HOlot}, At == Ao JQIA|, 22|10 ofof| CHEt O™ H 7| &E & A2 A
/o w2t ChstLt.

Source: World Health Organization. Environment, Climate Change and Health. Disease
Outbreaks. (Webpage, last accessed 3 April 2023)

{# o] = CIOMS A% 15 B114]9] 32 304 29l 753k}
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://doi.org/10.56759/cyqe7288
https://doi.org/10.56759/cyqe7288
https://www.healthdata.org/terms-defined
https://www.healthdata.org/terms-defined
https://doi.org/10.56759/cyqe7288
https://www.who.int/teams/environment-climate-change-and-health/emergencies/disease-outbreaks

75.

76.

77.

78.

Disproportionality analysis / Analysis of disproportionate reporting | =72
—F"_—*_',' (CIOMS VIII: Signal detection 2010 | Chinese)

Adopted by: CIOMS DILI 2020

SAXN =8 2HO| o X0 o S7HHe2 O g2 UIEE H1E otE-F
TS HAMCRE AEe 29| 2 otM A Cf|O|E{H|0| A0 CHEE MAH(EX)
N SA 7| HE.

Source: Almenoff J et al. Perspectives on the use of data mining in pharmacovigilance.
Drug Safety, 2005, 28:981-1007.

Diversity | C}2FA (cloms Xi: Patient involvement 2022)
L FHQI(0Hl: AIRICHAIRE) O] HEE, Q1F, ME ol A STEot 242 EM9
XIO|E EOo|= ™Mk, CHAd2 ot Mol &' S

XIRIE 712l sHelat 2t E &= ULt

Proposed by CIOMS Working Group XI.

ol
-]
>

Dominant risk | =2 2|6l (cloms Iv: Benefit-risk 1998)
A shd T=mol £ QISR ZtFE[= 2|64,

Note: 2 2S4S HFst= o] AF8E = CHE 80i= YUkt 2I3id = 2lsi4 S2(driver) S0I
QUCH =2 oM 2 sz MEo| Mut™ol 2lsid m2nt 3l (s &z(oM CIE 2lEECH I
Zast stLte| o|¢iHSO|Lt,

Proposed by CIOMS Working Group IV.

Drug-event pair | 2|2FE-Z{| ZE (CIOMS VIII: Signal detection 2010 | Chinese)

KA H 0 HO|E{H[Of A L X[ 17 O] &2f At EU MOl M ZAL|= St
O|FF 1t StLto| O] &fAta| 2| =gt

Proposed by CIOMS Working Group VIII.
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https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/ojsg8296
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/

79.

80.

81.

82.

Ecological bias (Ecological fallacy) | 24EjSH=! H|ZE 2! (ClOMS X: Meta-analysis
2016 | Japanese)

B 201 4 2Hol BEE SIE0] Y £T0IM EXts ABS
UEEA] LERALE BHIetRl s 97| 0] At 4 9l TR El A8,

Source: Miquel Porta, ed (2014) A Dictionary of Epidemiology (sixth ed.) Oxford University
Press. ISBN-13: 978-0199976737.

Educational tool | 11§ 3! (CIOMS IX: Risk minimisation 2014 | Japanese)
QIA S X|AlS MESH EF HEO| it OISHE &7| fsh 1ot Xt=.
Proposed by CIOMS Working Group IX.

Effect modifier | &1} B Z 21X} (CIOMS X: Meta-analysis 2016 | Japanese)
K= E= f[elxtet 20| s *§€°I o] +ZE0|M MECIE 2 E HES
St A AR EM. &, EM1t K= 7t 4= 20| /IS 2|0|stCt. of
80l & ot 0l sietof| M AFEEICH

Source: Dodge, Y, The Oxford Dictionary of Statistical Terms, 6th ed., International
Statistical Institute, New York. Oxford University Press, Inc., 2006.

Effectiveness | &1} (CIOMS IX: Risk minimisation 2014 | Japanese)
O St Lurxol AMH Mo M ALEE 22 EF ZHETM oot =
FAHE= .

Source: Hartzema AG, Porta MS, Tilson HH. Pharmacoepidemiology: An introduction. 2nd
Edition. Harvey Whitney Books. 1991.

Effectiveness | 28} (CIOMS VI: Clinical trial safety information 2005 | Chinese)
X, M0 EE SIS 7T El A stof| o[ E(E= 2 RV|=)0| Wt

2ol M,

Proposed by CIOMS Working Group IV.

Commentary : YEMO 2 o[ AHO| L= EEHCQI Hol= AX| AofA Yote Rttt 2atE

BHEO] LH7| 9I5t BRHC| s= 1t SASICE

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition 33

NOILI3S AHOLONAOYLNI

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
=

SANIJDJVA :SNOILLINI43A ANV SINY3L


https://doi.org/10.56759/lela7055
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

83.

84.

85.

Effectiveness | 20} (CIOMS IV: Benefit-risk 1998)

e, 0 EE S7AE 7|7 E =2 stofl QA E(EE 9 27|&)0| Yt
4o Mk,
Note: Z1tA4 0|2t AHEH QI QI A 21 A (“real world”)0fl A 20| 2| =3t =t E Aot & SMsH=X|E
o|ojst, HFLIE|O M| FEHTEC +FO|M 2EE = RAM)S BHFHT (2135 2]
[ClIOMS IV 211 A Q] ZE3= 2:] Abramson, J.H., Survey Methods in Community Medicine, 4th Edition, p.
49. Churchill Livingstone, New York (1990); and Cochrane, A.L. Effectiveness and Efficiency, Random

Reflections on Health Services. Nuffield Provincial Hospital Trust, London, 1972.

Proposed by CIOMS Working Group IV.

. =7

Effectiveness of risk minimization | 9|offA 2t5}2| 1} (cloms Ix: Risk
minimisation 2014 | Japanese)

O|OHE AP BHRISIO ROIOIS ZES H 4 Yl MMl e i3t

Effectiveness threshold | 1F& 2 A|Z} (CIOMS IX: Risk minimisation 2014 |
Japanese)

St dSE0|2tn HItE| 7| 219
2 A2 2l el Het

=
=
15 L =
OOIA‘I’ Al A Ol Al o:|7|-_k| =

ng

o 0x
=o=}.
w2
el;
rr
o
els
0%
re
ot
10
B
k>
ot
oo
>
MM

Proposed by CIOMS Working Group IX.

Efficacy | 24 (CIOMS IV: Benefit-risk 1998)

Adopted by: CIOMS VI: Clinical trial safety information 2005| Chinese

Ol&t&ol At = Stoll M EF oA ZHI7F U= EF BRITH LY ZHI0 |
o|ot folot 2utE 0| 0= Q4 FE = 2 =7[s 53,

Proposed by CIOMS Working Group IV.

Note {CIOMS IV}: REH2 0|E S0], eH o2 AL AR 20l Mot 20| “O] 4XQI” L= 79|
O|& =l =AM EF °I°‘n0| o|=ot 2atE Ot & 7S AQUX|E LIEACH

Commentary (CIOMS VI): R2°d2 22tAIe 2Z0| A2t 20| 0| &Ml thi= 72| 0| &bl Z0AM
E8 9ofF0| fdt= =g P& LOI|=XIE LEHHLDE o] fF0| EESHEl/HEE R 20| M

2 oLt &
oL El X8 5IHE YBTHH “Rz 40| AL,
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https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

86.

87.

88.

89.

|

Efficiency | &= (CIOMS IX: Risk minimisation 2014 | Japanese)
EXtet X+ ChH| Edet At

Source: Hartzema AG, Porta MS, Tilson HH. Pharmacoepidemiology: An Introduction. 2nd
Edition. Harvey Whitney Books. 1991.

E-health (ClOMS XI: Patient involvement 2022)

AL MH|A, ALLAL BB 23 U BHO|Z DK/X|AY/AT 5
Ho|2 () 2OFE X|J¥5t7| 2I5to] HEEMT|S(ICT)S HI8 &1tXo|n
QAHSHA ArESH= A.

Modified from: Fifty-eighth World Health Assembly. Resolution 58.28 (WHA58.28).
ehealth, 2005. (PDF)

{2 Ho]= CIOMS A2 18 XI B 114 9] AlM 5.3.1,2F% jol] Z8F=[o] 9S.}

eHealth (Clinical research in RLS 2021)

HAEAZ|(WHO)E “E71E 2l8t HESAMTI|E(ICT)S| AH8"o 2 Ho|otrt.?
{Source: WHO. Digital health research. (Webpage, accessed 3 April 2023)}

{203 22:} HIARZAZ S| (WHA) Z2|2t58.280 A= “ZZaa| MH|A, HZZAl, 2298 23
o 2AE WS/XA/AHT S H7io| R (TH) 20FE X|Ysl7| 5t HEEMI|IE(ICT)S
HI8&ItH0| 1 Qb SHA A8 SH= 24"C 2 Ho| Lt

=4

Source: Resolution WHA58.28. eHealth. In: Fifty-eighth World Health Assembly, Geneva,
16-25 May 2005. Resolutions and decisions, Annex. Geneva: World Health Organization;
2005:108. (PDF)

{£ )= CIOMS 4% 15 BuAo] 22 2004 2l 7H53L]

Electronic health records (EHRs) | X}C| 52 7| = (Clinical research in RLS 2021)
WHOE E-Healtholl CH3t M| I S 2H M2 AL A “SQIEl ALEXIOf|A|
EZIHM0| 10 OtMSHA HEE MSste StXt SO MA|ZH 7|Z70 =2 FolLt.
EHROll= YEIMO 2 2tXto| e Tt Gl X5, oF=, LE(27], oL T, LA
A S AEAN AAZE IOt E?:.*E._“Zh

Source: WHO. Global diffusion of eHealth: Making universal health coverage achievable.
Report of the third global survey on eHealth. Global Observatory for eHealth. Geneva,
Switzerland: World Health Organization; 2016. (PDF)

{2 Aol CIOMS A7 & Bl 25 2Bojj4] 2ol 7153t

Endpoint | T7}H = (Cloms XI: Patient involvement 2022)

YLAIHOIM S7E L0t RABHX| SI/EE= SHZ2X|S HESH| o) ZYE
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/iiew8982
https://apps.who.int/iris/bitstream/handle/10665/20378/WHA58_28-en.pdf?sequence=1&isAllowed=y
https://doi.org/10.56759/cyqe7288
https://www.who.int/observatories/global-observatory-on-health-research-and-development/analyses-and-syntheses/digital-health/background
https://apps.who.int/gb/ebwha/pdf_files/WHA58-REC1/english/A58_2005_REC1-en.pdf#page=125
https://doi.org/10.56759/cyqe7288
https://apps.who.int/iris/bitstream/handle/10665/252529/9789241511780-eng.pdf;jsessionid=02E5BCE084F49F4A5204B7BE99F4CCE1?sequence=1
https://doi.org/10.56759/iiew8982

90.

91.

92.

Modified from: National Institutes of Health, National Cancer Institute. (Online dictionary
accessed 6 December 2021).

Endpoint | T7}tH4~ (cloms DILI 2020)

EY HFEES si2SHY| 2ol SAMCE 2ME= EXF 2 E HHESH| 2|50
HetstA| FolEl Ha, LUN o= WIH RH, WILA7|, AH2E= HIt =7,
J2|1 (== Z2) A-tAX 1HA CHE WIS Sgste i 52| J|Et
M|E Areto| HAIEICE

Source: FDA-NIH Biomarker Working Group. BEST (Biomarkers, EndpointS, and other Tools)
Resource (Internet). Silver Spring (MD): U.S. Food and Drug Administration; 2016- 20. Co-

published by U.S. National Institutes of Health, Bethesda (MD). Published on January 28,
2016, last update: 2 May 2018. (Webpage)

Endpoint | T7}tH 2= (ClOMS X: Meta-analysis 2016 | Japanese)
2
=

(‘B ¥4 £E 23 S| YAHOE Qo|3t wIHE TR 4 9o,
oiEtEAe] SH SxI RYHoR AptE K 215 HIY + YRS X

N otE M,

Proposed by CIOMS X. Modified from ICH International Conference on Harmonisation. ICH
E9 Statistical principles for clinical trials ICH Harmonised Tripartite Guideline. 1995.

Endpoint prioritisation | 7t 2M 22| 27 (Cloms Xi: Patient
involvement 2022)

X & (Guideline) ZHYXt7F A3t EE= AN JHE SR8 WItHSE ZHSH|
s HXl= TEMA. 20| 2t SREIF AFEILCL

Proposed by CIOMS Working Group XI.

Epidemiology | &gt (clOMS X: Patient involvement 2022)

-4

DR EE SHE QISR THE FT0|A 12 B ALO| A WA,
HIZ, Al7| L RQI0) hEt S,

Proposed by CIOMS Working Group XI.

Epigenomics | MG FH|St (cloms DiLI 2020)
-1

CISAl2| 28 LHDNA) MBS HASHX| ot X7 24 otE| A

28 M3}E| = (switch off) BHAlQ| #3t0|Ct. 0|= LIo|2t Al0]

NES| BE SHQMSIH HotS Aot SR, SHQHSN s
L
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https://www.cancer.gov/publications/dictionaries/cancer-terms/def/endpoint
https://doi.org/10.56759/ojsg8296
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/ojsg8296

sietE R 22 2F R0 Uit =2 Qo) WY + UCt = YFTEH Hol=
Jielel 2 2o IS 0|E + A2H, HROAM XtHMA HEE + UL

Source: United States National Cancer Institute (NCI). NCI Dictionary of cancer terms.
(Webpage accessed March 2020)

93. Evaluation of drug-induced serious hepatotoxicity (eDISH) plot
FERY I3 7t54 HIHeDISH) EZ (c1oms DILI 2020)

I3 TBLEHALT 2t B2AIE 20/202 BAD 2. = CH 4 4oHK|(ULN)2
bi4=0|H, T Mt £E M2 Hyo| %] AAZHS LIEPHCHZE, ALT =3 X ULN,
% 92|28 =2 X ULN). eDISH 222 J2TO| R ATt AHZB0| 9| |3},
Hyol &l ABA 4K| 7|27 MY OR YRt NHHARIE F2KoR
HetsHA| Ho{FELC

Modified from: Merz M, Lee KR, Kullak-Ublick GA, Brueckner A, Watkins PB. Methodology

to assess clinical liver safety data. Drug Saf. 2014;37(Suppl 1)$33-545. (PMC full text,
Journal full text)

NOILI3S AHOLONAOYLNI

0]

94. Evidence-based medicine | 27{Z 4! 9| St (CIOMS XI: Patient involvement 2022)
Aol utstd 2AHE FX0| 10 HetSHH SAHSH| AFE5H0] JHE gtxtel X[ =0
Ciet 2™ i2l= A.

Modified from: Sackett DL et a/. Evidence based medicine: what it is and what it isn’t. BMJ
1996;312:71. doi: 10.1136/bmj.312.7023.71

95. Expected and Unexpected adverse drug reaction | 0| &HEl/0i| AF5}X]
25t 2k5 0| AFHEZ (CIOMS VI: Clinical trial safety information 2005 | Chinese)
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Adopted by CIOMS VII: DSUR 2006 under the heading ‘Expected and Unexpected adverse
drug reaction (% 11: Listed and Unlisted)’

GIAE SO AUFS(ADR): 1 54 EE FEEJ M HF MY H
—

O L-OoO

=
o
0517} LAHE o|AF 2 B YR X2 E=, 317t HF2 3¢

L 81 LX[St= = 0|43,

Modified from: CIOMS Working Group V report, p. 109.

{CIOMS A% 1.8 V HiAol= 34 5] §ol2 ZeHe|x] gheix|vr BiAe] of2] 2ol
expected®] 7N\go] =9J = Q1. Hi1A] Aol i1}

Ol AFStX| 23t ADR: O E4 = STt s MEC| 5{7HAtEH (ol 0|51t
UMAHE AES| F2 LMAYX AMEE L=, §{7HE HEQ B2
HEEM[product information/package insert/summary of product
characteristics]) ot 2 X|StX| b= FZ0|AlgtS,

SANIJDJVA :SNOILLINI43A ANV SINY3L
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https://www.cancer.gov/publications/dictionaries/cancer-terms/
https://doi.org/10.56759/ojsg8296
https://www.ncbi.nlm.nih.gov/pmc/articles/pmid/25352326/
https://link.springer.com/article/10.1007/s40264-014-0184-5
https://doi.org/10.56759/iiew8982
https://doi.org/10.1136/bmj.312.7023.71
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/

96.

97.

Source: ICH Guideline: E6 Good Clinical Practice

Note: ICHE “Ol&4HEl FZ0|AHES”S HolstX| 4.

EU: “Ol|l&stX| 2ot okZ0|MatE” - O EM £ S5t ol
ULAHE O|2AZ o 22 MAIYUX XIE2H E=, §7HE HEQ
OFZ2 0| AMHES,

dIZ2l S{7FAFEH(oll: 057}

X
£ o)t YX|BHX| eb=

{CIOMS VI} Commentary: “0i|ZA4479| 7§42 o|Hof| 2& U EMSIEAS 2 U0 IHX| gk
SE Qe AMZIE 2olstet ol sl E0f CHoll LTl of2|ats EMoZREH oMEUS =
A A(CH2 20|22 of &El) S 2|0|stX| =Lt Watof mbath of 4l (expected) X Ol 45X
unexpected) 80{& (ATt o|ekE | ZAIMOI ||| A E/HEEAM(package inserts)2|
“H7|E(labelled)” & “E7|=|X| Z2(unlabelled)” & (AAMANERL A2 E, JHL A OFF
(DCSI) = 2|AL 84 ot HE(CCSI)e Z2) “TImE (listed)” X “7IRHE=IX] 2 (unlisted)”S
O 2= QUCt. 0|21t CIE 80l 2 S EME FolEICt.
{CIOMS VII} Commentary: “0ilZA”9| 7id2 o|Fof| 2t 5l 24

S5 Qe AAE QOi3tct ol YFEQ Y0l Chell 22T okz|eh EM0fA
o|0|29| of &) S <|0|stx| Her

Lol_

o

£

10 ox o¥ MO &

Explanatory trial ! EFMZE OIAFA| Sl (CIOMS Glossary Advisory Board, September
2022)

2 gz SHE 2FoM EF K=o 2uE Hotot| floh dAE A+

Proposed by the CIOMS Glossary Advisory Board. Modified from: Glossary of Evaluation
Terms for Informed Treatment choices (GET-IT). CC BY-SA 4.0. Online glossary, accessed 25
August 2022.

{Z1: Clinical Trial (YAA1E)}

Failure modes and effects analysis (FMEA) | IZSE] 9 HeFEM (cloms
IX: Risk minimisation 2014 | Japanese)

DE2MAE HIISH] O{C|0f| A OfEA| DEO| edle = UA=XE AMESH D, CHst
U Y kS IO T2 A A0M JHE HEO| Bt RES AlE0=
HMAEQ &, FMEAO|= ChZ Aretol| CHet =7 ZEEIC

- T2 MAO ZehE T
-7 o|-°4EH(I:|0-|O| II-EEI _J'\_ ol

AN
DFO| BBt

7)

|_

=
(=

- DA (N Al
- DEEsHuEoR oIt ’Eﬂﬂré Botelx)?)

Modified from: Institute for Healthcare Improvement (IHI), Cambridge, Massachusetts,
USA. Failure Modes and Effects Analysis (FMEA) Tool. (Webpage, accessed 16 Jun 2013)
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https://getitglossary.org/term/explanatory+trial
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
http://www.ihi.org/knowledge/Pages/Tools/FailureModesandEffectsAnalysisTool.aspx

98.

99.

100.

101.

102.

103.

Fairweather Rules | Fairweather &%l (cloms vi: Clinical trial safety
information 2005 | Chinese)

ey AFE EMSHT| 25l FDACIM ArE3sH= A

See Fairweather, W.R., et a/., Biostatistical Methodology in Carcinogenicity Studies. Drug
Information Journal, 32: 402-421 (1998).

False negative | $/2%4 (CIOMS VI: Clinical trial safety information 2005 | Chinese)

UNHOT TN AHEZ WHS 9D U AR ZAF Hpt S0l
Z2E e 2 YW B2} KOISHR| oLt HRIH(=Xtol7} g13)o]
A4 74519 A0l HBEICE 0[2 Yo| L 2B AF| xfol2] 27|of
w2t CHEC) IS4 288 W7 9/s o 3718 yetn 97e B2 37|18
RFE 4 ULk 0 AHHS ATO| A= YUK O ADR HASO| SH0f RO

XIO|E &2l5t7| O REE BT =4 LIEHE = QUL
Proposed by CIOMS Working Group VI.
{&31: Type I and Type II errors (A1& ¥ #|2F 2.5)}

False positive | 9|24 (cloms vi: Clinical trial safety information 2005 | Chinese)
UtsoZ ErAZIALOIA 0| g ARte] ZAF 2317t 2ol A2 E .
SAN AF ZaIt RolstLt HREIHE (=& k0|7t §1Z)0] AtAAL Xl A0z
MEEIC)H 0|2 Qo| wMs stEe 2EMXIV) 0|2 AT 4 QICt

Proposed by CIOMS Working Group VI.
{#&1: Type I and Type II errors (H1& ¥ #2F 7))

Family caregiver | 7}= ZHHOI (ClOMS XI: Patient involvement 2022)

X1 Caregiver (ZHEQI)

Fisher’s exact test | I|A{2| MEFZAX (CIOMS VI: Clinical trial safety information
2005 | Chinese)

o o) £317} XS 1 ARSI 10/HE AR thet. 1 2242 Pt
=i,

fjo

A

Proposed by CIOMS Working Group VI.

Fixed effects | 117 & 1} (CIOMS X: Meta-analysis 2016 | Japanese)
7HE A0 X2zt FHEKAIE HEHEMOIM S2ol= YWH & otLt. 1™ =0t
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf

Mof| ZtE[X] §b=Ct ZH A2

DO T AR MO| FEK 7 HEHS 24
ot ZX=IC} (£h10: Random effects)

710d= LMo = 2F Ao FHEO| ofsiM
Proposed by CIOMS Working Group X.

104. Forest plot | Forest =& (CIOMS X: Meta-analysis 2016 | Japanese)

SoE HEREM Zutet el HIEtE Ao ZotEl 2 A2 JHE Z20HE JeHe=

2 HTol ® FEXE SEHLZ o= AHAHO = BAIE[H, TA| 240 A
&K H FZER0M 22T Arztde HHOo 2 HAE[= ZR7t B
2 2t Azt g Eatsto] 2t Ao Mz 112HCI) S LIERH, g4 2K =
FAHIM O = 95% CIO|Ct.

HIEHZA{o| HutA X2t O Cle otttof| £ CHO|Ot= =2 HA|EIL,
Clolot=E SY2 Sl M YA E LIEtUH, +HM £2 CIE LIEHHCE

NOILI3S AHOLONAOYLNI

Modified from: Glossary of Terms in the Cochrane Collaboration. Version 4.2.5, May 2005.
(PDF)

105. Frequentist statistics | HII=Z=9| S| (cloms Viil: Signal detection 2010 |
Chinese)

HE7tse MY T B FE HHUSS 71ES ZI[H HER 2

Proposed by CIOMS Working Group VIil.
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106. Genome-wide association study (GWAS) | MESH | H2tEM(cloms
DILI 2020)
Als FHeto]| cs 100,000~1,000,0007H O|AfS| EX|XLE ALESI R A Ho|t
EX Ant s EM 7o A S HItehH= L.

Source: JAMAevidence® Glossary. (Webpage, accessed 29 March 2020)

107. Genomics | FHH|S (cloms DILI 2020)

AtZo|Lt CHE R7IMI0l = CISAIZI2HA(DNA) (RE TR 25| A
MEOf st AL Al Z2| 72| 2= MZEol= RTAQ et SX=20] S0
UA=Hl, FTAO= ArEo] EEstn d&sts ol 2ot ZE HEIH S0 AL
FEA S s PASO0| StLte| RTAIFTHE RTAI & 21 42X 5=

[

SANIJDJVA :SNOILLINI43A ANV SINY3L

H CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition



https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
http://aaz.hr/resources/pages/57/7.%20Cochrane%20glossary.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/ojsg8296
https://doi.org/10.56759/ojsg8296
https://jamaevidence.mhmedical.com/glossary.aspx
https://doi.org/10.56759/ojsg8296

108.

& FHO| YHEIS WIS olsfsts Bl EZ0)
B, X2 U Ot M2 weel $HOR 0jofH 4 Uk,

Source: United States National Cancer Institute (NCI). NCI Dictionary of cancer terms.
(Webpage accessed March 2020)

Good Clinical Research Practice (GCP) | IAFA|2& 22| 7|2 (Clinical research
in RLS 2021)

QUZE N[ HCH AR 7F Ho{Sts Qa7 dA|, 23, 7|5 Y E10] CHel =2 El
Qa/m, 2ot 21 BES S48 FAL

Source: WHO. Handbook for good clinical research practice (GCP) : guidance for

implementation. Geneva, Switzerland: World Health Organization; 2015. (WHO
Institutional Repository for Information-Sharing)

2 o= CIOMS &7 15 Hi1A 9] 44 3.2004 29l 7Hs-g.

109.

110.

111.

Harm | Sl (C1omSs IX: Risk minimisation 2014 | Japanese)
UM HIE, BEE E X4 AIZIS TR 2RE a4

Source: Lindquist, M. The need for definitions in pharmacovigilance. Drug Safety. 2007, 30:
825-830.

Hazard | |l (cloms IX: Risk minimisation 2014 | Japanese)

S AFOIN SIS N1A 4 Y 4 EE Foj7 29l 9Igo| 24,

Modified from: CIOMS Working Group IV.

Hazard | 9| & (cloMS IV: Benefit-risk 1998)
Adopted by CIOMS VIII: Signal detection 2010 | Chinese
ET 420 2SS 71E = U= &g g ZH.

Proposed by CIOMS Working Group IV.

Health literacy | ZIZ7 E 0|5l{ =24 (cloms XI: Patient involvement 2022)
AZZE| 2ok, 0| oldhstal, WIS, ME3dt= 7Helel 53.

Modified from: Sgrensen K, Van den Broucke S, Fullam J, et a/. Health literacy and public
health: a systematic review and integration of definitions and models. BMC Public Health.
2012;12:80. doi: 10.1186/1471-2458-12-80
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https://www.cancer.gov/publications/dictionaries/cancer-terms/
https://doi.org/10.56759/cyqe7288
https://doi.org/10.56759/cyqe7288
https://apps.who.int/iris/handle/10665/43392
https://apps.who.int/iris/handle/10665/43392
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/iiew8982
https://doi.org/10.1186/1471-2458-12-80

112.

113.

114.

115.

116.

Health technology | HZ12| & 7|= (CIOMS XI: Patient involvement 2022)

U2 3%, 2E oY, TE £ K, M £= 7| X=ZE S SH.

of7|0l= O| 20 MBSl OIFE, WA, 7|7], FAH & EF At et

Modified from: EUPATI. Health Technology Assessment: Key Definitions. (Webpage
accessed 8 October 2021).

Health technology assessment | EZ12|&7|& T 7} (cloms Xi: Patient
involvement 2022)

£ S7ALt 2R AMH|A
|71 9l Cret
EE

S AAgo| g 4

HES oY, Tt = X =otal, AL S STSHH, M
H3S ZH[st7| fld /e E & H°I %JEH@. 7HX|E TE
D2 M A, SXHo0l= HAL 7171, 2| <F

ALt

Modified from: International Network of Agencies for Health Technology Assessment
(INAHTA). (Webpage accessed 16 January 2022)

{Definition - the HTA Glossary at http://htaglossary.net/HomePage, accessed 15 July 2022).

Healthcare professional (HCP) (Health professional) | 2|2 27} (cloms
IX: Risk minimisation 2014 | Japanese)

AZOA o2 MHIAS RISE = JAEE 2SS &1, A2 A& AL 7)ol

O| AL, U et X|HA A 2=l AHphysician aSS|stant), ZtS AL K| 2FO| A}, kAL

S RAARE EEHEICEH oM E|= O| 4SS H115tY| f{ol], Al X #X| 7 Ao

HER YAIE OSINOR XA & ALRI0| 272 TErich,

Combined and Modified from: Lindquist, M. The need for definitions in pharmacovigilance.
Drug Safety. 2007, 30: 825-830 and ICH Harmonised Tripartite Guideline post-approval

safety data management: Definitions and standards for expedited reporting E2D (Nov
2003).

Healthcare system | EHZ1S| & A|AE! (Cloms XI: Patient involvement 2022)
2™ X, B3 M2 HQ| £ 18 MEZ EXNEE o|:r1x||:|- | Az
B2, 2|8 = RAGIEE A E =2etE £X. 01 8 =9 EH 3719
QIAE T MH|AZE O{EHA| HSE =X LEHH = Afo EICH

Proposed by CIOMS Working Group XI.

Heterogeneity | O|Z M (CIOMS X: Meta-analysis 2016 | Japanese)

e

o gl/ere A1 Aqf 7k X}0], 0| RS QU O Z QAN o|xIM HtH 2 X
0|2, SHIH o|2H M 7tx| YAloz BRE 4 ACHF2H 252]. YA
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https://doi.org/10.56759/iiew8982
https://toolbox.eupati.eu/resources/health-technology-assessment-key-definitions/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.inahta.org/
http://htaglossary.net/HomePage
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/lela7055

O|EMe SRt M (0: ZAL ZO! A, MM 7|E, 28Xt EN T XA
X|-O|), %IH(O:" 7||7_f’ g-E-c')I:’ == Eg)

mz
i
2

0
L
_‘_0
=y
==
o
=
-
-
ol
I

— o )
Aol Hel U M2, E= 24 YY)l Xt0|S Lotch YA o|HHnt =
O|Zdel 74 40 tict ZE2 Altts ZESHA| 4Qm mrhol| 7| R 5tot, HiH
SAH 0|2 E2 JHE AN +=XH2 = M=Z LKXIGHK| b= 227t L2 =
AOH, B2 HSHYUC = o &bk|= ALC HSH0| ACh= 7H'ES LIEHALCY,
SAX O|HY2 YA Zto| 2Tl LA U YHEH X}0|, LHKXIX| 2

[=] [k
QAL AIEI] (2

r

> Tlo
NOILI3S AHOLONAOYLNI

a
AMH = HHHEN) EM e 200 oo Le & UL}

0.

[CIOMS X 21 A Q| £t 11238 252:] Thompson SG. Why sources of heterogeneity in meta-analysis
should be investigated. BMJ, 1994, 309(6965): 1351-1355.

Proposed by CIOMS X. Combined and Modified from: Thompson SG. Why sources of
heterogeneity in meta-analysis should be investigated.

BMJ, 1994, 309(6965).

Berlin JA, Crowe BJ, Whalen E, Xia HA, Koro CE, Kuebler J. Meta-analysis of clinical trial
safety data in a drug development program: answers to frequently asked questions. Clin
Trials, 2013.

117. Hy’s law | Hy2| ®X! (cloms DiLI 2020)
“OrERT 7MY e MZISt HH0|H ALES 10~50% Hel2t=
Hyman Zimmerman gfAtS| 2tEZADtof| 2742t 0. 0| 80{= OtAM2}FEI &t
OtO|.=TMO| A (AST) = Yatl ofo| .= MO|Z A (ALT) $=X[7t B4
ASEX[(ULN) (B, A& E Z20)= Hio|Aztel X|)o| 3HHE Xatstn &
L2[ZTHI0] Mo 4otX|el 2HHE E0SIH Rl £7| HEEH| §lo] o A==
QISh ZHM|ZEA 7t & 40| YMsh Shxto| Al M EICt of2{st A& H = O|=

FDAZt e-DISH EX & JH&3st= 7|8to] | ALE.

Based on: U.S. FDA. Guidance for Industry. Drug-induced livery injury: premarketing
clinical evaluation. (PDF)
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118. Identified risk | FHEl 2|5 A (clOMS IX: Risk minimisation 2014 | Japanese)

[

o
A olorE o IOl ChE MTB 247} QUi HIZIRISH] 2 AFIO| A,
C

= = o
-3 M YA EE HBIATOA BAE OISO R M, S ool
CHOH CHZ= ot B o Xf0|Q] 37|17} AR 2AIE AlASHE B L.
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https://doi.org/10.56759/ojsg8296
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM174090.pdf
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

119.

-O0f2] ol H EMetEl AHAH HN2BE| AAE[=, OFLFREAIA
H FREAIZE AZES =2 A 8 *”':'3”‘* EtE-goll ofoh
t

)
4
X H0
e
T 0l0
oin
ro
]

[
YA =22 ¢l B, 2Y=E T E= H=EY 4= ALt

Source: EU Guideline on good pharmacovigilance practices (GVP) Module V — Risk
management systems (28 Apr 2014).

{EU Guideline on good pharmacovigilance practices (GVP) -~ Annex I (7§ 4)
EMA/876333/2011 (717 4, 20174 10%), with a reference to ICH E2F.: HZFAFS} g5}

Identified risk | FHEZl 2|o}|Ad (cloms vili: Signal detection 2010 | Chinese)
THAl O|oFZ 70| oiZHAO)| CHSE MESH 2 ATt Q= HIZIXISIX| 92 AMA.

=2 =

Source: Guideline on Risk Management Systems for medicinal products for human use,
Volume 9A of Eudralex, Chapter 1.3, March 2007.

Identified risk | TFHEl |5l (ctoms vii: DSUR 2006)

1._“' oot Zate| ﬂ,_wgoﬂ Chet MAESH 2717} = HHEAISHA| gf2 A, 8 &

Uit PROIN TS AFEIT 2 HlOlEl= Sels oS,
-3 MAIE AN E HSIATON BEE O|MHISORM, S o0
Chell CHEZ(9If s TS )2} 6|t AH0|Q| T7|7h QUTEAS AlASHE

=B

- Of2| 79| T 2AMSHE AU BN ZHE| AJALE|S, OFLFTEIA|A ¥ Ei
MBS S 5 QIMEA} AIZHE MB R 5 MSSHH Ebcol ol
L{oh| SILrAEl ofAttg

Source: Guideline on Risk Management Systems for Medicinal Products for Human Use
(EMEA/CHMP/96268/2005).

Idiosyncratic DILI (IDILI) | £0|dt2M kol M 7k AF (cloms DILI 2020)
oFS0f EE ALROAM M2 HIZE YMS
reaction) 22, slie k= 0]l CHSH A2 2
2ot A, LM O Z 50-100mg/day2| HX| %%*OI QS 7 8&2t=
PootH, = E=E AME S M2 |20 Mo st a(oE 271, Sst7| 7R Q|
277t = dollM 5 =, O EEA = = WE = CHYSICt.

J..F”:
)l'E
g 19
® O
of % rot
|H
b
H
o
2
x
=2
1z
Ot

Based on: European Association for the Study of the Liver, Clinical Practice Guideline
Panel: Chair, Panel members, EASL Governing Board representative. EASL Clinical Practice
Guidelines: Drug-Induced Liver Injury. J Hepatol.2019;70(6): 1222-61. (Journal full text)

{&1: Intrinsic DILI (WQ14 2kl 7))
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://doi.org/10.56759/ojsg8296
https://www.journal-of-hepatology.eu/article/S0168-8278(19)30129-1/fulltext

120. Implementation | &2 (ClOMS IX: Risk minimisation 2014 | Japanese)

RE-AIM Tt 29| 571X| A+l & StLt(Xt0{[Reach], &2t Efficacy],
rHEd[Adoption], A&i[Implementation], 8 X|[Maintenance]). 0| 22}0j| A
Ao m2Oo| o =3t 2 MY Es HES o0IBHAY AT FX). el
47Ol M ZX|QF T2 £Z0| MM T} ULk

Modified from: Glasgow RE, Vogt TM, Boles SM. Evaluating the public health impact of health
promotion interventions: The RE-AIM framework. Am J Public Health. 1999, 89(9): 1322-7.

NOILI3S AHOLONAOYLNI

121. Implementation fidelity | 2181 ZS &I (CIOMS IX: Risk minimisation 2014 |
Japanese)

KxH L= JIE_IEH0| OlEoI- [HE EEPE|'— X-iE

Source: Carroll C, Patterson M, Wood S, Booth A, Rick J, Balain S. A conceptual framework
for implementation fidelity. Implement Sci. 2007;2:40. Published 2007 Nov 30.
doi:10.1186/1748-5908-2-40

122. Important identified risk and Important potential risk | Z29%t FHEl
QoM Sl =5k ZAHA 2|5l A (clomS IX: Risk minimisation 2014 | Japanese)

ol M-2iM T20iol| FeS O|X|AHL STSEH| S22 0|H &+

S EEE ETA 2oid. % feds M= A2 el
o ZLHM % STEHO| Cigt &S HIEst o ol w2t

2 HE ME LY 27|AHe EE= A Ol FO|ALE MIMof| ZEhE!

2lsid2 Z2HAH 1ne{sHof StCt.
Modified from:

ICH Harmonised Tripartite Guideline Periodic Benefit-Risk Evaluation Report (PBRER) E2C
(R2) (Dec 2012).

(A HA B2 ICH E2F guideline, Development safety update report (2010 8¢ 17<)ofl A
4rsF 2 2 2 The Rules Governing Medicinal Products in the European Union9] Volume
A9l AHEN = HS-}
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Important identified risk, Important potential risk or Important
missing information | Z2%t #HE 2lsiM, Z2% TH M ==
=5t 2= FH (cloms Vii: DSUR 2006)

HZ| 2lhd-gdd 7o JeS O|X[AHL SZE20|
flalld.

Source: Guideline on Risk Management Systems for Medicinal Products for Human Use
(EMEA/CHMP/96268/2005).

o

|:||7<I A Ol
= T M
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https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.1186/1748-5908-2-40
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://database.ich.org/sites/default/files/E2F_Guideline.pdf/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/

123.

124.

125.

Important missing information | 2%t % & &1 Missing information
(CIOMS IX: Risk minimisation 2014 | Japanese)

Incidence | 2FAHZ (CIOMS IX: Risk minimisation 2014 | Japanese)

YL E TN LHT|ZE SO UMS Aupo| M Al . HSHE o|0|of| A,
EXte At (2 2hxtel &= AR|THS AIA)E LIEHH D 22 & A& ek
CEE|E= S0 290]| X3t & 21-A|(Total Person-time)2 LIEtL= M=

Combined and modified from: Lindquist, M. The need for definitions in pharmacovigilance.

Drug Safety, 2007, 30: 825- 830.
Strom, BL. Pharmacoepidemiology. 4th ed., Wiley, 2005, p.395.
{thSs# 2531%] & A Prevalence (&)}

Independent data-monitoring committee (IDMIC) or Data and safety
monitoring board (DSMB), or Monitoring committee, or Data monitoring
committee (DMC) | S&IE 0l xt& HL|E{Z! 2|2 E] (cloms vii: DSUR 2006)

QUMAIBIO| T Argt OFFA TOJE| U F2 KB WIhHAS FI|Ho=
Hotstn o Z[Xtoj[ A ARl X|&, HE = BT {25 #0617 I8 22| Xt
AXe A= SEHQ OIo|H ELEHZ 2.

Source: ICH Guideline for Good Clinical Practice E6(R1).

Commentary: X2 ZLIE{ 23]/0[AIZ]= 03] O|EOE XX EH EX Ao mzt Hetat
xelo| CHE &~ UL Mol dmt UM S 2[d CIOMS MR IE2 XIE 3 ™M HL|EY
2|21%|(DSMB)2ts 8012 ML DSMBE “F2 HI7HHa(critical study endporint)”# ofL|2t
MM A REH OB E ZLEZ st AEE M0| QAT DSMBO]| CHet XpA|SH LIE 2 CIOMS
g1 X

A2 OE BN VI, S8 2259 1E 44 bo| AxEHS Faeit,

Independent data-monitoring committee (IDMC) or Data and

safety monitoring board (DSMB), or Monitoring committee, or Data
monitoring committee | S&IZ0l Xt& BL|E{2 2|23|(IDMC) &=
A2 U OHA BLIE| 9I213](DSMB) = DLIE Y $I948] X AR
LL|E{2! 2| 23] (c10MS ViI: Clinical trial safety information 2005 | Chinese)
ULAIHO| Tt &g, MY H|O|E] & T2 R HWiHSE FIHoz
Hotstn o|2[Xtoj| A ARl X|&, HE = BE {25 #0617 I8 22| Xt
MR = Aes SEHQI OoH ZLEY 22

r

o

Source: ICH Guideline E6: Good Clinical Practice.

Commentary: X2 ZLIE{ 3]/0[AIZ]= 03] O|EOE XX EH EX Ao mfat st
xelo| CHE 4~ QUCE. Mol dmt A2M S 2[d CIOMS A2 IE2 X2 X ™M HL|EY
2|2/%|(DSMB)2t= 8012 ML DSMBE “F2 HI7HH=(critical study endporint)”# ofL|2t
MM W REH O|O|EE 2L EZst AEE M0| QAT DSMBO]| CHet XEA[TH LIS 2 H11A 9|
2E 53127 MM boj| AE W8S Fustct
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/

126.

127.

Independent ethics committee (IEC) | SEHEQI 2| S| #u:
Institutional review board (CIOMS VII: DSUR 2006)

o|ZQl/ntetxtet H|o| 2 Q1/H|upetR} M UC 2 LM E =8 7|2 (7|2, XY, =7t
e X7 KMo AERIYUE| e 2/2]). &AI-0| Eojst= Al- &R
HE| W oty ehdo| B E HESH, FAUELIT A&rAEA =M, AI-XE, Al &
AR SO S5t EAMehoh= O| AF2E= Wit Xtz Heds HESH
O|of| CHal SRISHALE 2l | HAS MAIZ =M J2{5 0] ol 3& 2hils
HAlSE dehs oot 52 22| /2o 2ot HA X9, #4, 7|5, 2F & Al
QS IA7HICHCHE = YAX(TH 57 R2| /2 7HICH Y&AI- 22| 7|2 E6(R1)O
7|=% Hiet 20| GCPO| a2t RHE 4 UL ZF SHof ST

Source: ICH Guideline for Good Clinical Practice E6(R1).

{ICH 7Fo] =z}l o] mpr]u} E7g2 “..o] 7lo| EgfolofjA] et 2”2 FRE ). CIOMS VII=
7holEg}Ql o] L 2 tiAst S}

Commentary: Xt& ZLIE{Z 2|22]/0|At2]= 0f2] 0|E Q& XA E|H EF Agof mat Hetst X0
CHS 4= QICH Ho|Mat A2 S 2[8f CIOMS AR 282 Xtz 9! otH M TL|EE 2|23|(DSMB)2H=
80{E M It DSMBE “F82 HIHHS(critical study endporint)”# ofL|2} 9tF M 8! @4 H|0|EE
LB HES MAo| QUCt DSMBOI| CHEE XtAEH LIE2 CIOMS &2 & HEM VI, 5| RE59
& MM bo| x2S &mslct

Independent ethics committee (IEC) | ST QI 2| &3] (&x:
Institutional review board) (CIOMS VI: Clinical trial safety information 2005 | Chinese)
o|2QI/BkstxIS HIO|BOI/H TSRt THHUCE TNE S JIT(7IT, XS, 27}
e X7 Aol HELJS e 212]). YAA- &Hojst= A-CH &R
HE| S oty ohdo| Ho E HESI D, RAUELIE ALAHAZIM, AKX}, AlE

= O A= Sy Xtz HEtds
HESIA ofof CHal| SelstriLt 22l oAS MAF 2N JE{gt B0
CHSH 2& A E HA|SH= 92 SiCt

b
AU YA S E St ZMetst=

= oS otCh S 22| 2l¥of 2ot HMA X9, 74,
715, 28 % oH 242 F7I0CECHE & AUX[TH ST 22| 2I#2]7} o] X|&E o
7| =%l Hiet 20| GCPO| w2t 2FE 4= JATE SHjof otrt,

Source: ICH Guideline E6: Good Clinical Practice.
EU: “22| 2I3l3]” - o|2 METIet H[Q|2QI02 TN E S]] 7|20, AMA|IHf
Hel, ot EX|E E25 0 oA HEE M3t MAUo| U

L AMo| ME Mo #ot HEE MSstn AN 59|

B0 J2fst 2o0f chef BF HAIS HS M| Qlct.

o1 ==

il
ne
g

Indicator | X|IE (CIOMS IX: Risk minimisation 2014 | Japanese)
Ed xdo £M, EF Zote| 2 oo A E= FHE M

HEE MAlsH= A.

il

ot

o
rir

Modified from: Brizius, J. A., & Campbell, M. D. Getting results: A guide for government
accountability. Washington, DC: Council of Governors Policy Advisors. 1991.
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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

128.

129.

130.

131.

Individual participant data | 72 A|&CHAFX} CI|O]E{ (cloms X: Meta-analysis
2016 | Japanese)

TR AHCHARIS AYS & YEE DB} 10| B4 2t Ligst BlojEl.
2E 2 HE AI°*EH%JIP CloJE e et2 MAI=| 22 JHelat 2 E 2te
FHSI HMe 2 gl R9%F+F HI0|E{ b= CHEZX 0L

Modified from: The European Network of Centres for Pharmacoepidemiology and

Pharmacovigilance (ENCePP). Annex 1 to the Guide on Methodological Standards in
Pharmacoepidemiology, 17 December 2015, EMA/686352/201. (Webpage)

Industry, pharmaceutical | H|2FAF2 (Cloms XI: Patient involvement 2022)
R Yol ook Bl/Es WAl A, N, ME o T F St 0| M S
ZS5H=E QAL

Proposed by CIOMS Working Group XI.

Note: 2 EIAMOA = ‘At nt ‘Hiek M’S 22 o|0|2 AHEsiCt.

Informational tool | ME E 3L (CIOMS IX: Risk minimisation 2014 | Japanese)

Qs tet FXof Hdnt 2AE FHO| sl F2|E 7|S0|7Lt TS| flol
HEE = K&,
Proposed by CIOMS Working Group IX.

Informed assent | A|SICYAMRF &Lk £ 1! Informed consent (CIOMS XI: Patient
involvement 2022)
2170 £oiZ TH5 40| Y OFS Ei= HAU0| 2ol0| S2of 3 A7 B
EZ20|| f9o|0|8tA| £ojst= 2. 2 (Informed assent) SILIS| mEZMA R
ZtFE[0fOF otH, B2 s HAY S XERH P2 thdxHE2(informed
consent)E SHsl{of SiCh S4b2 thad| gioh o/ A0 gl ATkS 2|0|stX|=
I=Ch OFs = HAE|AH Ao 25t HF= A 22 HE = U
Os0M= S = £Z0M MEHZ SHE H= A0| 71 SR
SHg P Y2 of=2| Lto] gk oL 2t JHQIX ol Alet) ato| AR, MA{ X/
Al kIAE RS- 0|-E CC= MHAEHO| Jt= Mt 118{s)Of SiC},

A|SCHAIR} 2Lt Eolol- HA =240] 9l AOIo||A M2E £ QIC}

Modified from: CIOMS. International Ethical Guidelines for Health-related Research
Involving Humans. 2016. (PDF)
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https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
http://www.encepp.eu/standards_and_guidances/methodologicalGuide.shtml
https://doi.org/10.56759/iiew8982
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

132.

133.

Informed consent | A|RICHAFR} S 2Q| £ 11! Informed assent (CIOMS XI: Patient
involvement 2022)

AT ACHAR s HEet 22 W t2lolo] nel e
nl Z£0

HES S2 F MEFQ A7 T 2AE &Hsts YR o= XA
HAOZ J|ZE|0fOF BTt MY &AL S2l= W= SQ1E o[ FF0l| et #{3
A3t =X 2 AL E|O], SAP7F K| 29| A IS A A=K =I5, MY,
ZH EE A8StE QA= HETIE 2Xtol|A 7|EF S0t HEE MS oot

Modified from: ICH Harmonised Guideline. Integrated Addendum to ICH E6(R1): Guideline
for good clinical practice. E6(R2). International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use (ICH); 2016. (PDF)

Informed consent | A|RICHAFR} S 2] (CIOMS VI: Clinical trial safety information
2005 | Chinese)

Ala*EH”IPI o 2F0 2HE YA 2= EHo| it S
2, N MRIL EF LA HOSHICH: QALE RO 2 2l 5tH=

4@. A 2= MEH=E & MY 3 It JA= AFE S| 24AlE 0|83

ZM2HEICH

Source: ICH Guideline E6: Good Clinical Practice

EU: “Al"CHARL S2” - AAAI-| &ofsty| /et ZHOZ, Imt U M & MHZ 7| S &|0{of

StH, 1 44, 54, o|0| X /s Mol| chet HEI HAlo=z HIE LT 52

ELE SIS 4 gl F2 YB Ch29l0) oo TS| A2 E = AR EA SBECL PAKT}
NRoR 8 4 gl 22, U B0 RRE Hiet Zo| oleixiel 20| Bof 3t B olate] Folo] Yt
Aol 75 S9IZ & 4 9lr)

Commentary: &Al7 OlAt= 7HEE0|H MEHo =2

A MRS IR ER 52| YH0o{0F BICt MHOE 59 ".:*% + olE 32 “HIME 59
SAHOE BM3E|D USE0f0F BHCL” OFF Y 253 EOIXto|A MEE = HE| et 52l=
ot 12{7} RsIct & 1! EU Clinical Trial Directive (Article 2J, 2001/20/EC), &lAl7|

o1(2 2 4), the International Ethical Guidelines for Biomedical Research Involving Human
Subjects, CIOMS, Geneva, 2002

rx

10 e
v g

2 lhu
&

N

0%t

o2

Lu}

=2

02

=

rn

> =y
0z E
m

© rx Jm ok

Institutional review board (IRB) | 2AAFA| A ALR| 22| £ 1: Independent
ethics committee (IEC) (CIOMS VII: DSUR 2006)

ol2el, BT} S B2 245 SE IIFOR, LALCIE AN EASA

U YA HHA Mt AEHATIO SOIS ¢ SABHSHE Bl AHBSHE W
8 ol 9l XA HQl DLEIYS SWBOZM AIHCHAIXtS)

g HEsts gag Btk

+orr

A
-_-1,_-IE| O X 3:' 0|-L=|9| H

y L=
Commentary: IEC2} IRBE LEHOE S2|0|2 AMZEICt E3| sie 80{7F 7F0f| HAIZ0f JUALE
HE 40| s F2 (o 0|22 IRB) 7H—f X|Hof mat IEC (& EC) thAl IRBEH=E 802
A = UCh ETH 22| 2| IALRI %] Atolofl f7to| XtO[7t S 4= UCH REM|EE
LfE2 CIOMS AR OE VI E
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/

134.

135.

136.

Institutional review board (IRB) | 2AFA| A ALR| 21 2] At Independent
ethics committee (IEC) (CIOMS VI: Clinical trial safety information 2005 | Chinese)
o|=Ql, totxt S H|ntetxtz M E S 7| o2, FARCIE YAAEA N
N AMAY HAAZ Mt AR AL S2/E 211 Z M6 O AHE St W
% Xt=0 et HE, $2 2 X[&£XQl DLIEES ST OEM ARCHAXL
HE|, ot™ Sl ohdo| Ho B HASH= e g oirt.

Source: ICH Guideline E6: Good Clinical Practice.

Commentary: IEC(EC)2} IRBE LBIEHOZ S9|0{Z A EICE Tt E3] sy 807t FHO| HAI=|0f
QUIALL HE 7430| Qe Z2 (o 0122 IRB) =7tLt X|Hoi| mat IEC (& EC) tHAl IRBEHS
8015 ALY £ UL} ot K| 22122t AMAIF AL 2] Ato]o] 2fZte] xto|7t LS 4= ULt
XtMst LHE2 O] CIOMS 211 A{Q| 2& &=,

{EC: Ethics committee (22 9/¢3])}

International birth date | =] TtO{f 6{7}! (cloms 11: PSUR 1992)

HME ANE=0| EF 2AEQ AlTS Slot . siie St O|= 2 674 H0tCt
EX A= HEE 2o HMZYN|Q CIO|HE F&otn 2[4 MY HEE
2% ZE #HE=0| St OtHUS +8otrct.

Proposed by CIOMS Working Group II.

{ZF11: Development international birth date (DIBD) (W] 2] Z& YAAIEAE 5:901Y)}

47

International prescribing information | 25 {7}A}& (CIoMS 11: PSUR 1992)
Xk70: Core data sheet (A X 22 M)

Proposed by CIOMS Working Group II.

Interoperability | 4= 28M (Clinical research in RLS 2021)

ol EEte| 7122 ATt SEE JHX| D O[SHZARIETI2| BlolEfof
HZshn, wetstH, §HHOR ABE 4 UL E XX ollM £ XX Zhof
ChUSH R AIAR, BX| X OfE2|F0[MS HAY 4 Y 53,

Source: Healthcare Information and Management Systems Society, Inc. HIMSS.
Interoperability in Healthcare. (Webpage, accessed 3 February 2021)

{2 Yol = CIOMS A7 18 H14]9] 22 2Boj4] &9l 753}

{Note: 447] 13l Y] x|o] HoJ= 2023 48 3URM2 WS, M4 vl
Ay}

gl

Mo
J

mgk

o
A&
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/international-reporting-of-periodic-drug-safety-update-summaries/
https://cioms.ch/publications/product/international-reporting-of-periodic-drug-safety-update-summaries/
https://doi.org/10.56759/cyqe7288
https://www.himss.org/resources/interoperability-healthcare

137. Interventional clinical trial | XA QI AFA| S & 1! Non-interventional clinical
trial (CIOMS VII: DSUR 2006)
AZ 2 Aol O|X[= SES HWIt57| 2lo] AFRSS oLt ol de| A 2 J
(of: o™ X2, 22, = HAL WS X2 S)0| MYHO= Mt ZE AL
Source: WHO International Clinical Trials Registry Platform (ICTRP)
(http://www.who.int/ictrp/glossary/en/index.html)
{20219 59 79 F 2 URL 7+-a351%] &=

NOILI3S AHOLONAOYLNI

138. Intrinsic DILI | L§QIA kol M ZEZ2AF (ClOMS DILI 2020)
Yooz gkt 20

210] Ao0 A0l = EE CHEEQ ALZIOA Lol =
7tS). Ol B2 AlZHs= A2t~ &) Liol| Edtet.

Based on: European Association for the Study of the Liver, Clinical Practice Guideline
Panel: Chair, Panel members, EASL Governing Board representative. EASL Clinical Practice
Guidelines: Drug-Induced Liver Injury. J Hepatol.2019;70(6): 1222-61. (Journal full text)

{&F31: Idiosyncratic DILI (5o]dF-g-4 oFolA 7kEAN)}

139. Investigational product | 2AFA| &2 O|2FE 59/04: investigational medicinal
product (CIOMS XI: Patient involvement 2022)
AMAHOM MY FO|HLL LHZEEZ AR E| = O E, WAl L= 2[9F,

Modified from: European Parliament and the Council of the European Union. Regulation
(EU) No 536/2014 of 16 April 2014 on clinical trials on medicinal products for human use,
and repealing Directive 2001/20/EC. Article 2(2)(5) (PDF)
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Investigational drug | QAFA| R O|2ZE (ClOMS VII: DSUR 2006)
A

a
oFE, WESINAA|, WAl S Mo Hao| El= HES dE= 2.
Proposed by CIOMS Working Group VII.
Commentary: 2 80{= L2 A EZ(0f: EU)OIM LAAH AEEIE 2E XIZH (RIS,
SMHEY £ “HEE” HME)S XFstE “LMARE o 2A4E(Investigational Medicinal
Product)”0l2t= g0o{et 7Est7| 2l MEHE|QACH

Investigational product | 2AA|RE 2|2kE (CIOMS ViI: Clinical trial safety
information 2005 | Chinese)

UMAHOM AYE| AL HESHZE MEE|= SHEE E= 2 MH. AR
=0 HES &|7IAte T} CHE HAIOZ AL = H|E (M e TRSHALE
SOIEX| 42 HEBLE AL, SQlE 0 thet It HE Xt
Sh= Z71 ZEIC

Source: ICH Guideline E6: Good Clinical Practice

©
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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://doi.org/10.56759/ojsg8296
https://www.journal-of-hepatology.eu/article/S0168-8278(19)30129-1/fulltext
https://doi.org/10.56759/iiew8982
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-1/reg_2014_536/reg_2014_536_en.pdf
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/

140.

141.

142.

52

[2A4Z” - MAEHOM A-E L IEEEE MEE= BYEE L= 99
ES {7ttt CHE Ao 2 AL K= J(I_’E(ﬁﬂjﬂlﬂf L= EE)SIALL,
FOZ AL, 5{7HEl B0 Chet 7t HEE P Xt sh=
Commentary: & CIOMS 211A9| 5"—1@! Y FQl =0 P “UMAHE
9|2kE (investigational product)’0l2ts 80l MHE (SQI=X| %2) o|tE S o|O|$tct.

ol

Kaplan-Meier | 7}=2t-00]0 (CIOMS VI: Clinical trial safety information 2005 |

Chinese)

"’.E £ GIO|E 249 TAlSl/HIHS JHWS & EAEAI2 0|52 WA

HE| A2 ADR H|O|E{<t 2HAE.
Proposed by CIOMS Working Group VI.

Labelled or Unlabelled | B7|%l Et= B 7| E|X| 22 &1 Expected and
Unexpected adverse drug reaction (CIOMS VI: Clinical trial safety information 2005) |

Chinese)
Adopted by CIOMS VIi: DSUR 2006

S57IE MEQ 22, 34 MELYM0| 7&K %2 E2 “BI|= K|
‘EJS(unlabelled)”, 71&E A2 “B7|=(labelled)” Zd0|2} S},
Modified from: CIOMS Working Group V.

{CIOMS A 15 V B1A: F4] Q] §ol2 Zghe]=] giglor), #7|H (labelled) E=
H7|=[A] & °‘° Z(unlabelled) 12H8-9] 7 o] == 5. B4 Al 1.}

Labelling | 3{7}7| X AFEF (CloMS IX: Risk minimisation 2014 | Japanese)
Adopted by CIOMS DILI 2020

A 2ol whEl Ho| 7t CHE. EUOIM = &I & = 2|2 X0 NS E
HHE stH, 0|2 SoHM= 57tE ME HE HES ECt FHLISH Zadd
QICt (&1 Product information)

Proposed by CIOMS Working Group IX, includes definition taken from EU Guideline on
good pharmacovigilance practices (GVP) — Annex | - Definitions (28 April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex I (1% 4)
EMA/876333/2011 (7} 4, 2017'd 109): ¥ ZAFS gl5-}
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/ojsg8296
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf

143. Large simple trial | CH# &2 Sk QA AFA|E (CIOMS XI: Patient involvement 2022)
SOt A E[= YAl = stof| SRl =HE EIXISH| 9lot MekA
FRAUNY A 2 The AMA™2 LUNO R S X712 SFOIC N
. o . 2
- 7tset &A 8 A 5o £ E = A7 Y ;o°|
- H| Ao ME Y HQ| 7|ES &850 ZME HESIV|0of MATH LAl S
QIFTEHS HtF et g
- EX o AMMOZ folot OF 7t k10| BX[E 4 U UUE =2 =
- SIXIE K| Z5H= AFRS0| YUMo Z AMEY £ Q= XIS &850 ¢l ﬁ
Aoz HuE 5Hgt. 3
- OO £ U £T A7|E S AMTIRE M2 =
Proposed by CIOMS Working Group XI.

144. Listed / Unlisted | 7|XHEl/7|ZH =] K| 942 &1 Expected and Unexpected adverse
drug reaction (CIOMS VII: DSUR 2006)
UMANYE E= JHLUTHA o[A4F0of CHEE DAL A A2 E2AM L YA 2|2 E 2
S|AL A oMM ™M E (Development Company Core Safety Information)of|
TBE|X| 2 DE O|AHIS 2 “7|ZH=|X| 242 (unlisted)” Z40|0, ZBHEl AL
“7|174 =l (listed)” Zd0|2t $HCt.
Modified from: CIOMS Working Group VI.
Commentary: “7|xX{ =l (listed)” % “7IM=|X| 2&2(unlisted)”0l2t= 80{= “E7|El(labelled)”
U “HI|=X| gk2(unlabelled)” 8012t FE6H0] LIS 2|A} oM M B2ME ALESE7| fIcH ICH
7to| =2kl E2C (Periodic Safety Update Reports for Marketed Drugs)oil 2| = HO 2 r{EH | QAL
ol= 3AIHol “517t7| M At (labelling)”, & MEE4 22 (Summary of Product Characteristics,
SPC) = MEEM(Package Insert) W LM O 2 AT o[ k0] CHSIO] 7H|7| 2 £Q12
42 C|O|E AEQL BB AT ALZ8HOF StCt. Guideline for Preparing Core Clinical-Safety
Information on Drugs, Second Edition, CIOMS Working Group I11/V, CIOMS, Geneva,19990{|A{
HEE = Z, “7ImE (listed)” R “ZIMM= K] 242 (unlisted)”2] AFE2 7HE SA ok HE(DCSI)E
SAE[0] AL EICE
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Listed or Unlisted | Z|XHEl/7|RHE| K] &L (& D: Expected and Unexpected
adverse drug reaction) (CIOMS VI: Clinical trial safety information 2005 | Chinese)

At M ZEof cHst S|AF A KR EA L 2| AF A oA HE(Company Core

Safety Information)of] Z&te|X| k2 BE HHS2 “7|Z = X| 2(unlisted)”

Zo|H, ZatEl 2L “7IxE (listed)” Z0|2t BiC},

Modified from: CIOMS Working Group V.

{CIOMS A7 1.5 V B1A]: FAA Q] goj&2 e[| gfgtor], 7|2 (listed) Be= 7] =] 2]

%2 (unlisted) B8] 7ol =0 =[5 B 1A AfQl FaL.}

Commentary: “7|®l(listed)” & “7|XH=| K| 22 (unlisted)’
ok

ol2ts 20j= “E7|=(labelled)”
gl “H7|2|X| %2(unlabelled)” 20{9t L23H0] LHE 3|AL OFF HE 2

HE ZMEZ ALZ57| fI6l ICH
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https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

7to|=2tel E2C (Periodic Safety Update Reports for Marketed Drugs)oll 2| =M O 2 R{EHE| AL
ol Aol “s17t7| M At (labelling)”, & HEZEEM 22 (Summary of Product Characteristics,
SPC) EE= ME 2 M(Package Insert) X LM OZ AT o] kX 0f| CHSIO] A|7|2 5018

22 O|0|E| A|EQ} s ATt AL 3HOF SICt. Guideline for Preparing Core Clinical-Safety
Information on Drugs, Second Edition, CIOMS Working Group I1I/V, CIOMS, Geneva,19990iA{
HEE e 2, “71E (listed)” X “7IMEX| 242 (unlisted)’2| AHE2 T A ok HE(DCSI)Z
=tEE| 0] AFSEICH

145. Low- and middle-income countries (LMIC) | Z5t¢| &5 =7} (cloms xi:
Patient involvement 2022)

191 FBISAS(GNINO| AFE AAZ 0jgtel 27t of AAZS
AL 7| 7 (OECD) 2| L AZIS| 7t MAISSO| GNI GIOIEIS AL to]
F7|doz Holgit.

NOILI3S AHOLONAOYLNI

Modified from: Organisation for Economic Co-operation and Development (OECD):
Development Assistance Committee (DAC) list of Official Development Assistance (ODA)
recipients. (Webpage accessed 16 January 2022)

146. Low-intervention clinical trial | =X 2AFA|E (ClOMS Glossary Advisory

-
m
|
<
w
>
=
Board, September 2022) 8
m
‘T8 BF £F3te YAAIYS 9|3tk 2
= s 5
(a) 2122 M2l YMAIYHE 2oHE0| 3{7tE|0] UAS o
2
(b) LAA-A Z Ao 2t ;
(i) YAAIHE ooFE0| ES5{7t =7 S0l AFSE[AHLE z
m
(ii) AMAIHE oJkEQ| 0| otH M 5l R Mo Ciol HHEE 0sty ZHE E
E8} SlukxlE
o AC O3
(c) F7p™ol Tt = DL B MAIF SA4XOl AMXIZQt H| st
A HCHAXLS| MOl 2| AT FIMAQI @[ = 2EHE XX &42.

Source: European Parliament and the Council of the European Union. Regulation (EU)
No 536/2014 of 16 April 2014 on clinical trials on medicinal products for human use, and
repealing Directive 2001/20/EC. Article 2(2)(3). (PDF)

147. Maintenance | $X| (CIOMS IX: Risk minimisation 2014 | Japanese)

RE-AIM 7t REO| 57 2t& & otLi(E0{[Reach], &2t Efficacyl,
e [Adoption], A& [Implementation], 8 XI[Maintenance]).
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https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.oecd.org/dac/financing-sustainable-development/development-finance-standards/daclist.htm
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32014R0536&from=EN
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

148.

149.

150.

151.

Wl +=ZFoME &7|H S| oS LIEPHCHOIX| Y M = |4 671E). &3
+&E0IAM fXl(maintenance)= Z2I0| X|&(H7|H) £= |
o|o|stCHGoodman and Steckler, 1987)*. 0|2 ZAIXQol H T2HE gl
X|@lo| M3l mf i eHHo| ZTEIMS X|4st=(T2|0 S| e 1MeL
E |XIE7L £3E=) HEE of0|gtt,

Modified from: Glasgow RE, Linnan LA. Evaluation of theory-based interventions. In Glanz

K, Rimer BK, Viswanath K (eds). Health Behaviour and Health Education (4th Ed.), 497, San
Francisco: Wiley, 2008.

*{Goodman RM, Steckler AB. The life and death of a health promotion program: an
institutionalization case study. Int Q Community Health Educ. 1987 Jan 1;8(1):5-22. doi:
10.2190/E5H5-3N0A-XNIN-FQ9X. PMID: 20841179.}

Manufacturer, pharmaceutical | 2|2F= X|Z= A} (CIOMS Xi: Patient involvement
2022)
H|of 5l/e = siAlo| M MIA|SH MAFEEE HZTE S HOl(]: MES|AL).

Proposed by CIOMS Working Group XI.

Marketing authorisation | &=55{7} (CIOMS Glossary Advisory Board, April 2023)
EX™ XG0M EF oAES TiSIHL REE & JUEE AL =0 2ofst
5171 dutdo = HEQ oMM, fad 3 EF0 ciet atety HIt 20
0|20{ZICt,

Proposed by the CIOMS Glossary Advisory Board.

Marketing authorisation applicant (MAA) | E55{7} AMXX} (cloms xi:
Patient involvement 2022)

EX 7t E= KoM UF = WA S Tols| 28 #HE=2l $¢12
2NSt= DAL E= J|EFEHOLL

Modified from: European Medicines Agency, About us, Glossary of regulatory terms:
‘Marketing authorisation holder’. (Webpage accessed 10 December 2021)

Marketing authorisation holder (MAH) |
involvement 2022)

EX™ F7t £= XFoj|M o4F E= WA S T = JULE MG I 222
51712 S|AF EE= T|EF QL.

EZ25{7IHX} (cloms Xi: Patient

Modified from: European Medicines Agency, About us, Glossary of regulatory terms:
‘Marketing authorisation holder’. (Webpage accessed 10 December 2021)
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https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.ema.europa.eu/en/about-us/about-website/glossary/name_az/M
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.ema.europa.eu/en/about-us/about-website/glossary/name_az/M

152.

153.

154.

MedDRA (Medical Dictionary for Regulatory Activities) | =t H|2|2FE20]
(CIOMS VII: DSUR 2006)

A 72 3 A Hof ArFollM AT = CIO[E{Q] U, MM, I8
HAlo| &8stz MO HBEl 2l 0.

Y, e A2, B34, K HEF, AAE W YN A= 28, W MK
U QBHH KK 0|, He, At2|3 3l JtE2 g CHEC} MedDRAE ICSR(HE

O| MAL| EA)o| MY M40 LQet EE 5 SHLEO|CE MedDRA AHEO
CHE oAb ICH7} £Q1%H ‘12 ARt (Points to consider)’ 210 HA|E|0f
ACH, A= HO|O|EEICE.

Source: ICH Topic M1: Medical Terminology (MedDRA)

7180l HEE YALO|E #11: www.meddramsso.com/MSSOWeb/

Medication guide | =2k OtLHA{ (CIOMS XI: Patient involvement 2022)
o2 Mebefut ehH MSEl= QECE, EX Atetol| CHSt O|= FDA SI7IEEE
ToSHH StXp7 Mzist B2 2 Olsh= o =82 &.

Modified from: U.S. FDA website. Drug safety and availability. Medication Guides.
(Webpage, content current as of 3 January 2020)

Medication guide (Med guide or MG) | 22F QLY A] (cloms Ix: Risk
minimisation 2014 | Japanese)

O|=Z0ol M EH KEefol wE Al §{7t7| At S| YR 2 M HYESH= 2Rt CHA
RU=E. ET A= H AF otMStn MAETH ALt 2HAE ARHS CHRH, 2R}t
SCHEE O| &AM E WSt O|AME IVt FE K EE= WS Al 2HXto[A| SHIE
ArBHE R mf =30| &= FDA ${7}dE E EootCt.

Modified from: U.S. FDA website. Drug safety and availability. Medication Guides.
Webpage, accessed 17 March 2013.

Medicinal product | 2|2F& (CIOMS XI: Patient involvement 2022)

- of2], Biof i A B2 Sof M2l 7|58 8%, I £ THALY
ofstx ZIEk 9I8H QIZHOZ AFS EE S,

Modified from: European Parliament. Directive 2001/83/EC of the European Parliament
and the Council of 6 November 2001 on the Community code relating to medicinal
products for human use. (PDF) Article 1(2).

Note: Ct2 2HEHH 0l A= medicine, medical product, drug0|2t1 25 4 o, ME3HH x| &

wAl0] EEHE 4 QCk,
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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
file:///C:/Users/Monika/Documents/CIOMS/Glossary/www.meddramsso.com/MSSOWeb/
https://doi.org/10.56759/iiew8982
https://www.fda.gov/drugs/drug-safety-and-availability/medication-guides
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
http://www.fda.gov/Drugs/DrugSafety/ucm085729.htm
https://doi.org/10.56759/iiew8982
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-1/dir_2001_83_consol_2012/dir_2001_83_cons_2012_en.pdf

155. Medicine life-cycle | 2|2F= F 7| (CIOMS XI: Patient involvement 2022)
ErHH o|eFEo| M2 A (Discovery)El AI™EE el o[k 0| 2hRto|A| O
Ol &t MIBEX| &= AEMK[Q 7|2t
Proposed by CIOMS Working Group XI.

156. Medicine or vaccine use within label | 2|2FE /W Mo| S{7tALE L AL,
S9|04: On-label use; 2F2|0] £t 11: Off-label use (CIOMS XI: Patient involvement 2022)

NOILI3S AHOLONAOYLNI

=017} 20| T2 o|fZ 2 ALE.
Proposed by CIOMS Working Group XI.
{2 ol 7o) W4l Mol = ZFslo] 9l Ho.}

157. Medicines developer | 2|2FE JH2 A} (CIOMS XI: Patient involvement 2022)
O|oFE0| H{7tE|0] &XIS0A MSE|7| @] Havt 2HE gEsH= o Zast
RIPE HEBH S 4 i A,

Proposed by CIOMS Working Group XI.

158. Meta-analysis | H|EHZ2A1 (CIOMS X: Meta-analysis 2016 | Japanese)
Yetdol AR EEZ 7| o = 71 o[ &e] HF0oAM 2 HEA 29|
SHX =g tlo|E7F o] 7HE AF0AM DIHEEICH= S MESHA 12dh=
= M O|C},

g

Proposed by CIOMS Working Group X.
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Meta-analysis | H|EFZ A (ClOMS Vi: Clinical trial safety information 2005 | Chinese)
StLtel HHE 7| /8 = 7 o4 HFE2RE HO|HE QU= T2MA.
0| YM5t7| ¢lot Cist A 7|0l ol 2t 7|HES ZFM CHE JIHE
7|"te = SiCt,

Proposed by CIOMS Working Group VI

159. Metabolomics | CHAFX| St (cloms DILI 2020)

MIZEoF X0l A ChAHHZOl2} Kot SHof Cit 917 ChAHEE
SAE, o2, Shel2E T AAZo| ZAS B2 1f BHSO{X|S &
"oy, A8 G J|EF HAOIA SFE £ Ik 40|, %2 U BB W

ZReI2 A LHoA CHAMSO0] BHSOX| 1 AFEE[= A0 S

=
>
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160.

161.

162.

163.

== QUCH CHAMAISE2 bat 2
=20 & = At

ro
A
0F
mjo
pal
r
ot
kl
>t
HU
ot
rr
=
HU
Ho
ox
rZ
mjo
plas
rr
o

Source: United States National Cancer Institute (NCI). NCI Dictionary of cancer terms.
(Webpage accessed March 2020)

Meta-regression | H|E} 2] 7| (ClOMS X: Meta-analysis 2016 | Japanese)
HAN ZENM AT E (01I aoh 20, Hio|Aztel IE, S Al7])at A7
A2 AT A BHEE 20| 37|) At|Q] EHA|IE EFMSEY| 2loH TEHE Ao
ALBElE 7.

Source: Glossary of Terms in the Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)

M-health (mobile health) | BHI S AFH|0{ (CIOMS X Patient involvement
2022)

RO}, 2X HLEE 7|7| el % ROH BT 2 7IEF 2M 717] S BHEY
2017k NYsts o2 A SEEH ALl (MALA7|7(WHO) FHel)
Source: WHO Global Observatory for eHealth. mHealth: new horizons for health through

mobile technologies: second global survey on eHealth. Geneva, Switzerland: World Health
Organization, 2011. (PDF)

{& o= CIOMS A7 15 XI H 114 414 5.3.19] 2} jof] Z3f=] o] Q& 2 F o= eHealtho]
oiet Frlg) 29 JEFAME B4 02 20099 ) 8= WHO Global Observatory for eHealth
(GOe)ollA] ASH A S

Minimal risk | Z|Ast2e] 2|E (cloms Xi: Patient involvement 2022)

A0 GIAEIE Tjoh = EBO| Y U T SCHA0| LAHO|LL
ABEEOl MK, MK HAL EE HAE 28 A YUHOR Hote 470 YE.

Modified from: Federal Policy for the Protection of Human Subjects, U.S. FDA. (Website,
content current as of 24 April 2019)

Missing information (CIOMS IX: Risk minimisation 2014 | Japanese)

BE e

3 Xt FTHoAMQ M o OJFFE A 2 AMHOE FRY £ U=
2ES ML

Q202X wmﬂmHﬂﬂﬂmq““w o|stLt. Ol= EX ™M 0|+
= ARHE QoFE S A%t EEITH| CHSo| SCHSt elAlo| Xt0|E HOo{ &Lt
(§tﬂ:Annex|VJcrrE2c(R2)GuMenneL

Source: EU Guideline on good pharmacovigilance practices (GVP) Module V — Risk
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management systems (28 April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex I (7§73 4)
EMA/876333/2011 (707 4, 20179 109): HFALSF ¢12.}

{EU GVP Annex I (7§’ 4, 2017'd 109): 2 71'd& "g 28t 25 YRV ofd "RE YR"2
FYst7] 2l5l EU &ol& B st A2 EUCA] &8 5= gl Q4] 2fo]7} & -2 whlls| 7k}
Hojg 4 gtk HS B13] 517] Yo A Y. Article 12 of Regulation (EC) No 726/20040] w}2}
4, N E= a0l HHst U S5 ASE A e B2 wls 7 ARk}

Missing information | 5% & (CIOMS Vii: DSUR 2006)
o 22| A= HE AIFf Hel=|X| f2 o|%FS| MM HEHE AHt =
oFEQ| oMM o Z0i A7t USE AlASHE QAUE QHEd FHE.

NOILI3S AHOLONAOYLNI

Source: Guideline on Risk Management Systems for Medicinal Products for Human Use
(EMEA/CHMP/96268/2005).

164. Model for end-stage liver disease (MELD) | 7| Zt &2t RE (cloms DiLl
2020)

United Network for Organ Sharing0ilA{ 0|8 Zto| HHE0i| AFESt= X
Hr, ZHO|AIE 7|CtE]= Set et ZHEHE O = AIUY 2[HE R9f¢t
HetMo| 1 AE 7hstt o/ 2 Lo (I EES H|E, PN & U X
X FOtE|L £X|[Ee BA))E 7|RS 2 St

MELD-Na 0= &xte| €Y LIEE #X| = ZHEC}

Source: JAMAevidence® Glossary. (Webpage, accessed 29 March 2020)
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165. Multidisciplinary safety management team (SMT) | CtStA| QtH M 2ta|
El (CIOMS VII: DSUR 2006)
O|2|xt LHRol X E ez, 35 = M HEE Ao A&, HIL EAM5HH
TEA-2 AZto| X|'of w2t EatEIc,

[ Ry uin gy m—

Source: From the report of CIOMS Working Group VI.

166. Multi-item gamma Poisson shrinkage (MGPS) | C}t= Zio} ol&
#|217{ (c1oms viii: signal detection 2010 | Chinese)

XHLA &1 o|o|E{H|o| A0 A AlDF2| ™ BIX|0f AFE|= Z-A H|o[X[Qt 22| E.
Proposed by CIOMS Working Group VIII.
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167. Multiplicity | CF=M 28| (ClomSs VI: Clinical trial safety information 2005 | Chinese)

tHd HOJE MEE E% Hlusto =) 2lsh= SHX 2X. fald HdE2
Ol={et HY S LOtLt Bo| sAst=Ltof Uizt Fets H=Ct.

Proposed by CIOMS Working Group VI.

NOILI3S AHOLONAOYLNI

168. Natural history study | X}HA} H3L (CIOMS X: Patient involvement 2022)
EXN Het = HEO| JqALE O 2 20| =2 AFEIe| HEHE A7te] SEo
= RHO| O EHA YMsHH o{EA
=

et SEsHs A7 KRN AP HE
x|28HoF SH=XIZ olael| SIst AYHLE SBict,

Source: National Institutes of Health, National Cancer Institute Dictionary of Cancer Terms.
(Webpage accessed 15 July 2022)

169. Negative pred ictive value (NPV) | 24 0= (cloms DILI 2020)
sS4 HYS U2 ME 5 HH =2 FYE = 20| gl AFEC| HIE.

Source: National Institutes of Health, National Cancer Institute Dictionary of Cancer Terms.
(Webpage accessed 15 July 2022)

170. Non-interventional study | H|ZX{ ¢ (Cloms XI: Patient involvement 2022)
CH2oll sliEsh= 22 HIZM 0|k
i. GIO[E{H|O] A BE= 7|E} & Al9| O|X} CO|E{O| M & E=
ii. 00| 2ot D= EF A 7|89 HE £,
ii. Chg =40 25 &&=
- 9|2FZF0| FF5{7t =0
- 2tXtel K2t HiE2 AaA 474|§!A101| taf AbH

]
AEHES OIS0, $AS AR YA 2HT 42 NS Y
HIHY
-
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>
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- SERFOI|A| Z7}A Q1 EIct &

= ==
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8ot = E HO|HE &
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QIE|R, MEX|, B HH| K3
238 2 Atk
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Modified from: European Medicines Agency Guideline on good pharmacovigilance practices
(GVP) — Module Vil (Rev 3) EMA/813938/2011 Rev 3. 9 October 2017; page 4. (PDF)
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Non-interventional clinical trial | H|SXHZ& QAFA|Sd & 11! Interventional
clinical trial (CIOMS VII: DSUR 2006)

o|%FZ0| E2 6|7 R2H0| Tf2t UMl WAOR HYE| A1, SH X2 20|
CHEH SR IS AMAEAEIA Ol T2t AFHO| ZRE| 200] ObLlzt £ M
ZIBHS W20, 0[2{3 O E KU FXI| AT A0 AYI= Y
H7HOIC. BERfO | Z7H8 9l Fh i BLIEIY XS HBHK| 2o, £TE
HlOlEf] 242 9IsH Sfstal wo| ABEICE

i B B |

Source: EU Directive 2001/20/EC on Clinical trials and detailed guidance on the collection,
verification and presentation of adverse reaction reports arising from clinical trials on
medicinal products for human use, ENTR/CT 3 Revision 2 dated April 2006.

Commentary: 2 A3 (EA4MOZ o|F WQ| C0|E{H|0|A2| 7|= H|O|E{0] CHEt SEE AL S
24)= 5 HISHN NEOE ABCh

— oo

NOILI3S AHOLONAOYLNI

171. Non-randomised study | H| SZEr|Hf% 3L (CloMms Xi: Patient involvement
2022)

X|2 HITO| L0 oo AWEIX| b= AT AT AMAIY L BEATE
FRHY A9l of[o|Ct.
Proposed by CIOMS Working Group XI.

rA

172. Normal clinical practice | A& 0l QIALXIZ & 10! Current practice (CIOMS XI:

Patient involvement 2022)
HHO|LL ZHOHE K=, o Ee= ZITSH| 28 £ =74, K| = HA0 A
S4XNO=E A8GH= o2
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Modified from: European Parliament and the Council of the European Union. Regulation
(EU) No 536/2014 of 16 April 2014 on clinical trials on medicinal products for human use,
and repealing Directive 2001/20/EC. Article 2(2)(6) (PDF)

173. Null hypothesis | #|57}42 (CIOMS Vi: Clinical trial safety information 2005 |
Chinese)

e
e
1A
o
Hu

& 2ol Xto|7} glg s Alsh=
Z2 0|z il =7t 1S 2ol 4= AT

Proposed by CIOMS Working Group VI.

ofm

AX JHE. ol MEtg RHES

ret

x| A 2Kl (cloms

—

174. Number needed to harm (NNH) | 2|8} &l €|
DILI 2020)

Ed 712 Set X z2e ME & 10| Roil MAS 12| LS| 26 XIS
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2OOf 5= AFEQl 4= NNHE K| 222t iR Aro[2] Ll Xto]<|

0|t 0§ =01, 12| X|Z 7|2t St 7 2E Arzio] A HE0| =0

- O - - L= -
1%Q! o| H|8H X[=Z0ll A 5%¢Q! B, 11 X}0|= 4%0|Ct. W2tA 1219] AtAS
ofletsta{® 250 1 S0t X| RS HHOtOF SHCH1/25 = 4%).
Modified from: CIOMS Working Group VI to include the calculation (given in CIOMS VI
under “Number needed to treat”).

Number needed to harm (NNH) | £Isl| Eel= 2|st £|A2HK}%: (cloms vi:
Clinical trial safety information 2005 | Chinese)

NOILI3S AHOLONAOYLNI

2OtOf = AFEFQ| 4=, ALH2 NNTE & StTt.

Proposed by CIOMS Working Group VI.

175. Number needed to treat (NNT) | 2}& E7| 28t | A 2HX}4= (cloms vi:
Clinical trial safety information 2005 | Chinese)
EX 7|1zt SOt K2HE ALEH 5 1H0| K= FQ o 3HA ALzA(0fl: MI*)2| off ezt
Z2 Yst= o|=H/ZTE AT| 2l XIZE HOLOF = AMRS| 4= NNTE XIE22t
Oz Ztoll ZEE &5 2UE Kto[o| H4=0|Ct. o E 501, 12| X|= 7|2t S¢t
AHLEO0| HEZ0M 190|112 CHEFO|M 2% 22 1 X10]= 1%0|LCt. [h2tA
1HO| AMAS ofldstz{H 100E0| 1A St X[ 25 #Hotof $HCH1/100 = 1%).
Proposed by CIOMS Working Group VI.
*{MI = myocardial infarction}
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176. Odds ratio | 2 ZH| (CIOMS VI: Clinical trial safety information 2005 | Chinese)

Adopted by CIOMS DILI 2020

ot g9 M AHY) HES VIE D
MEE[E 0{0|L}, 0| 2M0 R8% Mo| QACL GIE E04, 10H2|
Ab2hE Aste] 2HO| ALHS AR 22 $E22/10=0.20|1 XE
2:80|CHAIZIS A 2 O] AFHS ZYSHX| 2 8Y). M2t 2EE
0.250|Ct. 0| R=E X7} Mo|st C}2 T F(0l: 0.125)1} H|WSHH @EH|=
2(0.25/0.125)0|Ct. ESA| YMSH= AFZ19] 22 OR(EH|)2 MriEH =0

=tk

9| ghE9| Hlw. “QX"= LHioj|
[ E
=

Proposed by CIOMS Working Group VI.
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Odds ratio | @ZH| (CIOMS X: Meta-analysis 2016 | Japanese)

StLIC| “@X"E CHE AQE LhE HIE. 07| M At1S| @ X Bt Atzie| &1t
“1-3t Aj7ie| 8879| B BO|Ct, YUK OZ FE C0|E|ZEE| AFHES A2
22 || Glossary case study(S0{F Atz ¢13)oll 7|&E[0f QULCt.

Proposed by CIOMS Working Group X.

177. Off-label use | 5]7FAFSt 2] AFZ (ClOMS XI: Patient involvement 2022)

NOILI3S AHOLONAOYLNI

O|OE i WMO| 67} A 0]9]9] ALS

= =

Proposed by CIOMS Working Group XI.
Note! £RIE|X| gt2 MEF L= X A2 AH O
(8F2]0f: Medicine use with label (2|2FZ9| &{7tArSt

— o]0 & 1: TERMS AND DEFINITIONS — VACCINES: Vaccine use within label

178. One-sided vs Two-sided testing | £t= L 2= Z4% (CIOMS VI: Clinical trial
safety information 2005 | Chinese)
TIEAY (YU AN)2 o WSO 20 IS S1E/HESHE BAZ WotH (ol =2
CHH| B7}) YEATS o= WHOZE EM0| 7hs3lCh M2 CHE MIE 7te| fE:

HIWO MM ChR22| 2R SEHHO| M EICh MM LHE2 Jal Yol Hu.

Proposed by CIOMS Working Group VI.

179. Ongoing clinical trial | ZIg# =1 21 AFA|E (clOMS Vii: DSUR 2006)
HF MEfof] YE 240| AZE|AE 7H0ll, SSO| A|ZE[AKXTt 0|2 7tST 2T
QAN ZatE A7t EXYSHA| s AL,

Proposed by CIOMS Working Group VII.
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180. Open [data] | 27l [Cl|O]E{] (Clinical research in RLS 2021)
SR OH SHOZE XAIREA 2, AE, o8 L /Y = ASS 2ol
(EXet e d e fXIsteHs 40| 27E).
Source: http://opendefinition.org/. Webpage accessed 3 April 2023.
{2 Jol= CIOMS A5 15 B11A] 414 5.2.1004] 891 758} #al: 7 19}

181. Outbreak | LS8

%10 Disease outbreak (2 CHREH)
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182.

183.

184.

185.

Outcome | Z 1} (CIOMS X: Meta-analysis 2016 | Japanese)
M IHEH 2 (endpoint)2] S2|0. & 11: Composite endpoint (S8 WI7HH%)

Proposed by CIOMS Working Group X.

Outcome indicators | Z1}X|HE (CIOMS IX: Risk minimisation 2014 | Japanese)

ol etet =XIE Soll EdE oA 22| sFof| ciet MErEel =5 HAlg.
OlE £0f x| SH0| o|4et3o| HIE B/ = FFEE F0[&= 20|21,
439 338l M= 0| SXut 2tAE Zo|Ct.

Source: EU Guideline on good pharmacovigilance practices (GVP) Module XVI — Risk
minimisation measures: selection of tools and effectiveness indicators (28 April 2014)

{EMA-= GVP Module XVI Revision 3 (2021'd 29 1Y, draft for public consultation)ojlA] £
£ol& 27515 ol& E0] X4 U & HstE Qe 23} 22| ZAfE H 1 Q7] uflFQ.}

Over—the—counter (OTC) drug / medicine | YHFQ|2kE (ciOMS IX: Risk
minimisation 2014 | Japanese)

UHI0] K GHO| AHBE % QU= 2l

— =
& Folgl2 2eRlofjA o o AKgE 4= gl

~—

Package leaflet, Patient product information | (2tx}2)HE 2 M (cloms
XI: Patient involvement 2022)
ALEXIE flot EIF ZotE o|ekZEut oHH S El= |Fel=.

Modified from: European Medicines Agency. Guideline on good pharmacovigilance
practices (GVP) — Annex | - Definitions (Rev 4). 9 October 2017. (PDF)

Package leaflet | (2tX}2 )& EL2 A (CIOMS IX: Risk minimisation 2014 | Japanese)

EUQ| 2tXtE HEE A (Patient product information). AH2XIE 2|5t HE T}
Zetel o|okE D} | MlEEl = RQIZ[Directive 2011/83/EC Art 1(26)].
Modified from: EU Guideline on good pharmacovigilance practices (GVP) — Annex | -
Definitions (28 April 2014)

{EU Guideline on good pharmacovigilance practices (GVP) - Annex I (7§%] 4)
EMA/876333/2011 (717 4, 20179 10€): HFALS g5}
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-risk-minimisation-measures-selection-tools_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-risk-minimisation-measures-selection-tools_en.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf

186. Parametric | B4 Z4% (CIOMS VI: Clinical trial safety information 2005 | Chinese)
Ol 22X RAES FHst= S| 22| ot YEY. o|E S0 t-d™ 2 H[0|E Q]
M 2EE 7PESHH, 24 HHo|2t StL}
Proposed by CIOMS Working Group VI.

187. Partial dechallenge / Partial rechallenge | £2 E0{=CH/HE xjE0]

%t10: Dechallenge / Rechallenge (£ OIS /I E )

NOILI3S AHOLONAOYLNI

188. Passive surveillance (of spontaneous reports) | =% ZHA| (K=
E:’_) (CIOMS VIII: Signal detection 2010 | Chinese)
Adopted by CIOMS DILI 2020

JHE 2HXtof| A Lriliet 2~ Q= ol o= Olélt.‘_f%% O|ZMH|A HSXHE L&
27t M = AH|RHIE FEHOR A HI A|A”0] 2= ZHA| L.
Proposed by CIOMS Working Group ViIil.

— 1 Passive vaccine safety surveillance (TERMS AND DEFINITIONS — VACCINES)

189. Patient | ZkX} (CIOMS XI: Patient involvement 2022)
ol Ao ot 3! X2 E fot RES H=X] o222t 2A|gl0| EF L AE)
SHISEAHLE SHIHE AFEE

fujn

Modified from: National Health Council. Glossary of patient engagement terms. 13
February 2019. (Webpage)
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190. Patient community | 2kX} 7{7L|E| (Cloms Xi: Patient involvement 2022)

HE 2txt, JHE BA 8 2SS tESh= ZXE Yl Zetdh= HRLUEL
X HARLIE|= CHYSHH, 2tAte] 2, #1A = Y oA, MEXA 52 %
7|EF o] Rols Sl &5°0t Ciet 2tE0| =2l EICt.

Source: The National Health Council Rubric to Capture the Patient Voice: A Guide to

Incorporating the Patient Voice into the Health Ecosystem. June 2019. Washington, DC.
(PDF)

191. Patient-centred outcome | ZtXF= 4] Z 1} (ClOMS XI: Patient involvement 2022)

ek TTHo] QIX|stn 2t JHRIo(0f: ME, J|s

AZH Y FE AL,

A, A4 B o H), 1Y

ol

I

SANIJDJVA :SNOILLINI43A ANV SINY3L
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/ojsg8296
https://doi.org/10.56759/iiew8982
https://nationalhealthcouncil.org/additional-resources/glossary-of-patient-engagement-terms/
https://doi.org/10.56759/iiew8982
https://www.nationalhealthcouncil.org/wp-content/uploads/2019/12/NHC_Patient_Engagement_Rubric.pdf
https://doi.org/10.56759/iiew8982

192.

193.

194.

195.

196.

Source: Patient-Centered Outcomes Research Institute (PCORI). PCORI Methodology
Standards. (Webpage accessed 29 January 2022)

OH

HHI'

Patient-focused drug development (PFDD) | X} 4! o| ok =

(CIOMS XI: Patient involvement 2022)

2ol Y, 2, 27 ¥ RUELIE metst, 0|2 HF7(of| 2l 2ekZ9)
7HE S "otoll O|AUA Sest7| fIet MAKQ! F2 LA

Modified from: U.S. Food and Drug Administration. Patient-Focused Drug Development
Glossary. (Webpage, content current as of 8 June2018)

Patient engagement | 2tX}EH0] 52|04: patient involvement (CIOMS XI: Patient
involvement 2022)

XL, 2txt HRLIE| & J[Ef O|SHE ALK 242
Haimel 4otg. Bxte| DR F, I
O|AHAE O Fo{tt.

Modified from: Harrington RL, Hanna ML, Oehrlein EM, Camp R, Wheeler R, Cooblall
C, et al. Defining Patient Engagement in Research: Results of a Systematic Review and

Analysis: Report of the ISPOR Patient-Centered Special Interest Group. Value Health. 2020
Jun;23(6):677-688. doi: 10.1016/j.jval.2020.01.019

Patient expert | 127} 2tX} (cloMs Xi: Patient involvement 2022)

UZHEE Olslista #2|go =M JHelel 2zds o & 22|e
7

A0l AU, S AYNEIS SHHe A WE2It B | chgt
HBolo] S B 4 QUOM SUS AYSRT} Ui CI2 BRE £2 £ Lt

=
Proposed by CIOMS Working Group XI.

Patient group | 2X}FEEA| (ClOMS Xi: Patient involvement 2022)

&1 Patient organisation (2tXHHA|)

Patient information leaflet (PIL) | tX}2 HELZ A{ (CIOMS XI: Patient
involvement 2022)

&1 package leaflet (EHAF2)HEE M)
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https://www.pcori.org/research/about-our-research/research-methodology/pcori-methodology-standards
https://doi.org/10.56759/iiew8982
https://www.fda.gov/drugs/development-approval-process-drugs/patient-focused-drug-development-glossary
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.1016/j.jval.2020.01.019
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982

197.

198.

199.

200.

201.

202.

Patient labelling | 2tXt2 HE 2 A{ (CIOMS XI: Patient involvement 2022)

%10 package leaflet (B2 )HEEA)

Patient ombudsman | X} 2ELX 0L (CIOMS XI: Patient involvement 2022)

SR A MBS == ol =AMH|A = 7|EF X[ AH[ 200 CHEr 2tRfe| S RFAN

CL
M, TA Y ChSE MQJ0| U SYMQI AR(EE 7).

io

Modified and combined from:

- Patient Ombudsman. Vision, Mission, and Values. Toronto, Ontario, Canada. (Webpage
accessed 14 December 2021)

- Parliamentary and Health Service Ombudsman, UK. (Webpage accessed 14 December
2021)

Patient organisation | ZtX}EEA| S2|0f: patient group (CIOMS XI: Patient
involvement 2022)

EX 2y x}oH = Elsh+ 0| ol
CiHsh= 7I 2, SRR = A
fIet 20l FHofeh 5= AL

Proposed by CIOMS Working Group XI.

2N
g, H

2 2372 0|93} 278
SR 278 M|

—

a7
o

f
eS|

fob o

I=J r|r
UL

)

Patient Package Insert (PPI) | 2tX}-2 HE 2 A{ (CIOMS XI: Patient involvement
2022)

Xt package leaflet (BHAF2)HE 2 A)

Patient preference | kXt M & (CIOMS Xi: Patient involvement 2022)

% 10: Patient preference studies (ZHAt M S = H )

Patient preference studies | A} M= 5L (CIOMS XI: Patient involvement

2022)
chotmel 712 Mol et ZratRls B3 i JIEL S4 MEHO| T2t $HXL)
SR 5 £ JHs A0l thet B 5 B Bt

Modified and combined from:

- U.S. Food and Drug Administration. Advancing Use of Patient Preference Information
as Scientific Evidence in Medical Product Evaluation, Collaborative Workshop hosted by
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https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.patientombudsman.ca/About-Us/Our-Latest-Update/Vision-Mission-and-Values
https://www.ombudsman.org.uk/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982

203.

204.

205.

206.

Centers of Excellence in Regulatory Science and Innovation (CERSIs) and the Food and Drug
Administration. December 7-8, 2017. (Webpage, content current as of 29 March 2018)

- U.S. Food and Drug Administration. Patient Preference-Sensitive Areas: Using Patient
Preference Information in Medical Device Evaluation. (Webpage, content current as of 29
September 2020)

Patient registry | 2tX} | X| A E2| (CIOMS X: Patient involvement 2022)
S A, Mef| £= L E0 Qo] A E RSl £ Aol CHal Z st
HO|HE +&ot= ZRISHE A|AHL

Modified from: European Medicines Agency Guideline on good pharmacovigilance
practices (GVP). Annex | - Definitions (Rev 4). (PDF)

{&31: Registry (B|RAE )}

Patient-reported outcome | X} X}7|= 7} Z 3} (Cloms Xi: Patient
involvement 2022)

tot

QUato| tL= CHE AMRO| SRt HHE Ao S ASHK]
A £Hof| chs 205t oo E.
Modified from: FDA-NIH Biomarker Working Group. BEST (Biomarkers, EndpointS, and

other Tools) Resource [Internet]. Silver Spring (MD): Food and Drug Administration (US);
2016. Glossary. 2016 Jan 28 [Updated 2021 Nov 29]. (Webpage)

HXP7F =E 2ele|

r

Patient safety organisation | ZFXFRFHHCHA| (CloMS Xi: Patient involvement
2022)

oSt ol A RIHE AAAZEMN X2 7 M5H= HE, 712 E= "ol

Modified from: Agency for Healthcare Research and Quality. Guide to Improving Patient
Safety in Primary Care Settings by Engaging Patients and Families. Appendix E: Category
Definitions. Content last reviewed March 2017. (Webpage)

Patient voice | X} ] (CIOMS XI: Patient involvement 2022)
gixto| @71et 7HX|of cHot Stxtel oA 9l BHEO 2 CHE O|SHEFAMKHO|: o4 E
FHEXL, Of AL, AAI7| 2 S BEEAS @79 OHE £+ US.

Modified from: National Health Council (NHC). The patient voice in value: the NHC patient-
centered value model rubric. March 2016. (PDF)
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https://www.fda.gov/science-research/advancing-regulatory-science/advancing-use-patient-preference-information-scientific-evidence-medical-product-evaluation
https://www.fda.gov/about-fda/cdrh-patient-science-and-engagement-program/patient-preference-sensitive-areas-using-patient-preference-information-medical-device-evaluation
https://doi.org/10.56759/iiew8982
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.ncbi.nlm.nih.gov/books/NBK338448/#IX-P
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.ahrq.gov/patient-safety/reports/engage/appe.html
https://doi.org/10.56759/iiew8982
https://nationalhealthcouncil.org/wp-content/uploads/2019/12/Value-Rubric.pdf

207.

208.

209.

210.

Periodic safety update report (PSUR) | Z| 1 QtF M ™ H (cloms Ix:

Risk minimisation 2014 | Japanese)

{&29]o]: Periodic benefitrisk evaluation report (PBRER)}

Al = 712F S XIFE AEA S=57HAX7) 2ofF el fAd-?l6ld o
Chet WIHE ®MAISE2| fI6 MESt= 2M

Modified from: National Health Council (NHC). The patient voice in value: the NHC patient-
centered value model rubric. March 2016. (PDF)

{EU Guideline on good pharmacovigilance practices (GVP) -~ Annex I (7§% 4)
EMA/876333/2011 (7§ 4, 2017 109): ¥HAFE g1}

EU GVP Annex I (717 4, 201719 10€), 2ol &7} note: “GFHoflA] A kA HH
H 3 (periodic safety update report)== GVP module VIIo| 2% ¥ & 4] u}zjof &)}

Pharmaceutical industry | H|2F £t (cloMs X: Patient involvement 2022)

E10: Industry, pharmaceutical (K|2F AHd)

Pharmacoepidemiology | 2F= St (CIOMS IX: Risk minimisation 2014 |
Japanese)

ST UFAYS Y2 oF WESHH HiA
HIQ|=HMQI AL 5! 2 to| 710 HShH g

Proposed by CIOMS Working Group IX.

Pharmacoepidemiology | 2=t £ 1: Pharmacology Y Epidemiology (CIOMS
Xl: Patient involvement 2022)

aetAstol| 7| xot U, 2M 8 =ES M ot T 2* 2| AIRSS Y22 of
OF=(MESSHH MA % MM 25Ol AL B! Zatoj CHEH A
*‘tha2’el 7|&2 Etet Adof| w2t CHE.

Modified from: International Society of Pharmacoepidemiology. About
Pharmacoepidemiology. (Webpage accessed 10 December 2021)

Pharmacoepidemiology | 2F= St (CloMS VIil: Signal detection 2010 | Chinese)
U2 ZECS iy o= of k=2 AFE 3 2atof Chet .

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for
International Drug Monitoring, Uppsala. (Webpage)

f2 golze LatelofA o o4 AHEE 4= g8}
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://nationalhealthcouncil.org/wp-content/uploads/2019/12/Value-Rubric.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.pharmacoepi.org/about-ispe/about-pharmacoepidemiology/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/

211.

212.

213.

70

Pharmacology | 2F2| S} (Cloms XI: Patient involvement 2022)
o= 9| £t 0|F0| AlA|of OfX|= Seol| cier atetx AL

Modified from: Oxford concise medical dictionary, 8" edition, 2010. (Online dictionary
accessed 17 January 2022)

20224 7€ 159 7] %, A7 olZH 2ol AP PojjAfe] Ho]: "oFEo] EAT} o] So] AlFo]
Xl Gl ik 22t}

Pharmacogenomics, pharmacogenetics | F2RMA|st, FS Mt

(Clinical research in RLS 2021)

ICH E15 7to|E2fQlofl= Cta 2t 22 Ho|7t Zetk[0] /ULCH
- AEQHEMEH(PGX): 2 Ut2 0t 22 El DNA % RNA E49| Ho|of CHEH A2,
- 2 QMBH(PGH): B RTHIBHPGX)2| SHAYHOR, oF B T 2AE D
Mol Holofl Ht HA+1.[313]

el & o= iz 285 = 227 Bt

Reference 313: ICH Harmonised Tripartite Guideline. Definitions For Genomic Biomarkers,

Pharmacogenomics, Pharmacogenetics, Genomic Data And Sample Coding Categories.
E15. Current Step 4 version dated 1 November 2007.(PDF)

Proposed by the CIOMS Working Group on Clinical Research in RLS.
{2 Aol CIOMS A2 1.8 iAo B2 50]A] 8] 7F5-8}, 2l ZFE 25}

Pharmacovigilance | 2F=ZFA| (cloms DILI 2020)

O| AA| EE= 7|EL 7HsSt 2FE 2t EX|Q| BHX|, "It oA 51 of| Lot 2t
ae o B,

Source: The Importance of Pharmacovigilance: Safety Monitoring of Medicinal Products.
Geneva, WHO, 2002.

{2 782 2alojA] tlol4f ALgE 4= gloLf, sF % of+= WHO Regulation and
Prequalification team website https://www.who.int/teams/regulation-prequalification/
regulation-andsafety/pharmacovigilance (accessed 21 June 2022)°]] HF¥=]o] 9l-8.}

Pharmacovigilance | 2F=ZtA| (CIOMS IX: Risk minimisation 2014 | Japanese)
O|&bAt| EE= 7|Ef 2F= 2t EH|Q| BHX|, Bt oA 3! off2hat HAEl ot 5
=1 ==

=20

Source: Glossary of terms used in Pharmacovigilance. The World Health Organization
(WHO) Collaborating Centre for International Drug Monitoring, Uppsala.

{2 gojge 2afelolA] coly AHa T 4~ 88
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https://doi.org/10.56759/iiew8982
https://www.oxfordreference.com/view/10.1093/acref/9780199557141.001.0001/acref-9780199557141-e-7685
https://doi.org/10.56759/cyqe7288
https://database.ich.org/sites/default/files/E15_Guideline.pdf
https://doi.org/10.56759/ojsg8296
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/pharmacovigilance
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/pharmacovigilance
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

214.

Pharmacovigilance | 2F=ZtA| (CIOMS Viil: Signal detection 2010 | Chinese)

O| &AL EE= 7|EF oFZ 2 ZH|Q| B K|, B, oM Sl oyt 2t gl afpet 8l
St=

=20

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for

International Drug Monitoring, Uppsala. (Webpage, accessed 11 December 2009).
{2 gojze Lefelol] Efolyf AHEE 4 818

Pharmacovigilance | 2F=ZtA] (CIoMs vii: DSUR 2006)

O| &AM EE= 7|EF oF= 2 ZH|Q| B X, Bot, oM 3L oyt 2t gl atbst gl
St=

=2 O

Source: The Importance of Pharmacovigilance — Safety Monitoring of Medicinal

Products, World Health Organization, 2002 (ISBN 92 4159 015 7), and ICH Guideline E2E,
Pharmacovigilance Planning.

Commentary: “7|Et ot= 2t EX|"2t= BH0l|= 24zhel S2HAM0| AT Ho| = 3 W2foj A
(o]

CIOMS 2 aF VIl= £ 27 « Ml HE & =H|et 20| o|ofZo| obd dat ohHt AZ0|
eSS 0|E £ U= 0| E 90|ot= ZoZE 21 QICH CIOMS A8 OF VIlE 9|2E MF7| Metof|
A A4 otHY 2E 0] CiEt “AS2A|” 0{9| A8S Mt

Pharmacovigilance | 2F=ZtA| (CIOMS Vi: Clinical trial safety information 2005 |
Chinese)

O &fAt3| tEi= 7|EF ofE 2t EX|2| X[, HoL, oA Sl ofdhat 22 E oot 5l &3,

—

Source: The Importance of Pharmacovigilance — Safety Monitoring of Medicinal
Products, World Health Organization 2002 (ISBN 92 4 1590157), and ICH Guideline E2E,
Pharmacovigilance Planning (Step 4, November 2004).
Commentary: “7|E} 2FE 2t EX|”2t=s B30 = 247to| 2244 0| QUCH HOo{T 3 wHe2to)| A
CIOMS A2 15 Eot 22 gl FxHQI HE E2 24 (of: ¥Eo| fa| =%

QHH M1 obH Bt A0l ek O]E £ U= Ol
Al EH OoFE 2 OfL|2t 9|2 e B0l A ot M 2hE0f| Tt FEZEA| 8012 AL S AT

rulm
|_o
ITl'IT
s
lo O
Hu
HT
=
30 T
il
Q
o
=
wn
>
40

Pharmacovigilance system | 2F=ZFA| A]AE (CIOMS IX: Risk minimisation
2014 | Japanese)

ZH0| A= ZAlet HHE HH o| 2ot MRS O[] s AESH= A|LHCRE
S17tEl ofofF el HEE BLEYSHD 2o d-Fld DHol HtE BAISIER
A=A

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex I (7§17 4)
EMA/876333/2011 (717 4, 2017 10¥): B1FALE ¢S}

{EU GVP Annex I (20179 109 4%), CIOMS IX°] 2J3] xeigl Yutz{ol Fol= EU 129 HoJ&
o2 2402 EehE Qe "EES 71U} 5]elFo] Direcitve 2001/83/ECS] Title IXol] L=
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https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
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YR} S o]fs}7] Yol AFESl= AIAFI O R, QI o oFFo] bk HUE|RSEL 9]5) -
7ol E ol thsh HE AFgHE Zhr]5t7] sl AA)E] QITHDIR 2001/83/EC Art 1(28d)]"

Phases of clinical studies (I-1V) | QJAFA|& CHA| (cloms vii: DSUR 2006)
- 1M tHENOl A Q! olA| ok2|3): thy| oHH A Sl Liekyof chst &7
WILE MSSHH 7| B A X2 A0 AHEY MESt 82 Hel B! £
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S0l8l HSE} Becto] £%E|= DE A0/Ck
OFLILE O|oHE AFBE H{X3tel7| Slsto] ZRBITt.
TfSrR 27+ 9/0{0F Sh, Ch7H 7t

8 97, 3i7kE M B0l U2 AR S

H
SH=E MAIE A7 (0f: AfYE/o|gtE A7, Hst H7)Jt ZRHEICH

Source: For all the above definitions — ICH Guideline E8: General Considerations for Clinical
Trials.
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Commentary: ICH 7}0|2}Ql ESOl A= O|9HE sHitol AlZH ChAlof ets| 7|t MEHQl JHdat
THE|s (012t of|eh, XA A, KR BE U XZH AR Wt 6 7E ERSIEE Hotsict
oloflM “£7| AlE..."g o|njstx|at)

ol 01, QlZt 2|3t HAR(MEX R 142 90T = (FOF H
O|OFE 40 THt0f| ZH A2 $HE 4 QUCH LR SF0fA = A
AMEEICH 0lE S0, 1AM HE 7t= “IHE B H7E, IBA2
o, llIBA2 “peri-approval” &7 (2|2HE 2! o|Hof|
ol o5 ol EMof mtaf, Chst AlE Tl Zhol| Hetkstr
RICt CIOMS A2 JE0i| A& VA Aol ICH Holo| M HMEtstX| g2 “(H7|H ZHA| 2)2Hs BHE
MRSt ol2{et H7H SOl HEEAM(SPC, HEEAM S) LHofl HA|El 8= U ZHOZ M3z 2

YZols YO Z £F0| HRSICHD 20t

Phases of clinical studies (I —1V) | QIAFA|& CHA| (cloMs Vi: Clinical trial safety
information 2005 | Chinese)

- LAHQIA| F2I2): £t7] okxtad U Lot

—

o =
SPAT X ZAIZOIN AL HS 8 19l U £0f UM Mt o

of{st Y ot 3t HHE HBHICL.
- 2AH(KIRE BH): UHIHOR XS HAOR KBBIE B S TR
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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

216.

217.

218.

o
n

- 4(XIZE AFB): OI%E 29! 3 AISES AT KB AL AL o20|
OIFA, 5 U 8 O thef O/ X0 YBE YIS HO{LHTE 44 AR
o|oE 9l 3 SUE MSFT} BAK0| 2YE|= BE ATOICE JOAE G{7}E
QI3 e OfLILE O%E AR HM3tol7| 9lotod FRSICE

Oft QOIS B QLOLF EFZIBH THBrE 2ET} 10{of o, Th7H 27tEel

OFE7t AT, SIS TE oA BT, 6{7HE HS B0 M2 A8S

SIFAISHES M8 (0 AFLE/0|2He 917, st 917t EREICE

Source: For all the above definitions — ICH Guideline E8: General Considerations for Clinical Trials.
Commentary: 2|0lA 7|&¢t HEQL 240], ICH 710 =201 ESUM = 2|FE JHEro| A[ZHY ChA|of HEtd|
7lakst Mol Gt DAl = Sx(oIZH of2(3}, XIBH B, XIE & YU XIEH ALZ)o| w2t
HATE RS E Moot o E 01, Q17t 22|t R (HMEXHOR 142 ol0|F) e (FO{T FeoflA
“E7| AY..."2 2l0ISIXIT) QJFE 43 Huto] ZH FAIZ 2HE » Tk YR SFO A= A

= Ol Ct2 80{7t AL2EICL o2 50, IIAY ST E 2= “HE 5 H77E, IIBA2

10

10

o8s =3}

TTS= T — .

HEst SO S MYSHE HAFE 90| £ ASH, IIBAS “34 (peri-approval)” # (SFE &2
O|Fofl AIZHEl QAL IVA HT)E ofojstct T2 0| o= 5l EM0| wat, CiFst Al thA| Ztoj|
HatotLt EEIst 20| 9IS £ UL VA A= A S0l =HO = LT 4 ULt CIOMS
AR IZ0ME IVA A9l ICH HololM FEtstX| o2 “(H7[H LAl 2)72ts EHE AfH|sta,
0|2{3t APt £Q1E HIO|E| A|E(SPC, HEE2M S) LHoll EAIEl 8= % TZOZ NSt =2 ZXst=
WO 2 £¥o| Wesict 2ot

Plain language | 2HI0{ (ClOMS XI: Patient involvement 2022)
HE0| M3 7L SAS ™ Ol3liE = A= A0,

Modified from: plainlanguage.gov. What is plain language? (Webpage accessed 14
December 2021)

Point estimate | & Z=& X| (cloMSs VI: Clinical trial safety information 2005 |
Chinese)

W Ee HURIEE S 22 HIo|H2 £|& FH-X|. o] g AHte== =X 9
M E Jtse 4 gich

Proposed by CIOMS Working Group VI.

Positive predictive value (PPV) | 2 0| % & (cloms DILI 2020)
e HES W2 AR F HAE HE E= 20| Q= ARO[ HIE.

Source: FDA-NIH Biomarker Working Group. BEST (Biomarkers, EndpointS, and other Tools)
Resource (Internet). Silver Spring (MD): U.S. Food and Drug Administration; 2016- 20. Co-
published by U.S. National Institutes of Health, Bethesda (MD). Published on January 28,
2016, last update: 2 May 2018. (Webpage)
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https://doi.org/10.56759/iiew8982
https://www.plainlanguage.gov/about/definitions/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/ojsg8296
https://www.ncbi.nlm.nih.gov/books/NBK338448/

219.

220.

221.

222.

74

Poisson distribution | ZEO}F& ELIL (CIOMS VI: Clinical trial safety information

2005 | Chinese)

Y2 Zet 20| At B EO|X| 2, HEE 20| Ofl AL Q| TH+0f HEE|H,
HICHOICH O] f 4= g2 e 4~ giCt

Proposed by CIOMS Working Group VI.

Post-authorization | A|ZF 5 (CIOMS ViII: Signal detection 2010 | Chinese)
OFE HMFT| T AT = HE0| AZ0 EAE THA.
Proposed by CIOMS Working Group VIII.

Post-authorisation efficacy study (PAES) | A|t £ S5 AL (cloms Xi:

Patient involvement 2022)

517f5._| HSB0M Lottt 22HE LIEHH=X[0f CHSE 2petX
2617| 8l QUE 57t = +™HE[= A

0] &= UM 2siM F&io| 2EXo0[0{o} Bt 2

!

oF
= o
Z0f chist 2= A40| JAALE, 0|F 7+E S £Hslor & 4= AS

z
]
Io
:I:_

QE Zoi|2 RO
2 MAHE MZ22

+>

Proposed by CIOMS Working Group XI (based on Scientific guidance on post-authorisation
efficacy studies. EMA/PDCO/CAT/CMDh/PRAC/CHMP/261500/2015)

Post-authorisation safety study (PASS) | A|Zt = QFHM H3L (cloms xi:
Patient involvement 2022)
S{7tEl o|ofE Tt 2ste] ok 9Idl(safety hazard)E A, St E=

o] ot¥ e T 2mAS ISt ALL, fISHA 22| Z=X|9|
BIEE EHoY| 2lst 2O 2 $3ME|= BE A[DIR 2001/83/EC Art
1(15)]. AlEt = QHHM = FRHE MNP 22 U 2HE HIESHE AR Y
+& ek
Source: European Medicines Agency. Guideline on good pharmacovigilance practices (GVP)
— Annex | - Definitions (Rev 4). 9 October 2017. (PDF)

Post-authorisation safety study (PASS) | A|&t = QFHM H3L(cloms IX: Risk
minimisation 2014 | Japanese)

Stof oM Qlsl(safety hazard)E A, EMs &=
o| ot m2mAUS SISt AL, 2lsd 22| =X|2
&t

SO $YEE BE AT,
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.ema.europa.eu/en/scientific-guidance-post-authorisation-efficacy-studies
https://www.ema.europa.eu/en/scientific-guidance-post-authorisation-efficacy-studies
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions
(28 April 2014) [Directive 2001/83/EC Art 1(15)].

{EU Guideline on good pharmacovigilance practices (GVP) - Annex I (717 4)
EMA/876333/2011 (717 4, 201719 109¥): MG g5}

YYAIF Y = Y51 A, v SAA A7 EAE wE o= Qo)

223. Post-marketing | A|JEt = (ClOMS DILI 2020)

O|9FF 0| 517tE[0f Al EtE| = EHA.

NOILI3S AHOLONAOYLNI

Source: Uppsala Monitoring Centre (UMC). Glossary of pharmacovigilance terms
(Webpage, accessed 29 March 2020)

{20221 79 159 7]& A7) &84 %=}

Post-marketing | A|F = (CIOMS VIIl: Signal detection 2010 | Chinese)
9|9 F0| A|EtE|= EHA.

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for
International Drug Monitoring, Uppsala.

f2 golzle Latolojd toly LS + glg.}

224. Post-marketing surveillance | A|Zt = ZFA] (CIOMS ViiI: Signal detection 2010 |
Chinese)

Al = o|9FF 9| of &S ZLIER.
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Modified from: Glossary of MHRA terms. (Webpage, accessed 11 December 2009)

225. Potential risk | ZXHA 2| A (c10MS IX: Risk minimisation 2014 | Japanese)
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Source: EU Guideline on good pharmacovigilance practices (GVP) Module V - Risk
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://doi.org/10.56759/ojsg8296
https://www.who-umc.org/global-pharmacovigilance/global-pharmacovigilance/glossary/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
hhttps://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
http://web.archive.org/web/20060525065151/http:/www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&useSecondary=true&ssDocName=GlossaryP&ssTargetNodeId=408
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

226.

76

management systems (28 April 2014).

{2 g ojo] x| £2-2 EU Guideline on good pharmacovigilance practices (GVP) - Annex
I (77 4) EMA/876333/2011 (7H7 4, 2017 10¥)2} ICH E2F Guideline: Development Safety
Update Report (17 August 2010)°4] HAAIE ¢S = EA]ojlA] 2] el Al CIOMS IX %2} °FzF
ct27) Eelg.}

Potential risk | ZFXH& 2|5lA (cl0ms Viii: Signal detection 2010 | Chinese)

Ed o|Fatel d#dS oftetet 2HIt ALt of2{eh Hetdo| =HlE[X|=

O=2 - - -L-O
242 HHEHEISHR| 42 At

Source: Guideline on Risk Management Systems for medicinal products for human use,
Volume 9A of Eudralex, Chapter I.3., March 2007.
https://ec.europa.eu/growth/pharmaceuticals/eudralex/vol-9/pdf/vol9_2007- 07_upd07.
pdf

{2022 7€ 7|& J37F FasFX] %S Eudralex Volume 9A. Rules Governing Medicinal
Products in the European Union. Guidelines on Pharmacovigilance for Medicinal Products
for Human Use. September 2008. Chapter I.3. (PDF): 2] -R-2]5.}

Potential risk | ZxH& 2|ol (cioms vii: DSUR 2006)

EF of¥F el dEdS oA et 27t ALt of2{eh HEtdo| =lE[X|=

— —_ [EN )
3 G|Al= Ch3at 2L
2

- H|e b AP0 M LIEHE QI E HESS S LA M BHEE AL

- YAIHOIL} Aot Ao M BHEE O] AL =, £ DH7HtH<~0f Chet
xtole] 277t chEZ (9, BHHR) = T EEX| &2 23t Hlu WS of
S|t A”T|= StLt QI EAE AlALE 2t EE0] K= M.

- ARl o|gEtg B A| A0 M 2YS= HOf2FE.

o
-SYAE U CHE SYS T 2 E Ao LT A = oFFol E40f
U2t el 2o = ol dE

i
>
]

Source: Guideline on Risk Management Systems for Medicinal Products for Human Use
(EMEA/CHMP/96268/2005).

CIOMS 22 OE VIlE £ E1XMof| M2E 22t Yot 90| S EFtrt.

Power | ZZ 2 (CIoMS VI: Clinical trial safety information 2005 | Chinese)

SAH 802, +™E 40| X0|E &X[ot= ol HetetX| R E LIEHH=
ME b= HAL HEEH0| 22 2M2 SAXHRE Rt X10|E &AHSH=
S0|C}, HHRS F2 A0t} B2 ARA0| BHAE|=X|of nfet Zakx|H, nfty
AEARLe] 72 (R4 ZHS o HT) D22 A9 SlAN(HS4E
Ztotl)of| et ghabEIC.

Proposed by CIOMS Working Group VI.

Of
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://database.ich.org/sites/default/files/E2F_Guideline.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://ec.europa.eu/growth/pharmaceuticals/eudralex/vol-9/pdf/vol9_2007-07_upd07.pdf
https://ec.europa.eu/growth/pharmaceuticals/eudralex/vol-9/pdf/vol9_2007-07_upd07.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-9/pdf/vol9a_09-2008_en.pdf
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

227. Pragmatic trial | 282X QAFA|E (cloms XI: Patient involvement 2022)
AN LMol Tz 2HA0N B2 2uHdE WK | @6 HAIE RAMHE CHE oI

Modified from: Patsopoulos NA. A pragmatic view on pragmatic trials. Dialogues Clin
Neurosci. 2011;13(2):217-24. doi: 10.31887/DCNS.2011.13.2/npatsopoulos

228. Pre-authorization | A]JZF X (CI0MS ViIi: Signal detection 2010 | Chinese)
{=2]0{: Pre-marketing(A| &t F)}
OlofE HF7| T MIE0| E={7HE &7| o[X | tHA.
Ct

. otLtel MEE0f sl SelE olAF2 | E Ot

NOILI3S AHOLONAOYLNI

J

i

Note! A|E {7t 2t MZZut 20|
HSZof CHot Al ™ JHE cHAlof U
Source: ICH Topic E8. General Considerations for Clinical Trials. 17 July 1997. (Webpage,
accessed 11 December 2009)

{2022 7€ 15¥ 7]& JA7F F&35FX] &5 ICH harmonized guideline on General
considerations for clinical studies, ES(R1): g g2] +0lx]z] oL}

229. Pre-marketing | A|Tt F (cloms DILI 2020)
O|ek=E0| 5{7tE|0 CHEO[AH| MY o= THOfE| 7| H2| JHE THA|.

Source: Uppsala Monitoring Centre (UMC). Glossary of pharmacovigilance terms
(Webpage, accessed 29 March 2020)

{20229 78 159 7% P27} FESHA] S}

Pre-marketing | A|ZF 7 (CIOMS ViIl: Signal detection 2010 | Chinese)

o|Z0| CHEOIA M = Tol=|7| MO| 7HE ThA|. (S2/04: pre-approval,
pre-authorization)
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Source: Glossary of terms used in Pharmacovigilance, WHO Collaborating Centre for
International Drug Monitoring, Uppsala.

G2 G0l g2 22felolA o o] AL = glE-1.

230. Prescription event monitoring (PEM) or Cohort event monitoring
(CEM) | X2k Al2| EL|E{Z! (cloms Viil: Signal detection 2010 | Chinese)
Ed g=2 FoL2 AHE SXIo| M 42 0[AEHE 0] o M E=X| o £0
ZHAIQL0| 2HEEl B E O|MAMH E EUSHES HUXA 28SH= A Y. o
HetsiAle “TSE Atal| 2L E>0|2F $HC}.

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for
International Drug Monitoring, Uppsala.

(2 gojzle 2abeloli o o] 4 A8 4 812.)
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https://doi.org/10.56759/iiew8982
https://doi.org/10.31887/dcns.2011.13.2/npatsopoulos
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
http://www.ich.org/LOB/media/MEDIA484.pdf
https://doi.org/10.56759/ojsg8296
https://www.who-umc.org/global-pharmacovigilance/global-pharmacovigilance/glossary/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/

231.

232.

78

Prevalence | S H = (CIOMS XI: Patient involvement 2022)

FOT AIE ET ZH oA 2det 20t iE= HEO| HAESHE At .
FHE2 HIEE AMEH(AE £5 HoliTl E 27 £2 Lis) EZ WES0|L

10,000 = 100,000 Alel| == EA|EICH
Modified from: CIOMS Working group report on Drug-induced liver injury (DILI). 2020.
Note: REE2 2 E3 FHE|0fof SICL CDC ¥ OF710|E = ‘REEN WHEL XtF 2SEIC

7|2t Sot Agtg 7HEl Atghe| HIZ(proportion)2 2|0|sH= HHH StMES

OH= = x=2
o= k= (=] = al - =2T=
EH™ 7|7t St AEto| BMTE AF2EO| H|E(proportion) EE= S(rate)2 2|0|BICL

*Centres for Disease Control (CDC). Principles of Epidemiology in Public Health Practice, Third Edition. An
Introduction to Applied Epidemiology and Biostatistics. Lesson 3: Measures of Risk, under ‘Properties and
uses of prevalence’. (Webpage accessed 9 February 2022).

Prevalence | SH £ (cloms DILI 2020)
FO{TI A0l EX RECHO|A 2ot ko AESH= A2 . REE2 HIBE
AL (A2 2 Fol| Tl ZRCO| & Q17 22 LHs) 5 WEEZ HEA|=ICHL

Source: Uppsala Monitoring Centre (UMC). Glossary of pharmacovigilance terms
(Webpage, accessed 29 March 2020)

{20221 79 159 7|& F A7} 7514 %S}

Prevalence | S (CIOMS IX: Risk minimisation 2014 | Japanese)
FOZ AIE0| EF ZECTHO| A Zot Bato] (IESH= A .

Modified from: Lindquist, M. The need for definitions in pharmacovigilance. Drug Safety,
2007, 30: 825-830.

FHE2 WX MEfo ZHS ECh EF AT EF HEje] RHEE2 Y
Aol s Aefof| = RETHe| HIg2 HolE 4 UCh

Source: Rothman KJ, Green land S, Lash T. Modern Epidemiology.3rd edition. Lippincott
Williams & Wilkins. 2008:46.

Primary endpoint | X} T 7}t 4= (CIOMS X: Meta-analysis 2016 | Japanese)

e
HEHRE A Q| UKt XS Moldot= HWIHHa = At (B Endpoint, Composite
endpoint, Outcome)

Proposed by CIOMS Working Group X.
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https://doi.org/10.56759/iiew8982
https://www.cdc.gov/csels/dsepd/ss1978/lesson3/section2.html
https://doi.org/10.56759/ojsg8296
https://www.who-umc.org/global-pharmacovigilance/global-pharmacovigilance/glossary/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf

233. Process indicators | A X| E (CIOMS IX: Risk minimisation 2014 | Japanese)

Qo 2tet A=l 3 HSO|| Ciet o] "
Modified from: EU Guideline on good pharmacovigilance practices: Module XVI
Riskminimisation measures: selection of tools and effectiveness indicators (28 April 2014).

{EMA+= GVP Module XVI Revision 3 (2021 2<¢l 1¥, draft for public consultation)ejjA] &
golg Z7I51%5. A4 B P& HIshE flold &sF 22|19 dupE By 7] w7 el}

234. Product information (PI) | MEL2 A (PI) (ClOMS IX: Risk minimisation 2014 |

Japanese)

NOILI3S AHOLONAOYLNI

Adopted by CIOMS DILI 2020

S 7HHXYZ S 7HIEXLTL M QFsto] M-t/ E Tt EE = BHRtof| A|
olokE ol MASt St AL Lot WEE H3ote ZME, HA Al
RIS Hol5to] W E 4 JULCH M2t BEEM = LEHA [s4 2t3tof
AEE|l= 8 $Ho|Ct of2] #HYZ0M AHEE= 0] X10]2Q] OlA|=

Fig. 1.12 &=stC} 2 &of| 7|xHEl EUS| 517t7| R Atet(labelling) SHAl
HEZAM eZFo|ct.

Figure 1.1: R 2M 78249 HE 04|

PRODUCT INFORMATION (PI)

- Summary of product characteristics
(SmPC, SPC)

- Data sheet

- Drug data sheet

- Safety data sheet

[BtxtE HEEAN]

- Package leaflet

- Patient information leaflet

- Patient product information

- Patient information

- Consumer medicines information

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
=

- Package insert - Patient instructions for use

- Product information - Patient package insert
[LHE ! o8 ZEo| BA|Z|M(Labelling)]

{*HCPs=health care professionals}

Proposed by CIOMS Working Group IX.

235. Proportional reporting ratio (PRR) | E 112 EH| (CloMS Viil: Signal detection

2010 | Chinese)

XA 210 Ho|EH|o| A0 A= 2= =01 CHet £F Atz 21 H|g3t
Hlwsto] EF ofEat B E st Atze] 21 H|Z. 0| = Hl(ratio) 2 B8 |
O E{H|O] A0 A Q] SHZH AbZ10] CHE 2HEZL/7|SHZLS HF BT,

Modified from: Evans SJW et a/. Use of proportional reporting ratios (PRRs) for signal

SANIJDJVA :SNOILLINI43A ANV SINY3L
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-risk-minimisation-measures-selection-tools_en.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/ojsg8296
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/

236.

237.

generation from spontaneous adverse drug reaction reports. Pharmacoepidemiology and
Drug Safety 2001, 10:483-486.

Proteomics | EHEHEIH| S (cloms DILI 2020)

THHEO| ME Lol M A8t M2 &2 X0t Y4
7lsol gt o=,

mjo

E3H3, CHEo| Axet

Source: United States National Cancer Institute (NCI). NCI Dictionary of cancer terms.
(Webpage accessed March 2020)

Protocol-related adverse event | Q&AHA|ZIM HE 0| AHAL| (cloms
VII: DSUR 2006)

AMAIZAL MO BAIE BAL = ZHT BT HOR AL YAAIHE
O|oHE 5l 1 Eojots AFHOR £ MHMOE HE|K| S Of AL,

Proposed by CIOMS Working Group VII.

238.

239.

Qualification | MM 7} (cloms DILI 2020)

ZAXOl A H T2 MA 7|HSHY, ol 2 H|F 7HY S A MM 2 E2HE T
77t 53 4] 9 Mo Uoj AT 4+ UChs HE,

Source: FDA-NIH Biomarker Working Group. BEST (Biomarkers, EndpointS, and other Tools)
Resource (Internet). Silver Spring (MD): U.S. Food and Drug Administration; 2016- 20. Co-

published by U.S. National Institutes of Health, Bethesda (MD). Published on January 28,
2016, last update: 2 May 2018. (Webpage)

Qualitative research methods | Z& 51 BHH (CIOMS XI: Patient involvement
2022)

) =,
oY 9 HIA|Q B El B, AA oA groll = ZIHEE(O]: HIAOH QAAE
% W=)0| TeHE £ Qrt.

Source: Patient-Focused Drug Development: Collecting Comprehensive and Representative

LHZE[E FE(0f: 2, 2H& 3 Arof Cigh 25 = MTH HY)9| 27, B4,
x PS

Input, Guidance for Industry, Food and Drug Administration Staff, and Other Stakeholders.
U.S. Department of Health and Human Services Food and Drug Administration. June 2020.
(PDF)
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https://doi.org/10.56759/ojsg8296
https://www.cancer.gov/publications/dictionaries/cancer-terms
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://doi.org/10.56759/ojsg8296
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-collecting-comprehensive-and-representative-inputhttps:/www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-collecting-comprehensive-and-representative-input

240. Qualitative signal detection | MM Anj2|HE EHX] (cloms viii: signal
detection 2010 | Chinese)
XA H0 A|AH| HEE = o dEl= AdS0|4EEel 2t
HWILRIL =Y 74740 MEst= S, WA= KMol X[ 538 A8 s
O| At 7} Q| M E| = oFF0f| Qs REEAS 7SS Yottt

Modified from: Egberts TCG. Signal Detection: Historical Background. Drug Safety 2007,
30:607-609.

HEA 20 E

NOILI3S AHOLONAOYLNI

241. Quantitative research methods | & 31 HFEH (ClOMS XI: Patient
involvement 2022)

Source: Patient-Focused Drug Development: Collecting Comprehensive and Representative
Input, Guidance for Industry, Food and Drug Administration Staff, and Other Stakeholders. U.S.
Department of Health and Human Services Food and Drug Administration. June 2020. (PDF)

242. Quantitative signal detection | HZF& AMOl2| & E EFX] (cloms viil: Signal
detection 2010 | Chinese)

CH 2 XHA H3 HO[HH|0|A0M EXEHoZ 2 I 2 2 5fE o|ofE-
O| At ZEH(E= S 3t o & AtE|2] 1xH(higher-order) Z&)& Al
AEEl= FM = A Y.

Source: Almenoff J et al. Perspectives on the use of data mining in pharmacovigilance.
Drug Safety, 2005, 28:981-1007.
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243. Random effects | 22|23} (CIOMS X: Meta-analysis 2016 | Japanese)
JHE Ao M2|Z1h F™A|7t HEHRMUN HE = F 74K W J StLf.
Uo|zut HEREM RHM= I8 A FEK| 2t | HEH0| M0 ZEHEICE

mptA HA| =FKof et 2t ALl 7|0 = LHMOZ 2t A Ljo| YT e}
A 7t HSM Do Qs 2™ EICE. (] 1 Fixed effects)

Proposed by CIOMS Working Group X.

244, Rank | 2=2| (C1IOMS VI: Clinical trial safety information 2005 | Chinese)

2t MEOIM £ gtel M. L5 S Y (H 24 HF)2 M| 2ol ot &=ME
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https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-collecting-comprehensive-and-representative-inputhttps:/www.fda.gov/regulatory-information/search-fda-guidance-documents/patient-focused-drug-development-collecting-comprehensive-and-representative-input
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

245.

246.

247.

AE STt HZEE MM A2t =M=
CHol At ErM7EXISl AlZHS HlwEh 4

Proposed by CIOMS Working Group VI.

EQ5IH “21 29| AH"2 o] I
ALt

Reach | %F0] (clOMS IX: Risk minimisation 2014 | Japanese)

RE-AIM "7t 20| 57 2% & stLHE 0 [Reach], &2t Efficacy],
*Ef[Adoption], A& [Implementation], R XI[Maintenance]). ‘H&
H2|(coverage)’ =& ‘X (distribution) 2t T $HICE EojE S0 ==
A HItAte| H|E2t 150| ot CHEES =X S LIEHALCY.

Source: Glasgow RE, Linnan LA. Evaluation of theory-based interventions. In Glanz K,

Rimer BK, Viswanath K (eds). Health Behaviour and Health Education (4th Ed.), 496, San
Francisco: Wiley, 2008.

Real-world data (RWD) | & AF2H|O|E{ (CIOMS XI: Patient involvement 2022)
.I

HIST 282 Lo LTIR0|A +Het o| 2 H|O[E. HAHZH|O|E =
MAEEHE T Y 92T\, 2K AER|, Skt X7 | Yo At CIX| Y E7/=2HHY
717|et 22 Crefet +HALZRE LIZ 4= QUCt =T E HO|E o= A&H 2 FXH
Zat, S XL X7 "I 2Ho]: B g e 9l kel A) 2|1 XH #80| ZHEICY,

= =20

Adopted from: Report of CIOMS Working Group Xlil on Real-World Data and Real-World
Evidence in Regulatory Decision Making (work in progress).

Real-world data (RWD) | & AI2L|0|E{ (cloms DiLi 2020)

Ciol +HYUCERE LYMMOE T E|= X} AZMEN S/EE o MH[A
M1 2tAE HIO|E. AALEH|0|E 9| o= CH3at ZTt.
- MK 27| 20| M I &l §|o|E

-EEEA Moy

-HIE R Y YXAEZ| 9 H|o|H

-7t S el 2HFol|lM MM El etxtRa] H|olE

- 7|EF HHIY 77| § HEHEE 2 = U= YU ERH +HE H0|H

Source: U.S. Food and Drug Administration (FDA). Submitting Documents Using Real-World
Data and Real-World Evidence to FDA for Drugs and Biologics. Guidance for Industry. May
2019. (PDF)

Real-world evidence | 2AF2 274 (CIOMS XI: Patient involvement 2022)

Real-world data (MAr2 HIO|E)E HE U EMst0] MMEl 2H.

Adopted from: Report of CIOMS Working Group Xlll on Real-World Data and Real-World
Evidence in Regulatory Decision Making (work in progress).
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/iiew8982
https://cioms.ch/working-groups/real-world-data-and-real-world-evidence-in-regulatory-decision-making/
https://cioms.ch/working-groups/real-world-data-and-real-world-evidence-in-regulatory-decision-making/
https://doi.org/10.56759/ojsg8296
https://www.fda.gov/media/124795/download
https://doi.org/10.56759/iiew8982
https://cioms.ch/working-groups/real-world-data-and-real-world-evidence-in-regulatory-decision-making/
https://cioms.ch/working-groups/real-world-data-and-real-world-evidence-in-regulatory-decision-making/

248.

249.

250.

251.

Receiver-operating characteristic (ROC) curve | £MX} ZZ EM(ROC)
=M (CIOMS DILI 2020)

THHZAANC| AEH S LBt = T8, 4K =2 E4(ROC) FM0fl= CHE FARH|
CHell 7t2 =0l LM E(F, P E), MZ2E0| LM E(F, 1- 50|%)0] EAIZ O
ddur 34 AAF BRE A2 S ZALof| Cigt ROC M2 FMEHA 2
1.09! 8tH, QAHLC} LIS Z40| gl HAte] ZMstH™2 0.50] 2atstct.

Source: JAMAevidence® Glossary. (Webpage accessed 29 March 2020)

Rechallenge | X{&04

%t1: Dechallenge / Rechallenge (RO STt/ M E0)

Reference risk (baseline risk) | 7|X 9|8 (c1oMs IX: Risk minimisation 2014 |
Japanese)

=3 BUCHIZ 2RIH ZHE Y. 1 289 47 Fol 2ol
= E|X) QTHs It RQoHe AT DR DE SHOIM QAR

J1Melde darlpHos ZFE =t iR CHE 4 AL

Source: Bégaud B. Dictionary of Pharmacoepidemiology. Wiley 2000.

Registry | 8| X| A E2| (cloms DILI 2020)
(RH) HEH wHs 2230 EF Y, MEf| L= =2 Ho|Fl ZTTHOA
™ E Zatof cis Aot HIO|HE +&SHE MAISHE A[ARL

Source: European Medicines Agency and Heads of Medicines Agencies. Guideline on good
pharmacovigilance practices (GVP). Annex | - Definitions (Rev 4). 9 October 2017. (PDF)

(0]=) Xt HXAEZ|E EN AE, ME) = =22 HOlEl RRCOM FHE

ZIHE HIHst| Qlol # Lot HlOoJE (Y& 3 J|E} CI0|E)E +HSh=C|
EAT HHS HBSH= HASHE A|AROR, StLE EEE 1 0[] AP 2HE

e, AP i FA R 2o Hgrelct,

]

Source: Gliklich RE, Dreyer NA, Leavy MB, editors. Registries for Evaluating Patient
Outcomes: A User’s Guide {Internet}. 3rd edition. Rockville (MD): Agency for Healthcare
Research and Quality (US); 2014 Apr. 1, Patient Registries.

{7Fa1: Patient registry (BFF 2[R A E2])}

Registry | 8| X| A E2| (CIOMS IX: Risk minimisation 2014 | Japanese)

285 5 2, e E= =2 YolE ZHEM 7YE
2ot HOIHE +TSt= MA=tEl AAH.
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https://doi.org/10.56759/ojsg8296
https://jamaevidence.mhmedical.com/glossary.aspx
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/ojsg8296
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://www.ncbi.nlm.nih.gov/books/NBK208643/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

252.

253.

254.

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

Registry | 2| X| A E2| (CIOMS ViI: DSUR 2006)

o= = o\=2
CE(UE 2XIAER)Y 4 UL Xt H|O|H REHTE
2
A

SUB SN2 LEIE S5 22, 0f S42 (WY HRAER]) EE SF
E’ o
NAERE 25 BESE MSXS ARSOI0] HEHQl WAOR Ui HuE
Xl

Source: ICH Guideline E2E, Pharmacovigilance Planning.

Commentary: .e&(%E) 2IX|AER|E ZAchA A0 &8 ZCHo: S @H| =
FOE|A 2EY oiX 2K AER|)E CHRO| 2E0| 0] Xt IF0l| St Fe =X| =
UE L H(AF) SR AEZ|E YR 242 EX FEto| o E ES LR

£2 FToIx| 41 EAfBICL
x

k

70l EBAIZ 4 Ick. B
2 33 4 gict. Q2iLt 0|52

= QACH Ol2{st Kol X AER|= iR

) er
CIOIEE +=&5t7| 2l EXHE AlZH Futofl w2t =5

2 Y 4 UK H 2ol gl
Ao e 2o

oF o

BN

b

0o r2
g py

30 |o

HtSH0f StLt EE= 1 0| o] BQItH 2| BAIE ZASHE S 7|, Ol=
AL ZFK 22 otL 2t oY ZFHA| B HE AlZHofl TS M= &S 4~ QAL

Proposed by CIOMS Working Group VI.

Regulator, medicines | 2|2FE M| 7|2t (52|01: Regulatory authority, Health
authority) (CIOMS XI: Patient involvement 2022)

MESHH HMd| W WAS oot ook ol EA, oMM, RaH, M=, mof 5!
OtA|Elo| Extat Basto] HEOoZ X|HE 7|2, 9|2 FHI7|&2 X, =7+
FDA, PMDA, MHRA) EE= X3 7H0]|: EMA) H9IE 2tae 4 UCh

Proposed by CIOMS Working Group XI.

Relative risk | ACH 2|€l & (CIOMS X: Meta-analysis 2016 | Japanese)
?|&H|(hazard ratio), 2 =H|(odds ratio), /& H|(risk ratio) L= &4 E2H|(rate
ratio) S9| Zotof| Y0 SX L= YR Zat 37|0f cHst AT =X,
Proposed by CIOMS Working Group X.

Relative risk (RR) | 2FCH 2| (CIOMS Vi: Clinical trial safety information 2005 |
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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/finder/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/

=
H
u

LED HHE J|EAY 0 HEE|= XL Ol =&
DHCHENAYE D)o ZHE ZoH(AR)2] Ld RS = EEX| 42 HE(IE
DFChHoM SLet Zap(At)e AYCIER”RE)SE L

-

I'E

t= Z0|LCt. 5

)

Combined and Modified from: 8

Report of CIOMS Working Group IV. s

Dictionary of Pharmacoepidemiology, by B. Begaud, John Wiley & Sons, 2000. :cé

Commentary: A2 CHE TCof| A YBIMOE FHE|= F 7HX| /F 7te| 2tA|= AH 9le e et o

ofL|2t “2|& H|&”0|2tn T st HlwE|E = TTO| “QAIIEE"(F, SY/RAE 79| eixt, AH, 5

g4 "'o AtEH, e Z AZHS) HEE LRI QUCE of: k20| MEES(ADR)S| H2 *E KZRE a2 o

Elcte 10/100,0000| 10, QALSHX| 2 X| 25 HEX| Qb2 ETHe| AL 5/1,000,0000|Ct. ATH &= =
= 20.

Relative risk | AFCH 2|'€l &= (CIOMS IV: Benefit-risk 1998)

L EE|X| 42 FEto M ZaH(Al2]) LMol Cigt =& TTol| A Q] ZaH(AR)
LHE| HI.

Source: B.L. Strom, ed., Pharmacoepidemiology. John Wiley and Sons, New York, 1994.

255. Reporting odds ratio (ROR) | E.11 2 ZH| (CIOMS VIIi: Signal detection 2010 |
Chinese)

M otE0| HZE ZE Al ETAM0IA O|MAte]| B80S LAY “@X"(2HE/1-

HE)E, 0] &20| AFZE K| 42 AU D C|O|E{H[0]| AL THE RE At

HIOMOIM SU% O| &AL 8012 YAHE “@X"2 Lh= 2k

Proposed by CIOMS Working Group ViIIl.
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256. Research organisation | =EF7|2k (CIOMS XI: Patient involvement 2022)
O|fE = J|EF X2 7 ut Hasto] = AHO| Aol of1, T Sl
X2E ZALSHY| 5t0] StLt O| Ao 2 ES +3SH= 7|+ °”|-_r17l-_r“.: o,
HE2| £= Fe| SHY & JoH, XAMHo=E E= CHE =22 tiAst] AL E
ASHSE A O||:|-

T o2 T M .

Proposed by CIOMS Working Group XI.

257. Resource-limited setting (RLS) | 2|2&2A H|gt 2t (cloms Xi: Patient
involvement 2022)

Q17 Lol WS 9Bt LY i3t KIRE MBE 4 2

rr
oIr

240

=/
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https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982

258.

259.

712Xl Zetx} 2 I 2| AA0 SHY R, 2Ot XA X227 S7FSSHALL
0 MSHEl 27t X,

Modified from: Geiling J, Burkle FM Jr, Amundson D, et a/. Resource-poor settings:
infrastructure and capacity building: care of the critically ill and injured during pandemics

and disasters: CHEST consensus statement. Chest. 2014;146(4 Suppl):e156S-167S. doi:
10.1378/chest.14-0744

Restricted access programme & 2tet#: Managed/Controlled access | & %

I‘Il'a.'_l‘ I 2 T12H (CI0MS IX: Risk minimisation 2014 | Japanese)

HIZ Aot Z=02 AUXQl o et ZXA[HHS S HEE = 22

O| MO =2 AlEt oJotZE 0 CHet M2 E Mot = SXH0|H, A& 2ot E 2lshd

A3 E SHE SiCt 0|2{8t ZX= THHE02 e S22 M8 £ ACH O

oflAli= CHZ2t Z L

- SXp7LobEE Y| ™, A ol E AMH J|ES EF5=X REE

2olst= HAE & ‘I§h:,*.

MYXL, ZHKF BI/EE SXE7F ook Z ap B E SCHS oMol Ciet FEE

5t oM ZE E M=t

- XS SF OIoIE 8 AAH0 SE5I MAMS=E FHZASHY| /ot
HAIM HALE OpE. (o 2} 2IX[AER])

-EZ gl %Olil org = 7|E|- X_|I-|o} SE XH"’ =3 gaHHu} _o_|or%% }_Iﬂﬁ*

"
2z HA

of |:|2

Note: /3l Z|A3HE I3t M2 Mot Z2OM2 IE 24 O3 2HAIXtof
S Itsdol 7| iz, A5 FUY-laid Z2atY, 2 2fs]He
IRl fl8hd | A3t SRHol 28l 2 N
X 2H 2e-go| mat A+Z0] M$He| 1 QHLi=|oof BHt,

[e]3
=

Modified from: EU Guideline on good pharmacovigilance practices (GVP) Module XVI -
Risk minimisation measures: selection of tools and effectiveness indicators (21 Feb 2014).

{E< Bl -ojjA] QX]=E oJA]: Module XVI - Risk minimisation measures: selection of tools
and effectiveness indicators (7} 2), 20179 3¥ 28<Y; page 8 #11}

Risk | @1 (CIOMS XI: Patient involvement 2022)
Holl Tl A2t 2tA SOt EF DECH|A EX O &AL EEE Zpot 2hde otE.

Modified from: A dictionary of Epidemiology. 6th edition. Miquel Porta (editor). Oxford
University Press; 2014. (Online dictionary accessed 8 February 2022)

Risk | @I& X (ClIOMS IX: Risk minimisation 2014 | Japanese)

SRt AZOIL STE A} 2B E ofFFo FH, ety = fRr o gt
HHZHZISHX| Qf2 2t tE= 2hdat 2t El HEZERISH] @f2 Zapot wlst o8,

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition

NOILI3S AHOLONAOYLNI

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
=

SANIJDJVA :SNOILLINI43A ANV SINY3L


https://doi.org/10.1378/chest.14-0744
https://doi.org/10.1378/chest.14-0744
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-xvi-risk-minimisation-measures-selection-tools_en-3.pdf#page=8
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-xvi-risk-minimisation-measures-selection-tools_en-3.pdf#page=8/
https://doi.org/10.56759/iiew8982
https://www.oxfordreference.com/view/10.1093/acref/9780199976720.001.0001/acref-9780199976720-e-1663?rskey=1HqvXJ&result=1874
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

260.

Combined from:

Lindquist, M. The need for definitions in pharmacovigilance. Drug Safety, 2007, 30: 825— 830.
EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28 April
2014).

Risk | &
=3 4y

Note: A

AHEE o, IR Eo| JHES ofZo|Aetgat A El otk Rfi(harm)et 22| 2IFe| JHES Zatel
FELE E6HA| =Lt ™ AlZE ZHH S HA|sHof BTt

Modified from: Lindquist, M. The need for definitions in pharmacovigilance. Drug Safety,
2007, 30:825-830.

Risk | |& & (ClOMS VI: Clinical trial safety information 2005 | Chinese)

{CIOMS VI 4 &2]of: Absolute risk}

O|HAHIE e 7t5d0| A= ZE AR S0M ALHIE Z-et AtEfel HIZ. &
JE2 H|(ratio) & AHESHHLHATHRIYE) & AR S WHSIH(Z, Hiel@:
Xto|) H| g 4= ULt

Proposed by CIOMS Working Group VI.

Risk | @|&l & (cloMS IV: Benefit-risk 1998)

(Ereotn EZEHQI ofsts Folof w2H) ofi Yo| Lz 58

Note: /et& ZxH(0fl: 2E)2 M2toflA ‘OfE 2’2 Ho| eh& BHHQI Abzdnt HHEICH EF HEE
HolstALL Ay mf Z=(0f: EB), AFAQ AZHELY AR = X 7|2 Y Jts 4ol HEE =
7|2tofl chet HES Zotsh= 210| 4 ZQ5I0H YR Hol=HIE, 2T X AlZte HES Zatdict
EF M8 Z stollM EF oSt ZH|ofl ChEt o2 J|= 2| AHE 3t 2tste] FolEl T A JHel
A0l Koot Lt HIZIZISHR| ob2 Zup7t WMlE Jhsd 3l O 20tz oIt Qe E5E

Proposed by CIOMS Working Group IV.

Risk assessment | 9|84 7} (cloms Ix: Risk minimisation 2014 | Japanese)

HE Ar8at A El QoMo EM HIE 5l SFLE YD EMalst= 2.

oM Z™E2 A MEL £7| AEEE AT Y TENA 22557 =20

O|2& HE 38 HF7|0| 24 Oo|R0{ZICt,

Note: 2/& "W7t= loiM FHot 2old Witz 22 4 UL
Ri

Source: FDA Guidance for Industry. Premarketing Risk Assessment. March 2005.

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition 87

NOILI3S AHOLONAOYLNI

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
[l

SANIJDJVA :SNOILLINI43A ANV SINY3L


https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

261.

262.

88

Risk assessment | $|6H4d T3 7} (cloms vili: Signal detection 2010 | Chinese)
HE A2} 238 Qoo EM HIE 8l S E FHSID EMSISt= XY,
i EHES TME HEFQ X7| AHEE AT M Y TENA, 2571 =0

ol2 HIZ +% MZ7|0f ZH 0|20{zCh

Source: FDA Guidance for Industry. Premarketing Risk Assessment. March 2005.

Note: ?/& HIt= flod =t ooy HIt=2 128 4= UCh

Risk assessment | 2l T 7} (cloms Vi: Clinical trial safety information 2005 |
Chinese)

QI8 E=H(risk estimation)t 2184 HIH(risk evaluation) 22 ME3}t=|H,
HE, AAH L= ZEO| LIZHE oA nt X & st aiztol| M 2| Q2| Mof| chst

EEMOZ Mo|g. 2old FHol= Hatoutcome)E AlHstD o|2{st Aot
grMst shE 0t A 2HEl I)sl (consequence) | HEE FHst= 20| ZotEICE
?lshd HIHrisk evaluation)= O|2{st Z& Tt HEE|AHLL Fakdh= ALZtof| Chst
AHE 2sl(hazard) U F=HE s M(risk)2| oM L= 7HXE B2HSt=
St T2 MA0EE s QIX| I QIX|E st M Zte| XHHd
AEo]| chot Aot ZetE|H, Ol = FOZ HEAH(LE Jtstt A2 FMH) 2y
ZX™o| Ro| Mo cHst WItZ Mol FICt.

Source: Risk analysis, perception and management. The Royal Society UK, 1992

Risk avoidance |

2|el g|IO] (clIoMms IX: Risk minimisation 2014 | Japanese)
O| HHE 7HsH2 oF7|st= &S0 &ostX| 7|2 st= HEof ztst

my d0
0z ot

Source: Risk Management and Decision Making Glossary.

Risk-benefit balance | @|ofjA-S2lM 34 (cloms IX: Risk minimisation 2014 |

Japanese)

o

X HYo|Lt SZEAD HAHE ofZe FH, AWM E= a0l ol
28l CHH| 2okE2| SE X! X|= =atoi| Cieh Hot.

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) — Annex I (7§ 4)
EMA/876333/2011 (7178 4, 20179 109): HAALS 912}
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https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/finder/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf

263. Risk communication | $|841% E 112 (CIOMS IX: Risk minimisation 2014 |

Japanese)

U = &#EH oM EX, 54, dEl, 35k = 840 oot 2= HE
weh FuXNel S HE W R0 = OIS AR & Febs W= SAKILEHRE
St Adh= YHO| fAES ZFHoL, ol2st YHE R85t M2 7hS5HH
Fol0fgt Ao 2 H|Z5H= 20| ZBHEICE

Source: Decision-making framework for identifying, assessing and managing health risks,
Health Canada, 1 August 2000. (PDF)

Note: 2|FE otHd M 0] 23t Erice M2 A HE flehd == EXHE (s Mo CHet

HEE R2[Ho|n gHNOZ M| 25 Wl 2IXS M A|BIC}. Current Challenges in
Pharmacovigilance: Report of CIOMS Working Group V. Geneva, Switzerland: CIOMS. 2001.
Appendix 1: 219-22 &1

NOILI3S AHOLONAOYLNI

Risk communication | $|oljAd & & 51 = (ClOMS VIII: Signal detection 2010 |

Chinese)

A Ee AN glofael X, 54, ¥El, S5 EE $840 B3t BE Y=
w2t MOl SHEHE NF0= OIS ALK & FokS Bt HAKIL HRE
Sln ks Mol RHS AW, o2 HHE Y8011 R0 YAOR
3otz 0| ZEICH

Source: Decision-Making Framework for Identifying, Assessing and Managing Health Risks.
Health Canada, 1 August 2000. (Webpage accessed 11 December 2009).

Note! | %E MM M ME0f| 2t Erice M2 pHE fliM &= ERHE 2lsi Mol CHet

HEE R2|Xo|n FntX o=z MESI| 9st HH 2IXIS M A[BIC}. Current Challenges in
Pharmacovigilance: Report of CIOMS Working Group V. Geneva, Switzerland: CIOMS. 2001.
Appendix 1: 219-22 &1
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264. Risk difference | @&l X}0| (CIOMS X: Meta-analysis 2016 | Japanese)

T H|Z Zto| xtol. Al LiE2 Rl FolE & .

O - =

Proposed by CIOMS Working Group X.

265. Risk elimination |

flofdel A’ L= A ol F, vt EISHA| o422 2ol BIZ S 022
o
.

=
Proposed by CIOMS Working Group IX.

215l &|7{ (c1oms IX: Risk minimisation 2014 | Japanese)
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.canada.ca/content/dam/hc-sc/migration/hc-sc/ahc-asc/alt_formats/hpfb-dgpsa/pdf/pubs/risk-risques-eng.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
http://www.hc-sc.gc.ca/ahc-asc/pubs/hpfbdgpsa/%20risk-risques_cp-pc_e.html
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

266.

267.

268.

Risk estimation | @|ojAd 2= (cloMs IX: Risk minimisation 2014 | Japanese)
ZHoutcome)2| Al 5! 0|23t Zzte| WM stE 3l HEtEl IfsH(consequence)
M E FFst, of2{et Aol =ES FHSh= A0| ZetE.

Source: Risk analysis, perception and management, The Royal Society, UK. 1992.

Risk evaluation | 9|64 T3 7} (cloms vili: Signal detection 2010 | Chinese)
ol2{st ZH™of| HE| AL FEFh= Abztol| choh #EEl flsH(hazard) X FHE
oM (risk) 2rol RS ZH™stE SR T2 M|A, matA s ol oIx| 8l
OIX| =l Qs dnt QolM 7to] MM HEO| st Aot TEtE|H, O|= FO{Z
MM (EE T7Hst 22 HAHN) oM £ foldof chst HIt2 ol FlCt.

Source: Risk analysis, perception and management, The Royal Society, UK. 1992.

Risk evaluation | ©|oHd Ti7} (ClOMS IV: Benefit-risk 1998)
ol2{st ZH0j| HE=|AHLE HEh= AtEhol chal F = 2sH(hazard) B! =X El
Qo d(risk) 2tol RolMHE ZMsts SAT TE2HA.

Modified from: Risk analysis, perception and management, The Royal Society, UK. 1992.

Risk evaluation and mitigation strategy (REMS) | 9|8iA TI} U ets}
F2F (cloms DILI 2020)

SCH3H oA AESR0| Q= S 20| thol 0|2 FDATH 278 4 9l
O|ofE XY m=2 3, ok= 9| RlH0| fISH Y ELT Ef 2X| &elst= o =Z0|
EICE REMSE QI E ALE HEf 2 die 2f= 9| otHst AF8E XIRshH= RXIE
AR AA|E|RIC 2= ofE0l= 2 S 2A|XI0A| 2f =] flsid S YEle
5{717|RHAFE labeling) O RUXIZH, REMS7F @ 7LE|= 2| 2FZ-2 A==0i X|LIX| @=Lt
Source: U.S. FDA website. Risk Evaluation and Mitigation Strategies (REMS). Updated 8
August 2019. (Webpage)

{20219 12€ 179 7|&, & o= dAf ez 7} ZstE A7) AGE o] z]oA] 3A]E.}

REMS (Risk evaluation and mitigation strategy) | SIsHA T} U 2t3}

X 2F(REMS) (CIOMS IX: Risk minimisation 2014 | Japanese)

of=9l Kd0| 2SS S7t5h=X| &elst= ol Rt 22 FDAZl +dt=
EMZ, LEX7L o[ ABlofF 5h= RAE 7|=H.

Modified from: FDA. ‘Format and Content of Proposed Risk Evaluation and Mitigation
Strategies (REMS), REMS Assessments, and Proposed REMS Modifications’. 2009 (PDF)
{2022 789 7] &, 4}7] Y0 ZAEE PDF= FDA guidance 22Fe] %% ¥ Q): Format and
Content of a REMS Document. Guidance for Industry October 2017.}
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://doi.org/10.56759/ojsg8296
https://www.fda.gov/drugs/drug-safety-and-availability/risk-evaluation-and-mitigation-strategies-rems
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.fda.gov/files/drugs/published/Format-and-Content-of-a-REMS-Document-Guidance-for-Industry.pdf

269.

270.

271.

272.

Risk factor | 2|2 22l (CIOMS IX: Risk minimisation 2014 | Japanese)
Adopted by CIOMS DILI 2020

S A EE T 9 B8] BUtet BRiE S

i o

Source: Bégaud B. Dictionary of Pharmacoepidemiology. Wiley 2000.

Risk identification | $|olj&d =kl (clO0MS IX: Risk minimisation 2014 | Japanese)
O 23HM L= @I0| EXHSEALE Of| &= =X BTS00 E4, A|ZHE Az,
Xl 712t 9 7K Bt ZTE Fopd,

Source: http://www.businessdictionary.com/definition/risk-identification.html, accessed
16 June 2013.

{20219 5€9 7|& FA7F &R gor, g JAo4 FoE S+ gl
https://www.w3definitions.com/risk-identification/, 15 July 2022}

Risk level / Level of risk | 2|64 =& (cl0MS IX: Risk minimisation 2014 |
Japanese)

BIRFSIOHR] o Ztel FEE YU WA 540l 2 Syt

[

Proposed by CIOMS Working Group IX.

Risk management | $|6{4d 2t2| (cloms IX: Risk minimisation 2014 | Japanese)

floigel AE, Edst, oy £ 2teh, J2|10 2oy et =X|2| 2ty £t

1 =2, 1O
HHE HEHO &F = I,

Proposed by CIOMS Working Group IX.

Risk management | 9| 2t2| (cloms Vi: Clinical trial safety information 2005 |
Chinese)

£ flotigof oist of Ak nt 20 2 ol =, flohd = 5L 2o B0l A
HIRE. 22T 2lsiolLt ZHE Ishd S/=E=, TdH(consequences)Lt &4
7588 E017] flgt =X[2| O|HS +8317| et 2AMZFO| O|FX|= T2 M| A,

Source: Risk analysis, perception and management. The Royal Society, UK, 1992.

Commentary: 2|2%E OtFHA 200l A “2lsiAd 2t2|”of CHet EHMAQI Mol gix[oh EAMoR

Al ZQl RE T2 M| WIS Zotsto] 2loiAd/FHE Olsistn oSt AL 2| Adtste o] Zast
71& YA HFLIZ0|M gE9 Metxol TR MAE o|0|stCt 0|= FDAE 2siA HItet A

x| Asto| =HOZ QlsliM 2a|E o|o|stCHE I Guidance for Industry. Development and Use of
Risk Minimization Action Plans, FDA, March 2005 (http://www.fda.gov/)
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/ojsg8296
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.w3definitions.com/risk-identification/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
http://www.fda.gov/

273.

274.

Risk management | 9|84 2t2] (Cloms IV: Benefit-risk 1998)

o
£ flotigof 2ot o Ar2E S 2| mlel £= Al 7HsdE £0/7] flet =X

I_

Source: Risk: Analysis, Perception and Management. Report of a Royal Society Study
Group. The Royal Society. London, 1992.

Risk management plan (RMP) | 2Is{A 22| A=l (cloms piLi 2020)

(EU) 2lshA 22| A| A= cist A M| AH[Directive 2001/83/EC Art 1(28¢)]:
ESS7IAXIL ST 2lo 22| Al=ole oS 2471 ZTete|ofof Bt (a)
St olopBol obxy mRmpelo| A i S Y. (b) ST o|oFBo| orN Y
D2MAS FIIMOZ EMotots W HA (c) AYSa HHE oM
OlsiLt Rhskot| QI3 A K| U D243 SHO| mat ZFo| it 2 Ak

(d) ESs7t U2 M B3tE 5{7t = o 20| et 243 [Implementing
Regulation 520/2012 Art 30(1)].[15]

Modified from: CIOMS Working Group IX.

(Note: CIOMS IX 21 M= EU GVP 2AM2| 70 30 M3 E Mo|E Htgst= dtH, 9| =2 EU GVP
WH 49| Ho|g gtHetrt.)

Risk management plan (RMP) | Sl 22| A=l (cloms IX: Risk minimisation
2014 | Japanese)

Qs A 22| A|AEof et AM| M [Directive 2001/83/EC Art 1(28¢)]: si&
olofE o oMM E2mAS AMHSHALL EME HSH0{0F 5HH, s 2[FE 2|
MY TEMAS FIMHOE E-och= WHE GAISHD, oofFt 2EEl
LS oot Lt 2tet5tr| ffeh RX| B d2{et ZxHe| 2aHMol Ciet Z™HS
ZMSIH, 2617t RUEM BItE AT = | 20| CHet 2 }sHof Btrt,
Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

Risk management system | 9|olj4d 22| A|AE! (cloMS IX: Risk minimisation
2014 | Japanese)

O|oFE I} BHUE QIHAS A, S48} ol i 2iBtely| 9o Tt Yol
22| B U F(0| S0l Ce =t Bt T8 [Directive 2001/83/EC Art
1(28b)].

{EU Guideline on good pharmacovigilance practices (GVP) — Annex I (7§ 4)
EMA/876333/2011 (7§ 4, 20179 109): HHAFE §l8.}

Risk management system | |oj4d 22| A]AE! (cloms viil: Signal detection
2010 | Chinese)
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https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://doi.org/10.56759/ojsg8296
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/

olofZ 1t A E 2l M E, 543}, ol EE= 2Fetstr| sl netEl LA 9
AESUA S A %IH(OIEOH H3._ FAM "It 2.

Source: Guideline on Risk Management Systems for medicinal products for human use,
Volume 9A of Eudralex, Chapter 1.3, March, 2007.

-

275. Risk minimization | ¢l 2k} (cloms IX: Risk minimisation 2014 | Japanese)
Adopted by CIOMS DILI 2020

|BF CE = BEA HI G O] ZHA (KT risk

ZEA (£ risk mitigation (/8HA 2t3})

NOILI3S AHOLONAOYLNI

&2 2|0J0j| M HHZEISHK| @42 Z a2
prevention (2|54 ofet)) 2t EhAl
BESHe T 0|,

Proposed by CIOMS Working Group IX.

i

276. Risk minimisation action plans (RiskMAPs) | $Ioj4d 2ts} F2kA| 2] (cloms
IX: Risk minimisation 2014 | Japanese)
HZQ RAMLE RABIHEM HF2| LT 2loiHS 2tetsh= ol A 5T SHS}
=Xg EESHEE 10tEl, FDAJ Slot MafH ot d T2, RiskMAP2
017r7IIHAf%* e Ee ‘.’_fxdé H0|M ®MZ2l eloh-dnt %’r‘l.“" 7lEsts A
oj4o= FIHQl 23l 22| MEFE a2 h= 280l A= HES 26l
FHLE|ALCE 2007 FDA ZHEHE Sl REMSZF == 7| M@l 2005, FDAE
Lo 2tat M2tA|=lof JHY 3 Ao ChEt PA| XIH (RiskMAP 7H0IHA) S
LAHSIAH M 0f7]0f| RiskMAPS JHEdSth= 2, IS S tatsty| ot =1 E
MEdSH= HhH ) T2| 10 FDARE RiskMAPSO]| CHSH AS5H= WHH S 7| &0t
Modified from: FDA Draft Guidance for Industry ‘Format and content of proposed risk

evaluation and mitigation strategies (REMS), REMS assessments, and proposed REMS
modifications’.

{CIOMS IX 4% 2.8 HAjo] 4138 ¢ F2 of7]of 38 2|52 Yelol= v7(2017d
10802 g g.)
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277. Risk minimisation-burden balance | S|4 2to}-FEF F& (cloms IX: Risk
minimisation 2014 | Japanese)
QoM 2tStE QI8 Hutk|= S2EHof| CHe 2t ol M| (10 Effectiveness of risk
minimisation and Burden)

Proposed by CIOMS Working Group IX.
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/ojsg8296
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/format-and-content-rems-document-guidance-industry
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

278.

279.

280.

Risk minimisation exposure | |oi4! 2t} L= (cloms IX: Risk minimisation
2014 | Japanese)

Lol 2tet S| F3d0l| st SHEO| o2 M F st M LHE, gk 3
7|2t ZHOAM 2o Ad 2tsh chHAH(ol: QUM E T, XA MEE = A 2tatel
HTE LIEHHCY,

Modified from: Carroll C, Patterson M, Wood S, Booth A, Rick J, Balain S. A conceptual

framework for implementation fidelity. Implement Sci. 2007;2:40. Published 2007 Nov 30.
doi:10.1186/1748-5908-2-40

Risk minimisation measure | 2|4 2t} Z=X| 52/04: Risk minimisation
activity; & 11: Additional risk minimisation measure 3 Routine risk minimisation measure
(CIOMS XI: Patient involvement 2022)
O|oHE AFS Tt HTHE! HIZEIOHX| 02 ZTHO|AHHS)e| WS o,
7**AI9I71|—} FEZEE 07| /%t (A<

F7HH2l floid 2tst _’F_Xl7f AL
Modified from: CIOMS Working Group IX, Glossary definition of ‘Routine risk minimisation

activity’. The CIOMS WG IX definition was originally Modified from: EU Guideline on good
pharmacovigilance practices (GVP) Module V — Risk management systems (28 April 2014).

Risk minimisation intervention / Risk minimisation activity / Risk
minimisation measure (synonyms) | 9|siA 2tst Sl / 2loiA 2t}
Zx|akH [ ol M 2ts} EX|(S2]0]) (cloms Ix: Risk minimisation 2014 |
Japanese)

HFZHEISER] 942 ZAuto| 2l "ie
Ol &l fIsHM 2t = E X E5}

Proposed by CIOMS Working Group IX.

E0[7{Lt 2 SBEE E017]| 2l St
7

=
=
[
— A

-

Risk minimisation plan | /o4& 2t} A| 2! (cloms IX: Risk minimisation 2014 |

Japanese)

e oY ZENS T BBAE LS S0I7| Yok 2 LAY 23t
ZRLHE XHAIS] 7| =3t sl 2| A2l UL, of7|0l= LA /IR
Lol 2tst =X HEIF ToHEICE

Modified from: Eudralex, Volume 9a, of the Rules governing medicinal products in the

European Union. Guidelines on pharmacovigilance for medicinal products for human use.
Final, September 2008: 1.3.
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.1186/1748-5908-2-40
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

281. Risk minimisation programme | 2|o}{A 2o} T = 124 (cloms IX: Risk
minimisation 2014 | Japanese)

Qs et A=loM T|e W EE = Pl 2tStEX| A AR,
Proposed by CIOMS Working Group IX.

282. Risk minimisation strategy | $Iof4] 2ta} FEF (cloms IX: Risk minimisation
2014 | Japanese)
EXN SHO| =H5t7| 2l S5 9 chatol w2t A= El s etetel vigkat #He.

Proposed by CIOMS Working Group IX.

NOILI3S AHOLONAOYLNI

283. Risk minimisation target | 2|ol|d 2t2} CHAF (cloms IX: Risk minimisation 2014
| Japanese)

LA 2tst SxH| ool =2 F= HAXHOI: /B MH|A HSXKL).
Proposed by CIOMS Working Group IX.

284. Risk minimisation tool | $IsH4 2k2} =51 (CloMS IX: Risk minimisation 2014 |
Japanese)

ETY/XNHEE 2iES etetoty| 2let SME M3t L.

Modified from: FDA Guidance for Industry Development and Use of Risk Minimization
Action Plans, March 2005.
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285. Risk mitigation | S|4 2t3} (cloms IX: Risk minimisation 2014 | Japanese)
Adopted by CIOMS DILI 2020

HEESIOHT 2 ZTH A 39 1 FEEE AN,

[

ujn

Proposed by CIOMS Working Group IX.

286. Risk prevention | 2|4 Ot (cloms IX: Risk minimisation 2014 | Japanese)
Adopted by CIOMS DILI 2020

SR, BRI SheRth o= JHE Xt M HIEHEISHR] ¢t2 2ol 2
SIS A

Proposed by CIOMS Working Group IX.
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/ojsg8296
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/ojsg8296

287.

288.

289.

290.

Risk ratio | 2| €lH]| (CIOMS X: Meta-analysis 2016 | Japanese)

StLtol B o CHE b 8o H|. B GlO|EREE XMsts YTl gAl2 B
[ 80{F Atai| Arofl LietQLCt.

Proposed by CIOMS Working Group X.

Risks related to use of a medicinal product | 2|2FE Al21} 2HAE
2|5 A (cl1oms IX: Risk minimisation 2014 | Japanese)

2t HYo|Lt 2B
2loi-dat 2tZ ol Hi2t
1(28)].

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex I (7§%] 4)
EMA/876333/2011 (7} 4, 2017 109): A} 9.}

ol 23, ¢y = K40l Cigt

O|& 2|8 A [Directive 2001/83/EC Art

Ay

Routine pharmacovigilance | 2Ht& 9o|QkE ZFA|ZHE (CIOMS XI: Patient
involvement 2022)

THE 0| 5715t= 2 E U E0f| CHol 27 &= LHe A=HA| &S, o7
X|=oi[M of2{st £X|APte| R740| HE = 80| BAIE|O QUCL

Proposed by CIOMS Working Group XI.

Routine pharmacovigilance | 8tX o|2kE ZYA|ES (Cloms IX: Risk
minimisation 2014 | Japanese)

2E oJorE 0l CHolf ~AHsHof ot= AZSHAIS| XA 7|ECEM SHEE= ™A
275tE eH9| &5

Proposed by CIOMS Working Group IX.

Routine risk minimisation measure | HtA Q|| 2t3} XX| 52/0:
Routine risk minimisation activity; £t 11: Additional risk minimisation measure 3! Risk
minimisation measure (CIOMS Xl: Patient involvement 2022)

EZE XYoLt HE L 2= oAZF0f CHel 2R MO 2 MEE|= 2lsHd tet =X
UHt QoA i3t TX|0fl= LHEOZ H|E S{7t7|THALE, 2 A 3 7|0
CHet Mg, J2| 0 MFe HA Xzt 242 #FHel 230| ZEICL

Modified from: CIOMS Working Group IX, Glossary definition of ‘Routine risk minimisation

activity’. The CIOMS WG IX definition was originally Modified from: EU Guideline on good
pharmacovigilance practices (GVP) Module V — Risk management systems (28 April 2014).
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https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/iiew8982

Note: 9|2FZ] ¥ X422 oAb} o2 HHOF SHEX Off, KT gl0] SpAREE| Regt 4
QLR O L AHOIM YSHOR Tofet 4 QK| oot BRHO] Lk,

Routine risk minimisation activities | 2 |5 2o} ZX| (cloms ix:
Risk minimisation 2014 | Japanese)

HE of%AF0 HEE = flotd 2t HS2Z2, ME 377 |MAY, 2fE ZH2
37| Mgt % MF2 HA XHA(of: oofE UH a|) 52| 72Xl gt HHE

— —

Modified from: EU Guideline on good pharmacovigilance practices (GVP) Module V - Risk
management systems (28 April 2014).

NOILI3S AHOLONAOYLNI

291. Safety concern | St M ZAESHS (cloMS IX: Risk minimisation 2014 | Japanese)
Rt #EE 2l6d, Q¢ A 2ol = 2E FHE.
Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).
{EU Guideline on good pharmacovigilance practices (GVP) - Annex I (7§ 4)
EMA/876333/2011 (717 4, 2017 109): ¥ZAFS 915}

292. Safety-related outcome of interest | ZHACHAF OFM M 2ted H ot &
Outcome indicators (CIOMS IX: Risk minimisation 2014 | Japanese)
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wab ZH0| Mtet NER A 9IeiA st TR0l SHot YHSH s
AN A} K.

Proposed by CIOMS Working Group IX.

293. Scatterplots | MM = (CIOMS VI: Clinical trial safety information 2005 | Chinese)

CIOIE| ME L & 0] i 42k 8IS LIERLIE D2 Chojoj a2y,
Mg M2 CI2 7|2 BAS0| 188 THE 4 L 0152 SUst #4(0);
Nzt BAIE 2 BRte) 2t mA4K) A2| HE e Uets ol 55

ApgEict,

Proposed by CIOMS Working Group VI.
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

294.

295.

296.

297.

Sensitivity | BIZHE (Cloms DILI 2020)
ZH XS UESH= AR S AN 2ot Al Afghel HIE.

Source: JAMAevidence® Glossary. (Webpage accessed 29 March 2020)

Sensitivity | BIZFE (CIOMS VI: Clinical trial safety information 2005 | Chinese)
BMo| ZAXMZH0| =2X|(=RIZstX]) o8, E= BEMS 2|8l otSo{tH 7= o
RIZIHR). 5, BIORAEA)0l Chet 70| MAE o) 24 2ot HHE =X
o 0j CHiet A™E 2ol = AL

Proposed by CIOMS Working Group VI.

Sensitivity analysis | BIZtE 241 (CIOMS X: Meta-analysis 2016 | Japanese)
AT L HAT | Haf7t A2l Hstol L0MLE HIZHXIE FHIE o
AFBEIS B4, DIzt 22 AFRE 0|5 I wHlo| BAI HF Ee JhEo

CHall 227t FotLt A0S E HIt5h= o AF8EICt

Source: Glossary of Terms in the Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)

Sequential meta-analysis | &X}= H|EFHE A (CIOMS X: Meta-analysis 2016 |
Japanese)

BOHEN EE AXEMS J|UOR ANAIYS TI|0| FHE 4 A(Ts AE
< = oletE

[== =
B ABE Aol 20l B Rs) TE ARS maist
0

O
:‘717f *"' | 7(I 04$§ ’é" 5PE Hioll= AFEE == AL

Proposed by CIOMS Working Group X.

Serious | =LYt (cloms IV: Benefit-risk 1998)

“olstMo 2 FSICH = 2|0|of| A I-SHAHLE X[EXMO| L FZME 2oF|=
TICho|Lt MEH fe=, AT =0l CHSE O|ARtS H1 |25 75| 25
ST AH/HEA Hol. of2] 7H| 7|20 A HO|E At&stn /UX|Tt,
DE Ho|E mastH ZH| 2 E M =32 9| (International Conference

on Harmonization of Technical Requirements for Registration of
Pharmaceuticals for Human Use, ICH)2| 2Z0|AEIS ol M&ETI0]| 25t
7t0|E2t21(1995) 0l MAIEl SAIEQl Hol= CHSat ZTHZHZE 5]

ST O| At (B ) = HHS 2 L0 sHYste et S0 EX| LT
& A= B E HIZHEISHK] Qf2 ooty Ao E,

- AP el
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https://doi.org/10.56759/ojsg8296
https://jamaevidence.mhmedical.com/glossary.aspx
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
http://aaz.hr/resources/pages/57/7.%20Cochrane%20glossary.pdf
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/

298.

- WS oI
-l e Rl v|Zte] eiFo| Be
- X&H £ B B IS MotS =2
- MHE 7]%/01y
Al MBS QIO MY s RIS AHOIR|S QX|D BRLE 2130 e
DL 101 LIZE 2RS 5 SIS 9| 31 BXi7t Bad + ol Baw

Ic;l'é'l.jl _?_loH Ol'é'l-I-I al 7 |-'<‘5|- -~

== ok Hr=

FAQ 2 ZH5E|0{0F BIC.

e 10 4> I
)
g

ro ot
HJ|0 3

{ A SOl T3l M= HEED R oF
LH2{0F S, O|2{St AtZiS2 YLEtE o

[ClIOMS VI ET1A{9| Z
and Standards for Expedited Reporting. Proceedings of the Third International Conference on
Harmonization, Queens University, Belfast, pp. 461-469, 1996.

Proposed by CIOMS Working Group IV.

Z}3 5:] Gordon, A.J. Implementation and Impact of ICH Guideline E2A: Definitions

Serious | =L}t (cloms II: PSUR 1992)

X|EHO| AL, MEES [HSHALL, U@ LM E= HARO|LL JEI—’—-‘.—7H = Soifst

E7/715 XMstE xeliE. ol= CIOMS 42 J§0

2|8 motst “CIOMS LA1”ofl XI™E Wl 7HX| (4) $

CIOMS 2| M M YHEE= BE o%fF 43 EE, A=
A2 12480 StCt. 2tA o|2{st Al|= “SCisH’ ﬁog 7|-IE|O.I

A MM EE L 2RI2|AE S=0| ZeE AL HEo BEM FIHE 4 QUCH

Proposed by CIOMS Working Group II.

01)1
S & g
o
_9_
E
€
0l0
HL
K
i

Serious adverse event | SLHSt O] AFA}Z| (CIOMS XI: Patient involvement 2022)

CtS0ll i Edts HERFEISHR] 952 2|ohH At

=

IE

[o
d0 b5t
of

1o x A o oz
_|°J ra 1> o of o

Modified from: ICH harmonised tripartite guideline. Post-approval safety data
management: Definitions and standards for expedited reporting. E2D. 12 November 2003.
(PDF)

Note: S ZAI0 A “AtZd(event)” 0|2t 0= I WA &
LXK LRAZALE Q| &= K| S W AFETICL

CENETE

rr

ofl ofslf ob7 |l A=

— &1 Serious adverse event following immunization (AEFI) (TERMS AND DEFINITIONS —
VACCINES)
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https://cioms.ch/publications/product/international-reporting-of-periodic-drug-safety-update-summaries/
https://doi.org/10.56759/iiew8982
https://database.ich.org/sites/default/files/E2D_Guideline.pdf

299.

Serious adverse event | SLHSt O] AFAFE| (ClOMS IX: Risk minimisation 2014 |
Japanese)

Ol ot EFUMEX] AHLS EeSHALE, WHES eSHAHLE &) = L
7|2te| AFO| HROIAHLL, X|&H E= Biet E27LE 7|5 X5HE XR2liStAHLE

A J|d/0|dofl siiEst= 2= HIZIZISHR| 942 Q/StA Aty = Tt

Lo - —

ot [

Source: Article 2(o) of Directive 2001/20/EC.

Serious adverse reaction | SLHSt 2= 0| AL Xt 11; Adverse reaction (CIOMS
IX: Risk minimisation 2014 | Japanese)

AL EefstALE, MHS pstALE Y) E= ) 7|2t HEO| ZRBtAHLL,
X&™ L= SOist 2L 7|5 MSHE XastAL, MAE 7|5d/0| Ao siEste
oFZ 0| AtHEZ [Directive 2001/83/EC Art 1(12)].

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) — Annex I (7§ 4)
EMA/876333/2011 (7178 4, 20174 109): HAALS 912}

Serious adverse reaction / Adverse drug reaction | ZLi{st oS 0|AtHLS
(CIOMS VIII: Signal detection 2010 | Chinese)

AP S XREStALE, WHS fI™SHAHL, U = U 7(2He HEO| EREIAALL
X&H E= Brfet E7LE 7|5 XSS Za2ist7ALE, MM 7|&/0| Aol siEdt=
of= 0|4,

Note: 42 913 i NS Kefot7LE, YR Z2t 0l0{X|X|= YXIBH BXE ol e

4 QUFLE 2I0l LIRS CH2 23t 5 SIS RIS 9o SX7H BRE 4 i ofshs ARIE
ABHO B FCHst HOB 2H3E|0{0f BT 0[213t AIZIS| Ol CHS T 2Lk 222714 || Fto|
Cist SA e Holkel BF KR YRS XoHK| ¢ WY WS EE F; EE o4 oEY
s OfF Hgo| wy

Modified from: Definitions and Standards for Expedited Reporting, ICH Harmonised
Tripartite Guideline, E2A, Current Step 4 version, dated 27 October 2004.

Serious adverse event or reaction | SLHSt O] AFA}2{| (cloms vii: DSUR 2006)
O™ EZ0|MEX| &/H0| 75T ZE HIEHAISHK| o2 oA AtA.
- AMLE X

- W H*

- Qe = 9l 7|Zke| eigo] We

- X EE Soie 27U 7|5 MokE X
- MM J|H/0|4, e

- oBHOR R A Ei ¥
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https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/

A MBS flot7ALE A £ YRS Z2HBHK= X, SHXHE /-
|

HEES 4~ UZLE 2|0l LIGE 20tS & StLE YXI5H7| #ls SM7t 2R
= A= 2 ofsHH At Soi| M= H&EE10 HR 6fREE 2HSH
St

9lof ofBtE I TBIA BERS LY2{0F oh, 0]2{3t AHS 2 YO FCh3
HOE 7HZE(0{0F BTt 1 OAIZE 221N JIBK| FR0) 3t ST E=
do W3 L A, T BTy

2; YA KK o o
o

I
of Erdio| ULt

MBS SIBsH=0l2ts SOl A EE
Sl

o|0j5tH, I £F0|AUS wf AHYol| O|ZEH HS

Source: ICH Guideline E2A: Definitions and Standards for Expedited Reporting and ICH

Guideline E2D: Post-approval Safety Data Management — Note for Guidance on Definitions

and Standards for Expedited Reporting.

AAFAIE Ol CH EU Directive 2001/20/EC: “SCHSt O A AL EE= FCHSH AF20[|AHIS” - 220

A0l Atekg WS, MBS YL, Y EE 7|E Yelo] Ao BRELE, X|4H
Sriet EFL 7| MBHE RHEHAALE, MMH J|d E= MEE 0| 4S E2dt= B= HIEEISHA

=
=
2 ofBts A EE BT

NOILI3S AHOLONAOYLNI

w 0o

50 1A

Commentary: ICH 70| =2t0l E2DO0IM Al = M &S 2ol S Ol ARl (AE) Ei= AE0|4EHS
(ADR)Ofl et ICH H 2|7t RHEHE|ACE CIOMS A2 D E0M = ICH Hefol| A “olatx] ol pshy

BHEH. 7 QR AISfohE Er2f0| gOB 9lo| EU Holk BerNst HOR 2L,

Serious adverse event or reaction: standard criteria | ZLCHSF O] A A}
EL = Ok 0| AtHIS: 2IHIA 7| Z= (CIOMS VI: Clinical trial safety information 2005 |
Chinese)

ol SZUNEX| HMo0| THs et DE HRRISI| &
SCEES

ro

O|BHE| AFA:

i B | —

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
=

- WE H*

- Qe = 9l 7|Zte| eigo] We

- X&H £ B B IS MotS =2

- MHE J[8/014, E

- oBtMOE FQ AR EE S

SA WIS YIHSILE ALY S IS SRS RIS BRLE SI%of

BIEEZ 4 QUPLE 910 LIZE ZTHE 5 oLt WXlet| Sl EM7t maw 3

4 = ZRT oJSHE AR SOl M A5ED HR oS ZW| 5

Slof olB1m I TBIN BELS LY2{0F ol Ol2{3t AHS2 YBHO B Frh3t z

A0 ZHE(0{of BTt T AIZE RZ7|Y JIBK FRo| it SFM E= | o

Mol Mol BEKIR; YIS KeHotR o B W £ Fa; T FRo|EY :

G ofBEg ol WAO| ULk, 5
2

________________ 2
<

*Note! “HHE Pst="0[2t= 0= At = BHS YAl SXp7H AIYE 2[E0] ARUE A = 2
(@)
z
m
(%]
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

300.

301.

302.

HHSE 2[0|5tH, B SF0IAS M ALYl O|=2H RS 7Hs40| A= Atzio|Lt HFSE 2|0|5tX| gb=Lt.

Source: ICH Guideline E2A: Definitions and Standards for Expedited Reporting

EU: “SCHst O Atz EE= BCH?E FS0|AEHS” - S2F0f| 2HA|210| AYS Xelstr L, MHS
ISALL LR E= 71E YA 712 AE0| HREIHLU, XEH E= Srifet 27U 7|s HMotE
ZeStALE, MMN J|d EE= MNE o|A S X2idh= 2 E HIZHAISHK| g2 olotd At = A
Commentary: ICH 7t0|E2t21 E2DOI A Al

(ADR)OIl cHet ICH H 2|7t XHEHE|RUCE CIOMS

.’ O 2 AFsHs THEto| gloH 2|9 EU Mole EtHtt ZIOE ZHFeirt.

[ |

;2

AHHES
o Lo

-{o+
Al
)
o
d0

b
o
2
rot
A=)
0
Rl
Lt
>
]}
kA
rir
ao)
Il
o

Severe / Severity | 52| | £Z T (CIOMS IV: Benefit-risk 1998)
EH A ZE(EBE)E MYst= ol ME2E(M: B, T8 L= T35
A AM) “ZCHst(serious)” 1t S2|0{7} OFL|LC}.

Proposed by CIOMS Working Group IV.

Shared decision making | =Z2|A}Z 7 (cloMS XI: Patient involvement 2022)

Sttt O[FHE 77t M YRS BHAIE 2Tt 2| MO| K= A&l 2=

. SSAAEZ S LHE moll= &xtel 7HK|, S 5 e{AletS 1e{elrt

Source: National Cancer Institute. NCI Dictionary of Cancer Terms. (Webpage accessed 23
February 2022)

Signal | 40}2|& & (c10MSs XI: Patient involvement 2022)

clerBoR oleh e 4 ol MBI} w2l BxiR0] che . Yusoz
sz RGOl BTt 3t 2 0|40l B MMEICE AOl2|HEE SRS 42
Zto] AZHQI QITEAS AIMSHAIE oL, BUHOZE a|0|E1 i}

=20 F7H&Ql ot Heds W= 7MY #o|2t= Fol| |2fsHof Strt.
Source: Uppsala Monitoring Centre (UMC). What is a signal? (Webpage accessed 9
February 2022)

— A 10: Signal (TERMS AND DEFINITIONS — VACCINES)

Signal | 10}2]|& & (cloMms Viil: Signal detection 2010 | Chinese)
Adopted by CIOMS DILI 2020

{Note: oF2l CIOMS VIII (2010)2] J2]-= EMA GVP Annex 1 7} 4°] sligg}l. DILI WG
HTAMo] nfxoF 23}0] A= 2|2 Ht & 4 Y= 2R3 7} o] Yrhy Wiy Eo|
AekE]gj oLt o] = gho]o] Huprf ofifal Bojof o]sh Zo] S}

AZY WeHo| ESICD BHE|E, ShLt EE o3 $E (TR 9 A
TSHO|A LS ME, EX ST FolistALE st Atal| £= AlIQ] R 2t
MEE 2R A olapatA E= AT Ao MER EHS A|gh

—
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https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://doi.org/10.56759/iiew8982
https://www.cancer.gov/publications/dictionaries/cancer-terms/def/shared-decision-making
https://doi.org/10.56759/iiew8982
https://who-umc.org/signal-work/what-is-a-signal/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/ojsg8296

Modified from: Hauben M, Aronson J.K. Defining “signal” and its subtypes in
pharmacovigilance based on a systematic review of previous definitions. Drug Safety,

2009, 32:1-12.

Signal | 210}2|7 K (c1oMms Vii: DSUR 2006)

K|zetof QluttAlE & 5 ‘é’iol—f FIHEQl ZALeE X|EHQl ZHAE RS
FHXIIE JAE A= WEE= B

Source: Benefit-Risk Balance for Marketed Drugs. Report of CIOMS Working Group IV,

CIOMS, Geneva, 1998; and Dictionary of Pharmacoepidemiology, by B. Bégaud, John Wiley

& Sons, Ltd., Hoboken, USA, 2000

Commentary: 4 +Z @l & otL[2t H| Y& T oM Mote|FHE 7} st 4~ QUC} 0l

0| 20| ottl HIo|EE 7|gto = sof stH, AE (0l AstX| 23t) HAHO = 3t At &gt ofL|zt

EN(E0[Y), Zx, WM HE = TALE K2 FQ AIZCHAX/ 2L Tl A o A== 240l A 2|0

U HItE LIEHE 7|Et YANMOo R HtEl Zatet B El okE0|AHS(ADR)O CHE Mot 22

0|O] 2Tl At2fjof| CHet of 45HR| 2ot ATt o|0|g 4~ ULt Aot H = 2QlEl A= ofL|2tA
M

NOILI3S AHOLONAOYLNI

= =2 C =
HE ABsAL (“Aof2|F = Z3”) gherslof st Hd WA Aot 2R o/ A4E BLIEYS 2Tt
WHO 3 HIE{(BMJ, 304:465, 1992 2& 222l)9| Mot2|F 2o chzt o™ Hol= AT = Z740]

f

22%
AHS W10 ICHOIM =& O] &AL I o] MEkSol| Cit 22 FO|S AAICH “O| &Atz|<t
OfE Ato|9| 7Hset elut2tA|of thsto] EE FEO|H, 0= OfTof YE{X|X| kU7 L ST SHA|
ZMeHE A O|C LHFMOZ Aty SCiMat FYEO| SR et Mot FEE WHsI2{H it

|
o4l HuM7t HQstCt”

Signal | 210}2|Z K (c1oMSs Vi: Clinical trial safety information 2005 | Chinese)

X|Z2eto| QlutatA = & 4 %’iol-f FIHHQI ZALRE XX QI ZA|E AL
MR UE Ao E MEtE = |

Combined and Modified from:

Report of CIOMS Working Group IV.

Dictionary of Pharmacoepidemiology, by B. Begaud, John Wiley & Sons, 2000.
Commentary: 4 T2 & OtL|2} H| A TN = HOf2| "It 84S 4~ QUL 0] 0|20] o
CIO|EE 7|8to= SHoF st, AE 1 (0] AFstX| £3H) HIHHOE ZR%t At ot ofL|2t E4(S0| M),
Lk, Y H|E = TARLLKIE S AT AKX E Tl A Ol A== Z0lA oJ0] Q= Hats
LIEHHE 7|Et QMM O = AHptEl Zutel 2 El oFZ0|AEHS(ADR)O] CHEt FEet 22 o|0] Y2z
Af2flofl et o AsHR| Rt At o|0|g 4~ QUCH MOlE | = 2QlE Hut= OfLZtM 28 HBSkALL
(“MojE|EE Zsp”) ghetsfiof sHe 7 SA Atsto|ct, 2R| o AE HLIEAS 2I$H WHO &2 MIE{(BMJ,
304:465, 1992'4 2@ 22¢)9| Antz| ™Mol chet 0| el Al = R740| £FS Y311 ICHO|A
TRUE O| &AL B! o AEtS0l| CHot MER HOIE FAICE “O| M ALQE OFE At0]2] 7Hs T QlatatA|of
CHsto] E1E HE0|H, Ol O H0l| LHXIX| UL S ATSIAH| EAMSHE! 2HA|O|CH LRI O 2 ALz|Q|
Soidzt HEo| EXo| w2t Ao |ME S MMsta{H stLt o| Ao B M7t Lastot”
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Signal | 210}2|& K (CIOMS IV: Benefit-risk 1998)

StLt O] &2| 2F=0i| CHal lat2A7t AS 4= A= Atzdof et 2. 0]

rir
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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/

303.

304.

305.

306.

S|fHE7tel FOIE &I|AF = A S S, F7HEQl AL 2QSHTH 2 6].

Source: Hartzema, A.G., Porta, M.S. and Tilson, H.H. Pharmacoepidemiology: An
Introduction. Harvey, Whitney Books. Cincinnati, Ohio, 1988.

Note! ME O 2 EQ3t1 ME2 (0] &stX| Z3H) Atzflofl cish = 2|0 = Ao f |gE = ol0]
Atll(ol: EQ(S0/4), ZE = WMEnt pAE oo|E)ofl chel o &stx] Ret ZAut £= A E

AZZUS ot ZHE o 4 QUck.

-

Signal detection | Z0f2|& & EFX] (ClomS Viii: Signal detection 2010 | Chinese)
Adopted by:

CIOMS IX: Risk minimisation 2014 | Japanese,

CIOMS XI: Patient involvement 2022

DE SYYUCERE £TE A2 HIOIHE AHESI MOj2|HEE Zn/E=
Altt:lol.u SH o|

Proposed by CIOMS Working Group VIIl.

Signal management | 02| E 22| (ClOMs Viit: Signal detection 2010 |

Chinese)

F71XQl HIL, O[AIAE = J|Et
2 LIEHL=X] 8 E Z2H-sH7| fot

U &, HofE[™E EX|, 2Mae 2™ S Yoty ZEHEICE

J-
0I)|
E
——
u

ot
)
o
<
m
w
oq

3

L
Q
o

-

o

(o]

=1

[=]

=]

N
o
[y
o
(o]
=
=}

o

"
L

Signal, verified | &
15y EE A3 a*%uﬂ@ %M@ T ZAHOl ASHTOIA X7 E
250l Ut & 1 9l SIS Sof ASE AT sl
SLEEEN

Modified from: Hauben M, Aronson J.K. Defining “signal” and its subtypes in
pharmacovigilance based on a systematic review of previous definitions. Drug Safety,
2009, 32:1-12.

Significance, Significant, Significantly | f2|d, f2|gt, F2l6t7| (cloms
VI: Clinical trial safety information 2005 | Chinese)

SoAZMO| BN HMS olu/g. 0l2{3 X E'HMNﬂﬂEﬁoéﬂﬂ

o= oT o
xto|7F M2X|(RoletX]) H2X|(RaSHA] 2X|) LIEI= && & (P22
YY), “Rolet”ol et SAX HAE2 %'?_’E.OE P=0.05(5%)OILt, P3k
L= “Rod70gt o &St A2 09| AX|Th UL O|HEE2 EEA| LMsH=

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition

NOILI3S AHOLONAOYLNI

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
[l

SANIJDJVA :SNOILLINI43A ANV SINY3L


https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

ZR7F Bor AYHO| Kol AMHoZ
SAXCRE Folgt ATt LIEILLX| ¢hE =+

Proposed by CIOMS Working Group VI.

307. Simes | AJH|Z (CIOMS Vi: Clinical trial safety information 2005 | Chinese)
EHZL| W™ (M7] L8 FxX)at RASHX|TH LS A™H0| 2 g,

Proposed by CIOMS Working Group VI.

NOILI3S AHOLONAOYLNI

308. Special populations | 4= ECh &3 Vulnerable populations (CIOMS XI: Patient
involvement 2022)
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Source: ICH harmonised tripartite guideline. Pharmacovigilance Planning. E2E. (PDF)

Special populations | £4=¢t B EICt A1 vulnerable (Clinical research in RLS
2021)
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S UMATO|N HEZ T2{sl{0} St= M2 ENE J17
HEHEE 1 ¥X). F 7tX| HF7t 32E £+ ULt

Proposed by the CIOMS Working Group on Clinical Research in RLS.

{& o= CIOMS A7 25 Bl A4 41004 g9l 7ks-gk Fal: ZH¢ 16}

309. Specificity | 50|k (cloms DILI 2020)

A& ET Foli7t s A2 LIEH AFS 5 482 J8{eh AFS2| HIE.
O|21gt HAtE LHHEZ FYEHLL OIS E&het 4 ULt

Source: JAMAevidence® Glossary. (Webpage, accessed 29 March 2020)
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://database.ich.org/sites/default/files/E2E_Guideline.pdf
https://doi.org/10.56759/cyqe7288
https://doi.org/10.56759/cyqe7288
https://doi.org/10.56759/ojsg8296
https://jamaevidence.mhmedical.com/glossary.aspx

310.

311.

312.

Sponsor | AFA|2 9| 2| X} (CIOMS XI: Patient involvement 2022)
o

AYAY = AT JHA|, B2 Q/EE XS ZES AKX = e, B4
7| EE ZE.

Modified from: CIOMS Working Group IX.
{ICH Guideline for Good Clinical Practice E6(R2): HZAFS} g2}

Sponsor | 2AFA|& O| 2| X} (CIOMS Vi: Clinical trial safety information 2005 |
Chinese)

Adopted by:

CIOMS VII: DSUR 2006,

CIOMS IX: Risk minimisation 2014 | Japanese,

CIOMS DILI 2020

UM JHA|, B2 B/EE X2 TS HAX|= QL 3|AL 7|3 & =X,
{CIOMS VI} Source: ICH Guideline: E6 Good Clinical Practice. In the EU: Identical to the above definition.
{CIOMS VIII} Source: ICH Guideline for Good Clinical Practice E6(R1).

{CIOMS IX} [Directive 2001/20/EC Art 2(e)]. Source: Eudralex Volume 9a (Sep 08), Glossary 1.3.

Spontaneous report | XA K 11 (CIOMS VIII: Signal detection 2010 | Chinese)
QM E It = AH|XIIE 171 Of Al o E S FO0ioh StXtof| A LMot 124

0| &te| o|¢lE| = A= 0| MBS S DAL AHIE = E= 7|EF 7|20l MESH=
KH&Ql o AtA S,

Modified from Pharmacovigilance Planning, ICH Harmonised Tripartite Guideline, E2E,
Current Step 4 version, dated 18 November 2004.

Stakeholder | O|SHEAFXL (ClOMS XI: Patient involvement 2022)

olofE T%7| Sotel iy, 7l U OB IS BEE Aol EE X7,
o7|oll= Ct20| ZEghE 4~ QUL

O|tE JHUXH(H|2f/2| 2 Ated U BHA|)

- 2HXL, 2HA Al S ERE S

- A7
-H9|27|s Mot 7|
- HEA}

- olopa 2}

Modified from: Innovative Medicines Initiative (IMI), Patients Active in Research
and Dialogues for and Improved Generation of Medicines (PARADIGM). D4.1
Recommendations on the required capabilities for patient engagement. 2018. (PDF)
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https://doi.org/10.56759/iiew8982
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://doi.org/10.56759/ojsg8296
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2001_20/dir_2001_20_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-9/pdf/vol9a_09-2008_en.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/iiew8982
https://imi-paradigm.eu/wp-content/uploads/2019/11/M17_D4.1-Recommendation-on-stakeholders-required-capabilities-for-PE-in-RD.pdf

313. Standard of care | & X| = % 1. Current Practice ¥ Normal Clinical Practice
(CIOMS XI: Patient involvement 2022)
S K| EE SO AEIE T X Fojol izt o 2Bl (S LTl X2
TICH L= ofld). 23 Q27| 2tol| A WSt XIEof| LIIUALE, Y= Sl/EE
o|ZET0| HOB WHUILL EE AT SOFHRII} YNTOR Seote HY
4 2lr
AT,

Proposed by CIOMS Working Group XI

NOILI3S AHOLONAOYLNI

Standard of care | & X| &=t (CIOMS IX: Risk minimisation 2014 | Japanese)
OItHB IV} M BsHe FIT W/EE= X2, Ol= S HO = QML= ZHE
7|gto = StH, FO{T oMol SAXel M eSS WHELL

Proposed by CIOMS Working Group IX.

314. Statistic of disproportionate reporting (SDR) | 2@ 11 S| (cloms
VIII: Signal detection 2010 | Chinese)

RH= 20 oo|E{t[o| A0 MEE EXA
22| BN gt AAH ™ E AAZL oA
O|oFZ 0l CHal 2 El FIMMQl AL Haot £EF
B E S| 2HIXtof| A LIt

Note! AHUA H11 C|O|E{H|O|A0A HIRE SFHED EA= A2t O A 2t Qlut2tAE
stalsty| 9lst utetd S A E £ e RE, SAXQI ASAH A EAN Hatdu=
THECH

Modified from: Guideline on the use of statistical signal detection methods in the
EudraVigilance data analysis system. London, Doc. Ref. EMEA/106464/ 2006 rev. 1.
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315. Structural alerts | F£Z=& Z 11 (CIOMS DILI 2020)
=
Cl

a
A SH ZH7t U= SteES AEsH| /i stgtEe +xX 0,
sretit3-g0l &2 BAt =2} = Q12 20 o3 W YetE Sl
steiurS 0| £2 XZOR B 4 Qi K70 53] 0|2 7|S0{0} BCh
0| A2 2AZ o= M| Oj2ie] S HEZ0| HIZFRISIX| f2 sS4z S LIEH
7t58E £0|7] fls = =[RULCE.

Source: Limban C, Nuta DC, Chirita C, Negres S, Arsene AL, Goumenou M, et a/. The use of
structural alerts to avoid the toxicity of pharmaceuticals. Toxicol Rep. 2018;5:943-53. (PMC
full text)

SANIJDJVA :SNOILLINI43A ANV SINY3L

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition 107



https://doi.org/10.56759/iiew8982
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://doi.org/10.56759/ojsg8296
https://pubmed.ncbi.nlm.nih.gov/30258789/
https://pubmed.ncbi.nlm.nih.gov/30258789/

316.

317.

318.

319.

Summary-level data | 224 [J|0]|E{ (ClOMS X: Meta-analysis 2016 | Japanese)

Th A LY AJRCHARE O E (0 XIEE L CHER) +F0A 2] 29 S (o]
Y, BEHA).
Proposed by CIOMS Working Group X.

Summary of product characteristics (SmPC) | HIEEM g 2F (cloms IX: Risk
minimisation 2014 | Japanese)

{Also known as SPC}

EU o&ZE &3 o171 oM HZF2l 2el=of 2 E HE. HSS et
BIHOZ AtESH= W0 CHet o[ M 27} thah FE Q| 7|Hio| Tt

Modified from: EU Guideline on good pharmacovigilance practices (GVP) — Annex | -
Definitions (28 April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex I (713 4)
EMA/876333/2011 (717 4, 20179 10€)ol] EgF=] A2}

{EU GVP Annex I (7% 4, 20174 10€), t}33} Zo] & ¥4 H: “Directive 2001/83/EC]
Article 11°)] 7]&¥ JHE k= W} 2y Fol AlEe] gold AFFE FAlehe §71AFe]
YRol]. o]= AIFE Hel a1 0 2 AESh= HHE ol gk o] oF 27} o HEo] 7|27}
Ho}. (AR E A= A FE A oF] mfet 2 EITHA Guideline on Summary of Product
Characteristics, Volume 2C of the Rules Governing Medicinal Products in the EU Rev 2).”}

Survival analysis | 2= &A1 (Cloms Vi: Clinical trial safety information 2005 |
Chinese)

Helle & K2 YA SolM B £= HIESH o[ AHLIHX[<|
7|1ZHMZ=7|2h 2 AHRSLI| o JHUE SAHEM J|H. o|AEtS EEH

U4l S BNEES!
MZZEM S CHE ROl AZATEX| 2| 7|Ztof| CHot Ao HE8E 4= QUCH L&
QEo| MEEM2 2022 X (Log Rank Test)1t 22 H|24H AX™S

AFBEIL, 1 Qo= Cox BHT 20| “BHRAEY 22 UD(47| LS 1)
we ZAHY 2T QCHAIS E Weibull(3t7] LHR &),

Proposed by CIOMS Working Group VI.

Surrogate endpoint | CH2| T 7}tH 2= (CIOMS ViI: Clinical trial safety information

2005 | Chinese)
ANHOR FR3 Zulol BT O|TE HIHHAK|T 1 AHZ YA
Q0|Mo|Lt 284, EE QOAO|LL YBiAe] HES ERSIX|E
MM EX|XL). 2| WotHa~= Ao, X2 X, HeMaletA £ 7|E} atetH
IS J|OR QAN ZIHE o)XY O ofAtE|H KW 2
BIIHSR AFSE 4 ULt
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https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

Combined from:

ICH Harmonised Tripartite Guideline - General considerations for clinical trials E8 (Jul
1997).

Biomarkers definitions working group. Biomarkers and surrogate endpoints: preferred
definitions and conceptual framework. Clinical Pharmacology & Therapeutics. 2001, 69: 89-95.

320. Survey | ZEA} (CIOMS IX: Risk minimisation 2014 | Japanese)

IR = QMBI 2 RE] QhHd HOt2|™HE, HI|E o[ Atz[of CHet X4,
(53l Migtel Tl AL E| AL o] Z7|Ar0] EX{St= ER) i7HAR o
ME MZE ALE, E= MEEQ L3 E= 2/20| RAIH ZR9 ALK 222
Horsto| flet YHE ST AAE[UCE M A= Moll= EE X AL SX 1t
A AEHOI| CHek XbM|H 20| Zot=[0fOf ShCt,

Modified from: FDA Guidance for Industry: Good Pharmacovigilance Practices and
Pharmacoepidemiologic Assessment. 2005, March.

NOILI3S AHOLONAOYLNI

321. Suspected unexpected serious adverse reactions (SUSAR) | 0| AtSHX]
St =CHSt 0| AFHEZ (cIOMS ViI: DSUR 2006)

—_

£ 570 cHst EU YA A|®H & X X(EU Clinical trial Directive Guidance):
HEh AAR A EHASH IMP(AIECHA IMP Bl CHESH) 9t HRE|HOH
AMSER| 23t SLHSE oA E| = O|AMEFZ(SUSAR)2 & A& Tsl{of stC”

[Note: IMP = L AAHE ofotE]

r= o

F

<

[e]

=2

Source: EU Directive 2001/20/EC on Clinical Trials (Article 17). Detailed guidance on the
collection, verification and presentation of adverse reports arising from clinical trials on
medicinal products for human use, April 2006. ENTR/CT 3 Revision 2.
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%117 Detailed guidance on the European Database of Suspected Unexpected Serious
Adverse Reactions(EudraVigilance - Clinical Trial Module. ENTR/CT 4. Revision 1).

Suspected unexpected serious adverse reaction (SUSAR) | 0f| &6}X]
25t ZCsh 0| AHHEZ (cloMS Vi: Clinical trial safety information 2005 | Chinese)

£H70f et EU YAA|EHE X E(EU Clinical trial Directive Guidance):
S QIAAHOA S IMP(AIECHA IMP Y CHEES )t HEE|RIOH
ASHX| 2ot St o ME[= O] M-S (SUSAR)2 25 A& ETISHOF BT

[Note: IMP = L& AIHE o24E]

= »
0>

€«

E

o

[e]

=2

Source: European Commission. Detailed guidance on the collection, verification and
presentation of adverse reaction reports arising from clinical trials on medicinal products
for human use, April 2004.

{Note: 7] A5 2 o] & /NHHAS}

SANIJDJVA :SNOILLINI43A ANV SINY3L

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition



https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

322. Systematic error | A|'S X} (CIOMS Vi: Clinical trial safety information 2005 |
Chinese)
PAH/LYLXH= OFL|LE 17 O] & A7 LHOflA St HEo = WMtz QL.
OlE S0 R B2 7|2t S M2 E H7dts 22 H718e U E ASHe =
A AHIFSHA| ECt

Proposed by CIOMS Working Group VI.

323. Systematic review | H|A|= 291 1E" (ClOMS XI: Patient involvement 2022)

NOILI3S AHOLONAOYLNI

EM A0 Bot7| o A X[™HE HAY 7|&E0| = ZE 2oty 24 8
AYE +T/EMSH= A2 SEE st= HAX Hot.

Modified from: Cochrane Training, Handbook, Chapter 1. (Webpage accessed 14 December
2021)

Systematic review | H|A|Z 291 1E (ClIOMS X: Meta-analysis 2016 | Japanese)

WP W20| T3t DR, 2 ATES A, HNo}D HIBEOR Wb
I Gl0lEIE 27 X 6P| T ARl WS A, THE
Aol AW BMSID Qofots O S WH(HEHZA)S A8 45 AT
AR k2 4 ULk

Source: Glossary of Terms in The Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)
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324. Target population | SHEE T (ClOMS IX: Risk minimisation 2014 | Japanese)

0| Glossaryolll Jojsts SEEEHS Qs 2ot TAlHHo| Cho] &l BRISE,
SI7HARS L S5 Y B7IME EE stein Holof w2t of oJofE oz KRS
2 Qi BIXIS| SIPIEE i 0j2t FRE 4 Y= BXE X,

—

Modified from: EU Guideline on good pharmacovigilance practices (GVP) Module V - Risk
management systems (28 April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex I (77 4)
EMA/876333/2011 (7} 4, 2017'd 109): ¥ ZAFS 83}

325. Targeted follow-up questionnaire | S FHE XAl MEX] (CIOMS IX: Risk
minimisation 2014 | Japanese)

S22 o &Ata|oll Choll 2 X2 REf E-e =t EE +HSt= Ol
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/iiew8982
https://training.cochrane.org/handbook/current/chapter-i
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
http://aaz.hr/resources/pages/57/7.%20Cochrane%20glossary.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://cioms.ch/publications/product/practical-approaches-to-risk-minimisation-for-medicinal-products-report-of-cioms-working-group-ix/
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf

326.

327.

328.

329.

Al._g_Ell— M Dxl 0||:||-I-I Ok:’?l-AlOl 0|_<2|-0||:|..

— =2

Proposed by CIOMS Working Group IX.

Targeted medical event (TME) | S H 2|t ALZ (cloms viii: Signal
detection 2010 | Chinese)

EF o|%F0i| cHet SEEACH o] AR

[ L |

Modified from: Guideline on the use of statistical signal detection methods in the
EudraVigilance data analysis system. London, Doc. Ref. EMEA/106464/ 2006 rev. 1 (PDF)

Telemedicine | $1Z Q| & (CIOMS XI Patient involvement 2022)

AMH XA A XS HRZE o= 2|2 MH|A MSAIRt LHE o2 MH|A HSA
2t QMAE(RISAL 2t A T) E= A BEMH|AE LR R ote QEALEXIS}
O|AUMETt 7| QAMAS (D H-HSA A R)S Sl dZHOZE 9|&F MH|AE
H3sh= A.

Modified from: WHO guideline: recommendations on digital interventions for health
system strengthening. Geneva, Switzerland: World Health Organization, 2019. (PDF)

(£ ol CIOMS A7 I B Al 5.3.1, ZHF io)lA] gl 7Fs8h}

Trial | 2AAFA]E (CIOMS X: Meta-analysis 2016 | Japanese)

27}X| O] At %xH(—y SlLt= A=A EE= “EM X|§”0| A oIO)E
ARO[ A| FEH9| 2 B SH Hlwdh= Alel. CHREE2] AlEM = 2f 7Helo|
170 M7t tiEEILE, 2= S8 ZTHol: 7H)ofl S 7t e = AL 2t 7Hel
LHOIM CHE =M = MM R IEE SR HEE 7| = Bt

Proposed by CIOMS Working Group X.

Tumour-agnostic therapy | FESE&F X|=X| (cloms DILI 2020)

ofo| 23§ L= ofo| A|ZF E2|0f| ZHA|Si0| 2o %I1x-|/l=lx|.x-l Exlg y|dioz
o= = J|EF SRS MB350 A2 XIEshe XIENQ 2B, dB=E KIEN:=
E0| EMO| £l= RTA SOHO|(H}) = MHMEXXIL e ZE & RS
SUS AS S ARSI K| 28H= LE 9| EHX|ZH|O|C. Tissue-agnostic
therapy2ti1 & i}

Source: United States National Cancer Institute (NCI). NCI Dictionary of cancer terms.
(Webpage accessed March 2020)
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https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/practical-aspects-of-signal-detection-in-pharmacovigilance-report-of-cioms-working-group-viii/
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-use-statistical-signal-detection-methods-eudravigilance-data-analysis-system_en.pdf
https://doi.org/10.56759/iiew8982
https://apps.who.int/iris/bitstream/handle/10665/311941/9789241550505-eng.pdf?sequence=31&isAllowed=y
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://doi.org/10.56759/ojsg8296
https://www.cancer.gov/publications/dictionaries/cancer-terms/def/796871

330. Type |l and Type Il errors | H|1Z 5! H|2Z L5 (CIOMS VI: Clinical trial safety
information 2005 | Chinese)

SAN ™M M1Z 2F = I (false positive) O|H, H2T 2LF &
AUHOER LT H2 40| Ar%% ORI LASHE 9124 (false
negative)O|CH&7| LI X Z).

Proposed by CIOMS Working Group VI.

331. Unmet medical need | O|ZZ 2|&4=2 (CIOMS XI: Patient involvement 2022)
ofj, X|= = ZITH| oIXl ettt WAoo 2= MASHA SHZE X @f= HE.
Modified from: U.S. Food and Drug Administration. Guidance for Industry Expedited
Programs for Serious Conditions — Drugs and Biologics. May 2014. (PDF)

V-W-Y

332. Validation | B#2||0|M (c10MS DILI 2020)
AL B EE 7|70 450| o= E SXof| 25HX| &elshs T2 AM|A,
Source: FDA-NIH Biomarker Working Group. BEST (Biomarkers, EndpointS, and other Tools
Resource (Internet). Silver Spring (MD): U.S. Food and Drug Administration; 2016-20.
Copublished by U.S. National Institutes of Health, Bethesda (MD). Published on January
28, 2016, last update: 2 May 2018. (Webpage)

333. Vulnerable populations | F2Fgt 2tAN| = Tk (cloms Xi: Patient

involvement 2022)

xpAlo] ojolg ATHHOR E MOYHOE Has 520 gl AR 0l JHelo]
xpAle] ojolg BBot ol BR AN 5, B, XY, 8 £ J|EF 540 o]
ATHE i HONE 240 QU2 T WS 4 Ik 0|20l 250] 41 Yk
AL (UAF EE HPHOI) BAM SMOZ QIgf Efolo] 25| of2lof Fo|Lt
NNES 718017] ofzt2 MY 4= QUCt,

Modified from: Guideline 15. In: CIOMS. International Ethical Guidelines for Health-related
Research Involving Humans. 2016. (PDF)

Vulnerable | F2Fst 2t 0| 2!+= (Clinical research in RLS 2021)
HF0M ST HRE HAHLE 7
L ol =Moo R “E4dt BE
20| 2ArHA 0] A “éE n2{sijo

FE{ol IS g T ol e
KT 0|aHs 80{E A0k, Q4 ol naxtet
|: °|.l— )LHE| ~ EA % 7|.x| xltf% A'I%:I

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition

NOILI3S AHOLONAOYLNI

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
=

SANIJDJVA :SNOILLINI43A ANV SINY3L


https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/iiew8982
https://www.fda.gov/files/drugs/published/Expedited-Programs-for-Serious-Conditions-Drugs-and-Biologics.pdf
https://doi.org/10.56759/ojsg8296
https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://doi.org/10.56759/cyqe7288

AFBEICHEE 1 #1). 0] £ ¥FE S22 4 UL,

Proposed by the CIOMS Working Group on Clinical Research in RLS.
2 )= CIOMS A7 15 B4 A4 4.1004 2l 7ksel. Far: 215 16}

334. Weibull distribution | H|O]& £ I (CIOMS VI: Clinical trial safety information
2005 | Chinese)

24 MES M HAE oole BX,

NOILI3S AHOLONAOYLNI

Proposed by CIOMS Working Group VI.

335. Weight | 7}=X| (ClOMS X: Meta-analysis 2016 | Japanese)

2|z atof ohiet HE A F=EX[2| 7tS K= AFE FEX|7L WA ME|20tE
*"*ﬁh HI 7I0=I*f= HoiEel oot DYt ZHO| IHEX|= FF A L
to] H2, oz u BRNM = A W 2itap S 2E 24 =
o _'Eﬂ—f HE AT FEK|Q 7tEK2t n¥et E= Ztof|
22 HROHK| Tt 7kS Ko M2 THE JejAletel ES ct.

[ -

|IoI» oy

tol
1

o
Nt fot

—_—

A
o= R
L)
A
o

so N2 7

k=1
=

Proposed by CIOMS Working Group X.

336. Yate’s correction | OFE E 7 (CIOMS ViI: Clinical trial safety information 2005 |
Chinese)

FtolMlE BEE 8 mf 2 x 2 2 HO| HIo|Hof| HEE[= B, J2Lt £|Al
ARE 2ZEL 0o M= LEHOZ Fishero| HatHFo| M= Lt

—
m
X
=
(%]
>
2
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P
>
=

Proposed by CIOMS Working Group V
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https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://doi.org/10.56759/lela7055
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/

TERMS AND DEFINITIONS — VACCINES

A-B-C-D

14

Absolute risk | LS| & E (CIOMS Vaccine safety surveillance 2017)
XIZE AZi0] SH RYEHIA LA BB, Arie] MriE et (RN,

Source: http://medical-dictionary.thefreedictionary.com/absolute+risk, accessed 5 May
2021

— Absolute risk (TERMS AND DEFINITIONS — GENERAL)

Active vaccine safety surveillance | SSX Al ZHA| (CIOMS Vaccine safety
surveillance 2017)

X&H /M AR E ZEMNAS S FO{T ZHTHOM HAUFE =
O A AHH|(AEFI) S| =5 Ths%t 3t 2t &olsta = HO|E 7T AlAR.

Proposed by CIOMS Working Group on Vaccine Safety.

— Active surveillance (TERMS AND DEFINITIONS — GENERAL)

Adverse event following immunization (AEFI) ' | BHAl MZE $9|
O| AFAL2]| (CIOMS/WHO Vaccine PV terms 2012)

Adopted by CIOMS Vaccine safety surveillance 2017

M HE = LHSHH A AL F BIEA] QA 2HAI7 = A2 O 2E

HEEtRISHR| 042 QIShA At O|&Ate]= R EHO[AHL 2 E5HX| 42 H =,
A

HIZASQ MBS AN AT, B4 EE Y 4 QUrt,

k=]
—_
.
[=)

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
[CIOMS/WHO 2012 &2 T8 214 ZtF 1] 2 Holof| AL2El “4 Al HZF(Immunization)”2
JHole] HAS FHMOR MAlS AMgsh= S 20|stet. “AHg 0= WA XF0| MZE/EE Ta it
S UMstE BE 0Hd, T HAo FHF, MY 3 Rt ZEEICH

{&31_Adverse event following Immunization (AEFT)2] Q1% % 2]: Vaccine product-related
reaction; Vaccine quality defect-related reaction, Immunization error-related reaction,
Immunization anxiety-related reaction ¥ Coincidental event.}

— Adverse event (TERMS AND DEFINITIONS — GENERAL)

CIOMS CUMULATIVE GLOSSARY, with a focus on PHARMACOVIGILANCE. Version 2.1 Korean edition

NOILI3S AHOLONAOYLNI

—
m
X
=
(%]
>
2
O
o
m
an
=
=
o
2
&
(2]
m
2
m
P
>
=

SANIJDJVA :SNOILLINI43A ANV SINY3L


https://doi.org/10.56759/hnuw8440
http://medical.dictionary.thefreedictionary.com/absolute+risk
https://doi.org/10.56759/hnuw8440
https://doi.org/10.56759/hnuw8440
https://doi.org/10.56759/hnuw8440
https://doi.org/10.56759/hnuw8440

4. Aggregate data | ZIEHXIE (CIOMS Vaccine safety surveillance 2017)

SHOIM Hetxtzet o2 ZEX[0| M ZetE ClO|E S LIEHCE HIO|E{7F EAI=H
LS| BEX|= O|2{et BEX|E J[HIQR = QOFSAHZOZ CHA|EIC

— —=

Source: Aggregation and Restructuring of data (chapter 5.6 from the book “R in Action”,
Manning Publications)

5. Background rates | H{ZA A4S (CIOMS Vaccine safety surveillance 2017)
= giM0| gi2 m X|GAL2|of| M TS Ao = of| &E|= At Holol| Bt= BE
At 2 Qloh Al|(L /2 n/EH) H|E.

Source: Guide to the WHO information sheets on observed rates of vaccine reactions.
Geneva: World Health Organization;12 April 2012. (PDF) -

NOILI3S AHOLONAOYLNI

6.  Clinical vaccine failure | A% 4HA ATl (CIOMS/WHO Vaccine PV terms 2012)
{&31: Immunological vaccine fa11ure}

S
re

Confirmed clinical vaccine failure | QA& BHA] Almf

re o

ZHE7| ol o2t R ZE O 2 018k H{ A S EX| 9 EAMM QI
HES D ATSHA| 01|“”é1 S U2 Ao oz
HHA] O
oL

of
o=

A
—
o

Ral
$0 Kl
=
=

2 oz
0 1
mo X 4> mio
or

0 rir

2 I g
Jz oA
!

am
e}
Al
o
Hu

oo
0z
ol

Jet

0.

o |
o/ X
C |-

oy
40
Jt
ro
rn
>
Jin
=2
=2
rot

) 0:IIA|( A WAl Mot AK|): 604 EHXETL 2374 HE AR CHE R WAlS
S. pneumoniae Type 19F MlZ4 HH ZItts @I4Ch= 21, 0| A Xt
S Alof et HARLS S AZHO{OF Sh Al7|ofl Holl ZRICt =3t HET T
SAof| M £z0|7] 2o 9| =2 Wo{Z{0| o &E 4= A= A7]0f Of
o Of|A[(UAFE ufAl AMmfet 2UX|): 2|20, 1 Y 670 YHOZ BY 7t MAS MEH 234 Bt
2. 8= OpX| 9 £ 23 20| ZEat YHo| LMMOM SHBc-IgM* X HBsAg* 24l 2402
Sol=|Qlrt. 0| 22 X7t MESHH WES HAKXIT BE 7+ dto|2{ A0 chst = =2 2 FHE7|(2-
67HE)E 7|1ZCE BE WAFEO0| 2AMs| BLY| Hof| LMHS Zio|ch (& £ ZF o Ho|
o

Yo|Ho| MG 2 SEX| RUAS A2 O HE[7| Z0f 0= WA MIYZ ZERE|X] Ob=Ct

-

TVH3INID :SNOILINIJIA ANV SWYH3L

Ju
2
5
mjo
1
$0
n

*fantiHBc: Hepatitis B core antibody; IgM: Immunoglobulin M; HBsAG: Hepatitis B surface
antigen}

Suspected clinical vaccine failure | QAFE BHAI Al of Al
Al AT o] A2 ST HHE U EEE we

HOolE[Lt, o HEO| Moo= oY 7St £ 2E O; 2+0|EIII:
Z<O0|CHo||: XSt oA HEB S 22 AFZI0|A

= =
Hed HeTas 3E). o) BOIE s Il 3 QL EEOS o

—
m
=
=
w
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https://doi.org/10.56759/hnuw8440
https://doi.org/10.56759/hnuw8440
https://cdn.who.int/media/docs/default-source/pvg/global-vaccine-safety/guide-vaccine-rates-information-sheet.pdf?sfvrsn=c0c7422a_10&download=true
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/

STHX|Q S4H! X|HS 12{3l{0F Strt.

& WA AT o AT Ul): 241 0L 3 2, 4,6 YW 127420l BY S|DWRA QBRI
Wl ¥ HEYCE 5 H.influenzae2 FEZ0| SRS ot KM 0] chet B
SUTE O] Z AP AHSID MHSHH HES WYOM, =B F=y| U v
H0{240] O 45| Alofl HAIRHO{OF BtCh. J2iLt O] 0| BE H. influenzaed] o/
HIAIOZ Ot 4 UASK|O AL BEFOIX| BCh.

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

7.  Coincidental event | X A}Zd (CIOMS/WHO Vaccine PV terms 2012)

NOILI3S AHOLONAOYLNI

{Adverse event following immunization (AEFI)2] 91o1®¥ o] & 3}, U] 7=
o}-53} 25 Vaccine product-related reaction; Vaccine quality defect-related reaction,
Immunization error-related reaction ¥ Immunization anxiety-related reaction.} -

WA HE, LTS LT L= LTS 20| ofl THE Qolo= Qls| it
i MTE 9| O| &AL (AEFI).

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

8.  Common technical document | ZH|ZE7|= =AM (CIOMS Vaccine safety
surveillance 2017)

M SE7|E2XM(CTD)E SHAZE A= 2(ICH) 2| 370 X FHIE =0
olHES SESH| flot MHE MFo A RHCE, A0 MES AMefo
ot AMEM 22 s FHMoE 2ol El A Alo|Ct.

Combined and modified from ICH, Wikipedia, and FDA definitions.

{&Fa1: ICH M4 Step 4 Guideline of 15 June 2016 and the U.S. FDA Guidance for
Industry M4 Organization of the Common Technical Document for the Registration of
Pharmaceuticals for Human Use, October 2017.}

TVH3INID :SNOILINIJIA ANV SWYH3L

9.  Immunization and vaccination | Q|4 ZE 51 B AT ZE (CIOMS/WHO Vaccine
PV terms 2012)
Adopted by CIOMS Vaccine safety communication 2018

of HIMOA ALRE “OlH B (immunizatin)” Jolg Hoiste 2xoz
WAS NGBt H*2 O|T[BIC UHHOR (1) 55 Y 45 HAS Earote
“OMHE 2 “UNTE HCH O LIS S0{o|n (2) HILTES YUs| Lote
BIo{urS 2 o|0|BiCt. oY HS 2otel £ SHT ORAIZIXIZ #H) EIA0IA
“OYHZ” U “WUNHE 0|2k 8O YUHOZ 22 0|02 AGEIC
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https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://doi.org/10.56759/hnuw8440
https://doi.org/10.56759/hnuw8440
https://database.ich.org/sites/default/files/M4_R4__Guideline.pdf
https://www.fda.gov/files/drugs/published/M4-Organization-of-the-Common-Technical-Document-for-the-Registration-of-Pharmaceuticals-for-Human-Use-Guidance-for-Industry.pdf
https://www.fda.gov/files/drugs/published/M4-Organization-of-the-Common-Technical-Document-for-the-Registration-of-Pharmaceuticals-for-Human-Use-Guidance-for-Industry.pdf
https://www.fda.gov/files/drugs/published/M4-Organization-of-the-Common-Technical-Document-for-the-Registration-of-Pharmaceuticals-for-Human-Use-Guidance-for-Industry.pdf
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://doi.org/10.56759/zphi4166

10.

11.

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
{Clarifications in the 2012 report:}

[2012 E1A]

AT 2 WA HZ0| ME/EHY HES Mt 2 WMsh= IF T2HA, = A F g, M A
F0{E ZEtstct.

UMM E Ot 2017t QAKO|AHL UHHOZ AR E|E HOR ZFE|E H 7HK EX 277t
SX=ACHO: “HE T2 W, “CHE WA FE Hm|Ql”

il

rot

Immunization anxiety-related reaction | 0|2t 22 EQt HH2 (cloms
XI: Patient involvement 2022) £t11: Immunization stress-related response (ISRR)

- Ho (=
QFItOfL|2t MEELA} W AEY AL 2AE O
Crefot S 8 d=. of2fst Hh30= DI 41E o7y gt

AER| At HAF YA Bt L= Foiot et 4 ATk

[

A KPR A FE TR0, WA EEO| e Ei olHE TR0l
L

Modified from: WHO Vaccine safety basics e-learning course, Module 3: Adverse events
following immunization. (Webpage accessed 29 January 2022)

{2 Y3+ 20229 7€ 29Y 7|F tjo]4t F&5HA] &S oAl @3 WHO Vaccine Safety Basics
learning manual (PDF)}

d]

Immunization anxiety-related reaction | 0|28 Z= 2tz E9tF HE2 (cloms/

WHO Vaccine PV terms 2012)

I

{Adverse event following immunization (AEFI)2] @9I¥ o] F 3}t U] H7i=
Cl-S3F 2+ Vaccine product-related reaction; Vaccine quality defect-related reaction,
Immunization error-related reaction & Coincidental event.}

Ol Z ol chgt S QO Qlgl| Wilst= WAl ME =] 2EHE(AEFI).

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

{20214 6% CIOMS cumulative glossary team Note: 2 Mol A% HZ (evolving) =1 US.
X WHO ZHEofl cigt 29k2 McMurtry CM. Managing immunization stress-related response:
A contributor to sustaining trust in vaccines. Can Commun Dis Rep. 2020 Jun 4;46(6):210-
218. (PMC T 2) oflM =2l 7Hs 8t}

Immunization error-related reaction | ™S 70| 2|st HEZ (cloms/
WHO Vaccine PV terms 2012)

{Adverse event following immunization (AEFI)2] 91918 o] & it L 2] 7=
o33 25 Vaccine product-related reaction; Vaccine quality defect-related reaction,
Immunization error-related reaction ¥ Coincidental event.}

MM WAl X2 et Es B2 QI8 WSO R T EMA of|gto| JHs St
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https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/iiew8982
https://vaccine-safety-training.org/immunization-anxiety-related-reactions.html
https://apps.who.int/iris/bitstream/handle/10665/340576/WHO-HIS-2013.06-eng.pdf
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7343055/
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/

12.

13.

14.

118

0|

WA E = O AA|(AEFI).

[CIOMS/WHO A1 15 1A 247 2] “SXTer S ey 27| s M7 AT AYo| et s
HHAM 57152 HYE= % 0l2A9 AB(HT, MY L £ i

o

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

Immunization stress-related response (ISRR) | S| HSZ AEH A A
E'_l‘% (CIOMS Glossary Advisory Board, April 2023)

HAHE H0| HELAO e £SO Qlef WASHE Creret F4t
ORfEt U2 WAl HE, WAl ERo| F3t ELE GYHE TR0
20| gl= A2 7tk B EK 0 Ciet AERA HIEO

Proposed by the CIOMS Glossary Advisory Board. Modified from: WHO. Immunization
stress-related response: a manual for program managers and health professionals to

prevent, identify and respond to stress-related responses following immunization. Geneva:

World Health Organization; 2019. Licence: CC BY-NC-SA 3.0 IGO. (PDF English, Japanese)

Immunological vaccine failure | HHESHA B Al AN (ClOMS/WHO Vaccine PV
terms 2012)

{&11: Clinical vaccine failure}

Confirmed immunological vaccine failure | H x| Al Alnf =}0l
QA HHAL ATY 2ol HHAICZ ofet 4 Qs AEO| UMT AL HIEA]
HEE|X|= b= HASHH WAl MIio| 7Hs 40| ULt HASHA Mif= Mt
HEHSHA A S BT = 2o] HYEE3 2| HOolEl BX|XIE WK Zot=
SHAESAte AnfE ™| EICE o] Moo M= 2rojol| CHEE JofEl AretatA| =
HEX|XI7F L0{0F SHH, WA E X7} o HE 2tE = MHst A2t ZHHo=

HALE 2HOLOF otCf.

—

—_
o Of|A[(HESHA wiAl MIlot AX|): 32M|9] o 9|8 BAIRH= 0,1 X 671 YNOE BH 7te] widlg

M EHBERAD, Ml I HE 63 =0l 2142 HHof it o HBs &H| ZAF 23k <10 U/L 2{0l
LIEFRCE O] ol = SAMAHE BY 2tg &2 HASHY M= ZHREIC

o

Suspected immunological vaccine failure | HESHA dHAl Almf oM

o OfjA|(HHEH Al Mjop 2 UK]): <10 U/I12] B2 Ml i HE
A= A2 HeAstuE flot SUTH . SH HA AlZH ZHHO

T ALL} 0| = =Rl K| FACE.

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

Knowledge gap | X|21ZX} (ClOMS Vaccine safety surveillance 2017)
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https://apps.who.int/iris/bitstream/handle/10665/330277/9789241515948-eng.pdf?sequence=1&isAllowed=y
https://apps.who.int/iris/bitstream/handle/10665/330277/9789241515948-jpn.pdf?sequence=5&isAllowed=y
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://doi.org/10.56759/hnuw8440

2, ME22 oty 2|, oL E T2 E49| Hal 52| M2tof| A
HEIL HREAHU, SSHAHAZ EXES 2710 A 4 tof| CH3l 0|8
HIt UL A H2E &~ §lS S 20IBtct o2t HE RE2 F2

X gt AR AKX E= A2 SYSH

.
o

0N N E
rE or AN r>

Proposed by the CIOMS Working Group on Vaccine Safety.

NOILI3S AHOLONAOYLNI

15. Medicine or vaccine use within label | 3{7tA}E L Q|FE [HHAI A}
£9/0{: On-label use (CIOMS XI: Patient involvement 2022)

NS 7 ZA0f| HE 2lkF 2| ALE.

Proposed by CIOMS Working Group XI.

{o] H o= B -go]x] 9] General sectionol = Zg+= o] 9IS}

— S9|(q #t10: Off-label use (TERMS AND DEFINITIONS — GENERAL)

&)
-
=
-

16. Passive vaccine safety surveillance | 5% Al ok M ZEA] (cloms
Vaccine safety surveillance 2017)

HAHE = O|AAL|(AEFI)O] CHet OB MH|A HMSKL HR S 2txpot =7t
AAIAA O et 2t 77| FXtof| what At aotet, H i E 0

AEFI ZAIE Yot A 7|22 M EIC

Modified for this context from: WHO Global manual on surveillance of adverse events
following immunization, 2014. (PDF)

—s Passive surveillance (TERMS AND DEFINITIONS — GENERAL)

17. Serious adverse event following immunization (AEFI) | HAIME 5
=LHSE O] AFAL| (CIOMS Vaccine safety surveillance 2017)

MYE ZeH{HAHL, EES AYSHALL, Y = 7|E Y9 HT0| HRBHLL
X&H £ BT E7/7ISHMsE E= MM 7[d/0|4 S xeicts HUHE =
O| & AIZI(AEFI). 212 21t & SHLIE WX|SH7| Ik SxH7H 2ash oJ5Hx] ALA
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https://doi.org/10.56759/iiew8982
https://doi.org/10.56759/hnuw8440
https://doi.org/10.56759/hnuw8440
https://www.who.int/vaccine_safety/publications/Global_Manual_on_Surveillance_of_AEFI.pdf
https://doi.org/10.56759/hnuw8440

18.

oA FCfSt RO 7T 4 Lt

Source: WHO Global manual on surveillance of adverse events following immunization,
2014. (PDF)

— Serious adverse event (TERMS AND DEFINITIONS — GENERAL)

Serious adverse event | SLHSE O] AFALR| (ClIOMS/WHO Vaccine PV terms 2012)

O] 7HEL ICH E2A %! E2D 7t0|=2tl10f| HMo|=|0f QICt. [&t=E 24, 25] LML
SIXH/ARA Aot B =X 7|12 7|HIC R St AN o| R E Ho|irt.
OlYTZ = O|AAL|(AEFI) = AHYE XelistALt, HHE 2[Hst7qLE, L
EE7|E Y 7|2t AFO| MREtAL X|&H £ ST 271/7|SH5HE
EestALE, MEE 7|/l M0l AR Briet Q= ZHFEICH ICH E2A %

E2D 7I0|E2tQI2 Eot 2HAHE @Hof| HHEE R o~ UL 9[9| Hut F SILIE
XIS 2l 7 22Y = U= 7|EF SRt otH Arzint 2+2 J|Et

MELE o|5HH /SN mthg M3t 0|F SCet 2SR ZH3E|ofof St
At QUCH o|2{et “7|Et ME”2 s Mo ofX|7t Qo B AOCH CHE £
UL ‘Brligh(serious) 'zt ‘ES(severe)' 2 TF =&3%t=0l, 22 &MZ CIE
8o{oll Folsiof oiCt ZF2 EH AtZie| ZEE MBSt o A8 =HI(E S,
FSE EE T3) M AN E MO Z 9|y SR 40| &S 4 ULt SCHAo|
CHE 7|2 Current Challenges in Pharmacovigilanced!| CHet CIOMS V 21 A 0| A
=9=|RUCL 7|Ee ME2 EF 2tH0|M| siA 5 o| 2 Moy w2} Cr2Ct oS
=01, H o] chet F™o| 47| L2822, M2 CHE 24 5l HI0|EH|0| A0 =
HE SChet AbA 3 SCHSHR| 942 Atzde| HIZ0H| XH0[7t JUS 4= UCL.
[CIOMS/WHO #8 O& B 1A &= 24:] Clinical safety data management: definitions and
standards for expedited reporting. E2A. ICH, 1994. (PDF)

[2 21 &DEH 25] Post-approval safety data management: definitions and standards
for expedited reporting. E2D. ICH, 2003. (PDF)

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance

— = - =2 —
Yo MZR EHES YA SHs, StLt ol & T (2HE U A ool
Lt ¥
A0r2|HE HE| M Ml ofFF o] Xjo|F ol CHall 1afsior & AFE: 2007 102 2/2/0i|A of /1
JE2 CIOMS A2 O F VIIoAM Hot2[FE HEo Cis =3 Sl ZHdol| F=ota, Wil S ZHAS
QI3 “Mojz|FE"e| Hr Fo|E eret LTt girtn AFFLCE 262, 47 21F2 #M Moj2|FE
ZE0] et =2 2] AFEE CIOMS VIl 210 M0f| ZSSIEE FH|Y AS QEJUC Wil Moj2|-HE
HES gIst 12 ArEol| chst A2 30| |5 E1AE 2008 40| S01E{on Ao2|HE
Y=o 2t CIOMS A8 2F Vil EDM(1)0] RE0R ZotE| =8 HEEQUCH o Atetofl chst
W Ate| HE ArE2 2 EIA0f IEEACHMM 3.4 &X). E6t CIOMS A2 JE VISl Mojz|¥e
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https://www.who.int/vaccine_safety/publications/Global_Manual_on_Surveillance_of_AEFI.pdf
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://cioms.ch/publications/product/current-challenges-in-pharmacovigilance-pragmatic-approaches-report-of-cioms-working-group-5/
https://database.ich.org/sites/default/files/E2A_Guideline.pdf
https://database.ich.org/sites/default/files/E2D_Guideline.pdf
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/

19.

20.

Hol7h 2 B Aol MHEEIACHBOIT 3 AN 3.4 &),

Adopted from: CIOMS Working Group VIl on Signal Detection.

—> Signal (TERMS AND DEFINITIONS — GENERAL)

Y

Significant knowledge gap | 2F2Hot X| A A X} (CloMS Vaccine safety surveillance

2017)

X AZAP} O TES e ARt 0] OFHO| AR 82 0]3 HER WAlo)
Qold-olsy mRurelo] 2HEl YBS 0/ JH5No| Yk B2 ol A
I.

X| M AXH(SKG)2ta 2het =~ QUCt.

Proposed by: CIOMS Working Group on Vaccine Safety.

{z31: Knowledge gap}

Surveillance | ZtA] (CIOMS Vaccine safety surveillance 2017)

olzo| LS Hosty| et QARE U TXIS TS| 517] Sleh 241 o
BT 5] = X255 0] 2 HAE el HlojE 27,

Source: WHO Global manual on surveillance of adverse events following immunization,
2014. (PDF)

21.

Vaccine approval, authorization or licensure | 84l 57} (cloms/wHo
Vaccine PV terms 2012)
Adopted by CIOMS Vaccine safety communication 2018

o] Mo WAl(Y oekE) 7A| MEto| M “approval(sizh)”,
“authorization(817})” & “licensure(817})"2t= 0= HE 3 HEQ| RolM-
Qloild z=oto] SEHQI o2 WHTOMH AT A AFE0| S2IE[UCH=
THE =S Mo ofnlstet. YHME ldh R2|= 0l2{T RHIEA = MAS
CtE = 802 “licensure”E MEHSHICE “marketing(AlH)”(E= “post-
marketing[A|Zt £]” 5)2 YHtM O 2 M| XYM 7t HiAIS THOfsH |2 AES =
HHAS RS THAIE MYste o AL EICH MZYHHM= FHY=20IA 317tE
HiCEtE MES TofsHX| 7|2 ZEY £ ULt “marketing”2 2[0|7t
CHEX|2H UM S 2lsto] 2 20 Meto| 24 “pre-licensure(s{7t H)” &
“post-licensure(s17} F)72ts 8012 *MESIH] ®MES|7t O|FE ME Tt =
SIACHZE, “post-licensure”dl= sie 8017t ALE|= EX M0 MEE=
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https://doi.org/10.56759/hnuw8440
https://doi.org/10.56759/hnuw8440
https://doi.org/10.56759/hnuw8440
https://www.who.int/vaccine_safety/publications/Global_Manual_on_Surveillance_of_AEFI.pdf
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://doi.org/10.56759/zphi4166

22.

AT = TEfAbeto] ZEHE).
Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

Vaccination failure | Of|2& = Al (ClOMS/WHO Vaccine PV terms 2012)

{ZF31: Vaccine failure}

=
=]
-

Ja}

O T A= R gofof cHet A2EA| = 2| EXIXF7L Exsts QA
YA = HAEN 7|22 7|HO 2 HolE 4 QICH22, 23] At Ami(ol:
NS £ = WHUWO BE)= o[kt Ml (M| ZfA)2F FEE|0{0F SICE. o U™ E
A 1) A AMnf(vaccine failure) EE= 2) o2& E 9] Alnf(failure to vaccinate),
% 0 O|R2E X|A|E! WAO] MESHA| EO{E|X| AUT| HEY 2 ACHIR 1).

38 1: Vaccination failure algorithm

Suspected Vaccination Failure

Failure to vaccinate?

Administration Compliance or usage
] .

error related issue?

Incomplete Yes

immunization

series Suboptimal
recommendation

Storage . i

relategcl Immunization L rega;dlng .

program-related issue? number or time

of immunizations

Vaccine or booster

beyond expiry recommendation

Vaccine failure?

‘ Confirmatory test Suspected vaccine
done? failure

nfirm j i
Col f eq @ No vaccine failure
vaccine failure

[2 231 &= 22:] Andrews N, Borrow R, Miller E. Validation of serological correlate
of protection for meningococcal C conjugate vaccine by using efficacy estimates from
postlicensure surveillance in England. Clin Diagn Lab Immunol, 2003, 10(5):780-786.
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https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/

[2 21 &= 23:] Cherry JD etal. A search for serologic correlates of immunity to
Bordetella pertussis cough illnesses. Vaccine, 1998, 16:1901-1906.

u Al FZ Amfo] f1o1e Chostn CheS Tfetx|gt ofof Fpte|xl ehech.
A_SN ATH. (1) SN HER BRA(SE BR): (a) BAZY; (b) U w3 Nl Ay BA Ha W sk | 5
(c) 2EEe e HIA|H o] ¥S; (d) CHE ZPAOR oIt ZH; (o) B Xk (f) Bl2Ix 212 ae; | =
(g) BHoiBrA Zh; (h) ZH=7] S0t wal wi FZo| ofsh o] B welko o2t 7|= 2 3 () S
BoiofN| 2. (2) Al B (a) MNS EEE S2l0] thefl 100% 2IFOIX Sick (b) WMoz o | §
JHset Ee SUsts WE, YHY, SARHY, 8l W0l £E £ SAUolKol Skt HaYs); S
(0) 82l 7Hd L W SOIE MNIO| F J|E WAl-uAl SRS (d) HIZ 2 o
B._OIEZ 0| MIf: (3) A8 2H: (a) F0f 2F; (b) BHE SAE WA HXS Tarcto B q
WA 0| 914 () KA B (d) AHS Al B3 71700] Xk AL (4) HE Z20Y B 22X (a) g
HIA|R 3 AR (b) WAl 23

{871 Ao} BojlA] Y5 Al RARFT} o A7} ek QS }
Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

23.  Vaccine failure | B2l AT} (CIOMS/WHO Vaccine PV terms 2012)
Ztzto| E Hidlofl= EM ol SHII JUCH II7ME Es TR HEE EF
O|=of 2t AFZEICE. M2tA S5 W0 M8 4 Q= WAl Ao A& 2l
Ho|7 HRdtot, 2Lt WAl Mool AHX Ol Ho|7t HotE 4~ UM, WAl AMmf
2ol 2 uHAl Muf o Mt 1 HE|0{Of SHCE.

nE

{#F31: Clinical vaccine failure ¥ Immunological vaccine failure}

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

24. Vaccine hesitancy | &l Z2X{ (CIOMS XI: Patient involvement 2022)

TVH3INID :SNOILINIJIA ANV SWYH3L

WS MH|AE 0|8 + US| = =75t HUHYSO| =82 A5

=2 =H3
HUHSS Hee

Modified from: MacDonald NE; SAGE Working Group on Vaccine Hesitancy. Vaccine
hesitancy: Definition, scope and determinants. Vaccine. 2015 Aug 14;33(34):4161-4. doi:
10.1016/j.vaccine.2015.04.036.

Vaccine hesitancy | &l Z2X] (CIOMS Vaccine safety communication 2018)

WA T|I)= HASZI0M DASFt0] 0|2 7|7HX| H MIA KM & 2= QUCE O
80{= 0|8 7hstt Wil 83 XA LE 7 Fst= S 2lo[eict. #il 7|m|=
STt dhgtoll et Chstn, A2, T4 Sl WA JFol| w2t Ch=Ct (a2
37] WM J|m|ats 80f= WA HEO| HIEHO| AL MIjXQl HSS HHI| 2{3H
2| XLt L2tEl JHF0(2L7 | Hihs EaEQl HFo|Ct, [ ET 38]
Ol= 7HQ! Lol A 22|20 Q15 |0l Z2H of2{7kK| 4ofet |l 5l EX{o| Jets

A= IR ST Bl A ASS Z2St= A= FHEICH SEHAQ BtRE
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25.

26.

XS =Z0j| O| 27| 7HX[ Q] AT E || A E% 45t X, = 7HRIO|LE AtS| FK|2|
HHl LES G tHESHK| e == U= XTS AMASH= A2 HRICH of|E
SH, S3 #Aof| cHsiM o[22 7+ II*'OI SOt WMo = oMol AHE EE=
2o, D= HAS HIEX O 2 ditlsh= 85, 02|10 MUN oz YHI 2ESHHLE
HE17| oA ZHAO|AH| UHB S AlFIX| b= R2E SAI0| Eefo7|2h X
QECH Lt GHE7H 0| B A& ‘BiM J|I'S o|ot 22 ket 7= XA B,
AH(knowledge, attitudes, practices, KAP) J2|10 H2HE 2a{Arg 9 M=
R7E S=5t= B0{ZM AZ ot Stot.

[CloOMS AR 08 21N &= 37:] Larson HJ, Jarret C, Eckersberger E, Smith DM, Paterson
P. Understanding vaccine hesitancy around vaccines and vaccination from a global
perspective: a systematic review of published literature, 2007-2012.

[2 21N &= 38:] Peretti-Watel P, Larson HJ, Ward JK, Schulz WS, Verger P. Vaccine
hesitancy: clarifying a theoretical framework for an ambiguous notion. PLOS Currents
Outbreaks. 2015 Feb 25 . Edition 1.

Proposed by: CIOMS Working Group on Vaccine Safety.

Vaccine pharmacovigilance | Bl FZZtA] (CIOMS Vaccine safety
communication 2018)

A FEUA = HMHE = O|2hAl2| U 7|EH M = o AT 2 EHME
Xl @7t ofsl S Mo, WAl = o ¥H S0 WHE HIFESHA| §2 21t
Ooff et 2AE atet 8l 3o = Yol Ert

Cited from: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

Vaccine pharmacovigilance | B &l @FZ2ZFA] (CIOMS Vaccine safety surveillance
2017)

- 1L H-dHo

A FSZAIS WAHE = O[AARZ i JIEF YA EE GUHE R 2XS
SR, BI1, Olef, ol % ML BE T} 9 TS0 FoFIC)

Modified from: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

Vaccine pharmacovigilance | B84l 2FZZFA| (CIOMS/WHO Vaccine PV terms
2012)

Al FSZAIS HAHE  O[AARZY I JIE Al L O WEE B RIS
=tX], T, [ o FErSt, Ml Ei oW E0 WHE HiRHAIBHY] e Hato)
o3 peiEl Bt 9l BE0= FolEit,

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

Vaccine product-related reaction | 84l M E A 2tad HEZ (cloms/wHO
Vaccine PV terms 2012)
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https://doi.org/10.56759/zphi4166
https://doi.org/10.56759/zphi4166
https://doi.org/10.56759/hnuw8440
https://doi.org/10.56759/hnuw8440
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/
https://cioms.ch/publications/product/definitions-and-applications-of-terms-for-vaccine-pharmacovigilance/

27.

28.

29.

30.

{Adverse event following immunization (AEFI)9] 91Q1d o] & sfuf. Yz y7f= ok
25 Vaccine quality defect-related reaction, Immunization error-related reaction ;
Immunization anxiety-related reaction % Coincidental event.}

‘WAl IR ST B SiLt O[AOR QIs Y EE
O| & AR (AEFI).

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

It

U

-
o
T

rr

vlogs

O

Vaccine quality defect-related reaction | WiAl Zstof| |t HEZ (cloms/
WHO Vaccine PV terms 2012)

{Adverse event following immunization (AEFI)2] 91918 o] & 3lif. L 2] t7f=
oh53 25 Vaccine product-related reaction; Immunization error-related reaction ;
Immunization anxiety-related reaction % Coincidental event.}

HEATL MBoHe SOIIAIE Tasto] WAl RS 3 oLt |y B
HBOR QI3 WAlO] Oo) Q/BYEIS WANYE 3 O|AFAR (AEFI).

[CIOMS/WHO AR 12 HM 25 11] 2 E0AMO| SX A Al ATHe MM E ZE FAH|M HZE
B A K| Zo| UEtZ HO|EIC,

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

Vaccine quality defect | B &l Z 8t (CIOMS/WHO Vaccine PV terms 2012)

O] EIMof SX 4, “Ml .7243.:*”8 el Tl SEAF0M LEE HHHEL
Hol ot

Proposed by: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

Vaccine safety | B OFF M (ClOMS Vaccine safety surveillance 2017)

i 22 8 FES UHELRM Wio| 21 258 RAISHY O|4HSS
S

SlSH= TR M| A, HHAl OFFAM 2 of|gtEE otR A 9| QlE=0|Ct,

[ B o OHO L-1L-O—

Source: WHO Global manual on surveillance of adverse events following immunization,
2014. (PDF)
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Vaccine safety communication
communication 2018)

rﬂ
r2
gl

T QoA oS
AL X|@sts ZE2OZMo CHot AE.

HH A
=

(i

rI

FSHAIE HUHE = o ehAt| 8! 7|Ef WA L= O UHE 2 2H|0fl IHE ol & Ar|el EX],
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oL, OfsH I AL, 123 WAl Ei oWH B0 T2 HIESHR ok watel ot BEl wfet
5O0= HolEIC WAl oFH Y AES o2 YAlo| ARZ QIR EILh,

Proposed by: CIOMS Working Group on Vaccine Safety.

31. Vaccine safety communication plans (VacSCPs) | S A Ot M A E 7|2l
(CIOMS Vaccine safety communication 2018)
‘CIOMS Working Group on Vaccine Safety2| Topic group 32 =7} X122
HHAL Ot M AE A|2lg “UA RF U HX| Mol 2 JHE Al oMM AF
A=”o= Mo|g Zig H|etstn ULt

Proposed by: CIOMS Working Group on Vaccine Safety.

NOILI3S AHOLONAOYLNI

ra
e

32. Vaccine safety communication systems | B4l OF AE HA (cloms

Vaccine safety communication 2018)

UNHOZ NAHS SH SEES LN6LY| 98t X U TZNAZ TYED,
s T A 4 AEE SH Y

I:IH)LI_| 0|_|-II_-|A-| EM A|AE1IC> 7:||2IE| _Jlk_%% 2I,_<_|j|'6|-
|02 LMEICHChecklist 5.1 & =),
H32AE 5.1:
- F2FH WAl 93 9l ASHE WAl OFH M A A (VacSCP) i
Che OJSH AR HEY S 75 9
X, 271 x| 9 2R Kpelo| 3
WAL X| AL B, ZHH(KAP) S 2 28 AL, 22 ol HE 49 DL|HY
MLt oIS S5t o= to| AE

AE WAIX U XHE JHE
AE KxH AloH

- AE JHQ T}

- WAl ok 97| B2l

TVH3INID :SNOILINIJIA ANV SWYH3L

Proposed by: CIOMS Working Group on Vaccine Safety
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