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VLR

Art Article

CIOMS  Council for International Organizations of Medical Sciences

DILI Drug-induced liver injury

DSUR Development safety update report

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

EC European Commission

EMA European Medicines Agency

EU European Union

GVP Guideline on good pharmacovigilance practices (European Union)

FDA Food and Drug Administration (United States)

MedDRA Medical Dictionary for Regulatory Activities (ICH)

PSUR Periodic safety update report

PV Pharmacovigilance
Rev Revision
RLS Resource-limited settings

SCAR Severe cutaneous adverse reaction
us. United States of America

WG Working group (CIOMS)

WHO World Health Organization
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A of A D <A
o R A T N E e G Al e iE (151« Japanese: reference copy on record at the
CIOMS Secretariat
* Chinese
CIOMS VII: DSUR 2006 [14] -« Japanese: contact RAD-AR Council
CIOMS VIII: Signal detection 2010 [13] «Chinese
« Japanese: contact RAD-AR Council;
Amazon
CIOMS IX Risk minimisation 2014, [11] - Japanese
CIOMS X: Meta-analysis 2016} [10] < Japanese
CIOMS XI: Patient involvement 2022 (5] « Japanese: available from the website of the

journal Rinsho Hyoka (Clinical Evaluation)
Vol. 51, Suppl 39, 2024.

CIOMS XllI:Real-world data 2024 [3]  +Chinese

01T M 2.12 $t=0{2 HAL|A 20, 017 [0l A AR EH| 018E = AELICE
A= M2 S 7HsoH s34 MEFA0f(SeltaSquare) | OFARt= XIRI0H| 20| ZIALEZILICE

rE rir

n)
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TERMS AND DEFINITIONS:
GENERAL

1. Absolute risk | HCH SIE=
| (=01 HAES jiTfo|X| &%)
ShEICH Lol EX QuiEnS e Alzle] 42 ¢zt ZiTlo|M 1 RalFE Zud 4
U= A2he| 42 Li= 2t

Proposed by CIOMS Working Group VI.

—
]
x
=
(7]
>
2
O
o
m
el
=
=
o
2
o
(9}
m
2
m
P
>
-

— Absolute risk (TERMS AND DEFINITIONS — VACCINES)

2.  Academia | 8|
CIOMS XI: Patient involvement 20224 REIE S === o [ ESE)

S, w5l otZat 2E 2 = SSA

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

3. Acceptable risk | 2 7}53t 2[oid
CIOMS XI: Patient involvement 2022k ket i MINE e}
7HQl Ee= FTHO| oS FH|7H |0 QAL BHESICH M2ish= @2l (0 aAR|
= Aol U 7ts4). J2qLt ofH AR = ETol| 8 7+sTt 20| CHE ARRIO|LE
FChojl= K| 942 4 QICt
Hi — — S L= T M.

Proposed by CIOMS Working Group XI.

o

O|H/CHE Mo

Acceptable risk | 8 7Hs8t Il

| (B=0f ici=e xiiHo|x| HZ)

0| ZHHol| CHet Hol= MIASILD UX| 242,

Commentary: 0] 801= £3| 22d-2(si42| N2t 2SI X3 ARBE|LE, Folsh= A2 27ttt
AOE AUTEUCHOIE SH, AFRIOICH 22|10 A=o]| [t =8 7+540| THE = UB). JHE2 L1 AU0{0}
SHX|2H ~8 Tkt (o402t Akt 2HEof| w2t o2 CH2 Q|0|E 7H 4= S0l gttt

THHIZ[2H0] JHE FQI MIZ 2| THKILE AFS S WIIE [ O] JHES ME8SHuRt & 22, it T2 gHo| EX
Alglof| w2 TERsHOF BHCE [L.] R84 i8S 7|RIOR 8 Jhstt fRe Folotn EXsI2 = At
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MS

AACHLane, D.A. and Hutchinson, T. The Notion of “Acceptable Risk”: The Role of Utility in Drug
Management, J. Chron. Dis., 40:621-625, 1987 &l=X).

Proposed by CIOMS Working Group VI.

4. Active surveillance system | SS& ZIA| A|AH]

CIOMS DILI 2020

X&Ho=z O|2] Al=lEl PO =M A oFHY FWHE TSk AAH-,

S ZI = Clent 28 £ QI

1. 22 7|8k EF MES 585t= SX0IM ORI AE; 2. Tl XI2E SXHe=2

St £ 2|2 SHE0I|M O|MARIE AE; 3. Afel| 7|8k Q| =S 0t 2 E 7hs40| e

OMAR|(O]l: ZHRT)E Al

Modified from: CIOMS Working Group VIIl.

— &1: Active vaccine safety surveillance (TERMS AND DEFINITIONS — VACCINES)
O[F/CIE Mel:
Active surveillance | 5SS ZiA|

IOMS VIII: Signal detection 2010jRESEaG Rt =i M EES)]
MAEAZIT(WHO)= 585 ZAIE “XISXOE 0|2 Al2lE 2HRM Ael| ohdM HEE 7ot A7
OF HoI5Irt.
The Importance of Pharmacovigilance: Safety Monitoring of medicinal products. Geneva,
World Health Organization, 2002. (PDF)
S8 UAl= CIEIH 2 £ QU0 (1) %2 7|8k EY HIES S85h= 2XI0IM O|MAMHIE A, (2) &
7|8k o7 X2 E SMOR ot £ 9= &4 (0l: S22 S)0lIM O[MARIZE AE, = (3) Al 718
O|EMZ 2t 22AE 7H5H0| U= OJMAR|(0: 2 ZHET)E AlE.
Source: Guidance for Industry: Good Pharmacovigilance Practices and
Pharmacoepidemiology Assessment. Rockville, MD, Food and Drug Administration (FDA),
March 2005. (PDF)
5. Additional risk minimisation measure | Z£7}=ol 2[siA 2k} ZX|

S2|01: Additional risk minimisation activity; &1 Risk minimisation measure %! Routine risk

minimisation measure

ICIOMS XI: Patient involvement 2022 JEIE STl ==aNui I ez}

£3 7<I°ﬁI = AH0M 2= Q20| MEE= LB 2ol 2tst Z=X|of TSt
FHMO= HE|= Pfol 2tst Z=X|.

Modified from: CIOMS Working Group IX, glossary definition of ‘Additional risk minimisation
activity’.
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O|H/CHE He

Additional risk minimisation activity | Z7}=Ql Q[siAl is} ZZA| it

&1 Routine risk minimisation activities

| (i0f let=e xiimo[x] &)

EX X|Ho| FROIM BE O|OHL)| MRE|= @710 Ho|k|= QlHEx 0|0HA-I oks| K| HhHoj|
Ci510d, HIZIZISIX| 942 Zulo| TIs4E OlEf EE= ZAATF L2 Al ZBE=E £017| 2Iet SXi.
Proposed by CIOMS Working Group IX.

6.  Adoption | XHEl
CIOMS IX: Risk minimisation 2014J{ESEy ka2 WINESES)

RE-AIM Z7t 2&ef 57 28 & SiLK(E0{[Reach], 21HEfficacy], X{EH[Adoption], &
[Implementation], ®XI[Maintenance]). X{£i0[2t SXH(Intervention)’t +&x|= 2t4 '
EME 2 +Hot= FH| 25O HO{S0 HEYS oIH, YEXo= XY 2 =
X%} HE = MERAE Solf WO HIEK 2H(nonparticipating settings)2
Hotet mioll= MES WllSh= Zol=(Barrier) S ZHESHOF SHT
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.
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=
(7]
>
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=
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&
(9}
m
2
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P
>
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7. Adverse drug reaction (ADR) | 2k=20|4HE2(ADR)
S2|0{: Adverse reaction, Suspected adverse (drug) reaction, Adverse effect, Undesirable
effect

[CIOMS IX: Risk minimisation 2014[{CEEuata o Wb ks e

Adopted by: [CIOMS SCAR 2025 M(_E—% OFZHCHE HPIOE AIZH)

O|FZ0l| Cioh RalfSt 2| =5HK| Q42 BHS. 047 |0f|A HHS0|2E X[ATH O|oFZ L O &hA|

7] QIIR2A|of FOj = EfEfet 71540] ASE 2l0[elt}, =57 He| L E= &=
HR| 02| KIZ AFR0|Lt ZHE EZ Qlol 2F20[AMES0| LSt 4 QI EZ5{7t

A He| 2 ARROl= 17t 2| AR, BICHRE, 28, J8 3 FARF /L HetEIL,

hmk=F] [

Source: Definition EU Guideline on good pharmacovigilance practices (GVP) — Annex | -
Definitions (Rev 3, 08 January 2014).

{EU Guideline on good pharmacovigilance practices (GVP) = Annex [ (7] 5. 20249 7¢ 26 2)o)l A
g Fol= HFR o2 vAFEA goron] ogi Z:& F71 Ho] ZeE):

el TRy, ol EkS<S o Al o gE] SjekET Y AL o] el EATE Sl E BYE
ZReI. A B 5A, HE xRl o2 BT "H]X}Ofl oJaf AAHA 7} & 7 G0l Z L FAIEA
i, ‘fﬂi/ﬂ AFH o2 BYEH P ofg Al oFEolyuISe] Yool BT (GVP FEA IV,
ICH-E2D =), m}epA] o2 &7} £H]A7F 21 O}EE e HiE, fHIA} Y AR7E o okE T}
e Qo G| dgolA vt A HAE WiAg 5 Qo AR s O MR IR oS dYols
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O|H/CHE e

Adverse reaction (AR) | O[&IS(AR)

=9/0{: Adverse drug reaction (ADR), Undesirable effect

MedDRA Labeling Grouping 2024

MZ2 2|9fF = 9ofFE2| MZR2 Z'Hol| Ciet 5171 T d ZHoIM E3] K|z 80|
SHEE[X] Qb= B9 0= EQZ FOfSI= QAFQZ QIoh Rolfsl 1 O E[X| 42 BIZS
OFS0[HIZ o= ZHFSIT, “QkF0]| Chist HHS " Of2h= 22 ofofFat O etAl| Ztef QlufatA|7t
Hoj= “Eldel 70| AZ F, ARZAIS HiHE 5= ¢SS 2l0[Stt

Al ofofE 2: Aol o, TIE = K|, = MElH 7159 Hats Il Aol
SYHOZ AEEl= 80N HYSh= Foldn o okX| 42 HE2 A=0[HHS o2
HolElrt.

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

https://database.ich.org/sites/default/files/E6 R2 Addendum.pdf

{o] AL CIOMS 8015 AFEYU3]= CIOMS IX: Risk minimisation 21419 398 dF §o]2
7Sk, o] 201749 W 20249 7§ T EU Guideline on good pharmacovigilance practices
(GVP) Annex 19] g2j2} Ao}, GrA] Q1-§-H EXH o} 4] 7j-g8to]7] wjio]f.

Adverse drug reaction (ADR) | 2k=20|AHI2(ADR)

| (B=0] =2 xiimo[X| &x)

HZ0| BIS S RLUUS Etget 71580] EXfidhs, 2|50 et Fotiste o =x|X| gi2 8.
“O|OE0l| Lt #1S” OlRH 2 A A ojofE T OfbAR| Zte] elaktzof Hoi Ergist
Th540] 2SS Q|DIBICt, “EREiSt JHs4 Olaks 2 olorE e SIS SIS A,
27| s 0| YISS FRIC,

Source: ICH E2A Guideline for Industry: Clinical Safety Data Management: Definitions and
Standards for Expedited Reporting. Step 5 as of October 1994.

Note: 74| 2FHOIM 2= X1A H = HXte| o|¢ls HEHSTH= FoM “olyEl=
(suspected)” ADRZ ZIFEICH w#al| &=2] Qb HIHES Sal| 2HEHE! O &AL |0l| Chol
oelofF Ofelo| THE HFOI /S = A=K HRE & = ALY ALIFE2 FFo17H = 2H0A
OFS0|EI3o| Helof Zele|Xli= X2 it =8, HE 5! 2&0] 2ot Y= BE 2oF0
Cheh 2fotd Bote| Y= HHE|0fof SHTh= FHof FolBiTt.

Adverse Drug Reaction | 2+20|AHI2(ADR)

IOMS VII: DSUR 2006
MER 2o L= 2okE0| MER /0 Tiet 5171 M &t ZHolM 3| X|280| ==X
o2 3R, 0= SHOZ Fool= QAF = Qlot Relfstal O E|X| g2 2= 282
AZ0|YES = ZIFoITt “QokF0 et BHS” O|2k= 22 Q|oFZat OfM AR 7| QlaktA|7t
Hoj: “Etdel Isd 0| AZ F, ARZAIS HiFE 5= 2SS 2l0[Stt,
Source: ICH Guideline for Good Clinical Practice E6(R1)
AA[ZH0l| CHet EU directive 2001/20/EC: “O| &S (Adverse Reaction) - £04El 2E &2t
TRAE ALAHE 2oFZ0]| Chdt R3St O =E|X| §h2 2= HHE”
Commentary: = e} 20| %47l ICH H2loil= “ &, QH2HAIS HiFE =~ giCt”
UL, CIOMS &5 2E0lM= T ARIIS 7|Ete = ofF9| Hg 2hald)
AHA 271SSICH 2Ot Wt O] 275 AN[SHL, s o2 nte| QIufeAIS ST ES=
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AM, 37 = FHO| AUSE S| IsiA] ICH E2AL| “Efefet 7tsM "0l2t= 871 MBS
Nl =R E Py )
Adverse drug reaction (ADR) | 2F20|AHF2(ADR)

IOMS VI: Clinical trial safety information 2005]N€gtRuls: =i PNE- )
MER QIofE = 9oFE| ME2 80l Cish 517t ™ A Aol £3] X ZEZ0| S|
U2 E2, 0L BHOE ROSIE AECE Qlot Rufistyl o|LE(X| g2 BE HES
QISO0|MHIS O = ZtZolL, “2|oFEo| LSt BES ™ O[2t= T2 Q|FE} O|AAH| ZHe| QlubatA |7}
HO{T “EfEt 754 70| S &, QITHEA|E iR &~ 9IS Q|ofSict
Source: ICH Guideline E6: Good Clinical Practice
EU: “O|MEIS " - ROl RE 2t 2E AAAHE o|Z0]| Lot R3St 2 =E|X| g2
DEHS
Commentary: H= HQE 20| 9ixH |CH H2lolli= “F, QlufetA|
A=, CIOMS AT 2E0M= T AMHIE T[HIO= ofE9)
AHAA E7+SSICHD 2L M2EA 0] 278 MRS, et eiE2te| QIuttA|E KIRHEs=
AR B7 = THO| Q28 B | QIsiiA ICH E2AQ] “Elddst 7t "0l2ts 87t MEE
INECT=RAE Ty )

—
m
)
<
©»
>
2
O
o
m
2
z
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o
2
o
(9}
m
2
m
P
>
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8.  Adverse event (AE) | O|AAL|(AE)
=2|01: Adverse experience
| (2=0] s xiimo|x| &1X)
Adopted by: [MedDRA Labeling Grouping 2024
(222 9RICIZ EHOR AIZE)
O|UEE FO{Eh2 SIX} o= A[RCHAKIONA] 2 HIRIRISER] QF

FOojet HEA| QIIpRA|IS Zh= 242 Ottt

rlo

ofsiH Ajzioz

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (Rev 3,
08 January 2014).

{EU Guideline on good pharmacovigilance practices (GVP) = Annex [ (773 5. 2024'd 7€ 269)o) A
g Yoz dFZ 02 YAEA ghoron], YAl g o] = 7}R] AR Y97} Y9 A& of2
F7FE .

- “AIF 9 Wkl AI"(EU 778 536/2014 FZ),

- “oFE A1 HgpolAl, 123 ol YAIe G FolA"(ICH-E2D 7o =2}9l Z7]4E)

E3FGVP Annex [9A1= F 9] ol o3 2-& F4]0] o]0 Fc}:

“IEtM OfMARIE 2lotEatel 2y ot 2HAIRI0] o otFe| AFZ| Qs LAIK =

S|
LIEH-H= HIZFRISHK| 9410 O =5HK| 042 E(0fl: HeldX HARK|S| OY), T& = A

4 9lct”

MedDRA Labeling Grouping®] t#F CIOMS H114Jo)419] FoJL [CH E6(R2) 7Fo]Efol*S &3] 2
gh}. o Fole CIOMS A7 157 [X9] 99} A A F 02 o], flof HAH F4o] Fut2 ]t ofg
FHOAE (YA E)FE" 4l "OJoFEF o]ef= H g o] AME-EH L]}

* ICH Harmonised Guideline. Integrated Addendum to ICH E6(R1): Guideline for good clinical
practice. E6(R2). Geneva: International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (ICH); 2016. Available at:
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf

— &Z: Adverse event following immunization (AEFI) (TERMS AND DEFINITIONS — VACCINES)
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OfF/CHE Ho|

Adverse event (AE) | OJArARI(AE)

| (=0 HI 22 xiiHl0[X| &)

olotES F0{gH2 2Hx} th= AISITHARIOlA LSt HIRIRISIR 2 olsts Ao, Foiet
BHEA] QIRIEIAIZ 2 242 OfLICH,

Note: O[AARL= OIOFE(UAA[EE olofE)a B110] QUEX| G0l EHAIRI0] QJOFE(UAAIRS
olofZ)2| BT} YAIHOR IRl BIRIRISIX fm O|=51X| 02 R (AIEAT ZAIIe| 0[4f
T3, S4 EE WEY £ Lt

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).

Adverse event/Adverse experience | OJAFAL|

OtZE T2 ShX} EE= AICHAKIONA ZATH HIZIZISEX| 942 oalM Ao =, F0iot
BIEA] QUIFRIAIS 2h= 242 OLLICE, O|AAI(AE)E (LA E)etZ el 2edd o5t
BAGIO| (YA ) AUZFO| ALZ0]| 25l AR E LIENH= HIZFAISIX| @f O =51X| 52
o (AU HAKI2| O]y §), Ta = HHY 4= UL

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

&tA[&do]| 2kt EU Directive 2001/20/EC: “O[AAR|” — 2|2FZ0| FO4E 2t =
ASCHAKIONA| EAiet HIZIZISER| Q42 OlstM Al =M dHE X|Zet BIEA| QINRAIS 2=
22 OfLCt.

oot

Adverse event/Adverse experience | OJAFAL|

(CIOMS VI: Clinical trial safety information 2005[JesRali=d R BNk

O|AEE FOIE2 SIXt EE= A[GCHAIKIONA LT HIZIZISIX| 942 OSlM Alio =, F0iet
BIEA| QIIFRAIE Zh= 22 OLLICE. O|AAR(AE)E (AaAEE)edEnte| M oot
TAGIO| (YMAIHE)QAZS| A0l 2l LA R LIEH = HIZFEISHX| i O =3tX| b2
(MU ZAK|Q| O|M 5), B4 = HHA £ QT

Source: ICH Guideline E6: Good Clinical Practice

EU: “O|&AR" — O|Z0| SO SR} Fi= A[HCHAIKIOA| 2heist HIZIRISHK| g2 oSt
AMHSEAM et X|Zet HIEA| QIDIHAIE ZH= 242 OfL|Ct

iy

rlo

Adverse event of special interest | S'HZIACHAF O AAR|
CIOMS VI: Clinical trial safety information 2005 QK€ gkl i==pafi: [ NESES)

Adopted by: [CIOMS VII: DSUR 2006
{&9]9]: Targeted medical event}
SN O MAI|(SCHE EE= SCHSHX| §42)= Ql=IXIe| MIF = T2 T CHSH

by, olelXo 2 S| 3k|= EMY & oLz, XISHQ! ZLIER Sl AldXiet o|2(X}

2Hofl A&t OJALAS0| EQOIE, Of2fSt Ao EFE Tiefot Of8Hs7 | ffol 37 H2l
ZAPZHEQOIH, HHE0| 40 wet arAled 2lR|Xfet 7B XIS (0! |7 [2) Atojo|

—

Lot OAFAE0[ HEE|0{0F oiCt.

Proposed by CIOMS Working Group VI.

Commentary: S'E2tthet Ol&ARI= Q=X T2 BLIHZSH | Jots £8 NIF L= AF A0
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10.

1.
12.

13.
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Cifet S| RS DIt AfRYOICk, Ol FCHOIALE SCHOIR) 02
e o S 1 ) 4 2 S i 5
QMABIEIN i AMAJR HHAEINO| 7|E{0fo} St AR
X[2/0] 210{o BiLt,

[OM(0f: =2, 012 &4, &7|2%H),
l= AlZIIS Zalet &= QICh Of2fst Alzll=
OIZ[XIOfA| 2105k= 2iat Al7|of| CHet

Advocatel Patient advocate | (BEX})chedol

CIOMS IX: Risk minimisation 2014JNCIEGRREISINIEINESES)

{%J 077 Patzent navigator}

SIRte| ZAZ0l| Feks O|X|= MRS F, QAL EC’*RW 3, Alo|A DHLI?H(case
manager*) % HS AL St 25I0] SIXLE = AR, SHX} ORI SiXtel 742 22|,
O|=H| HLA| 5l Aetut 2HEAE 18 KHEHo| IZH._ ZH|IE siiEst= ol =22 ECt
*eixfel AR TR HEM HIL o8 &2, ElRAE 52
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Source: National Cancer Institute at the National Institutes of Health: Webpage, accessed 21
March 2014.

AGREE Instrument | 1 5! T7} X|&lo]| Cist Wot=7
[CIOMS XI: Patient involvement 2022J{EISsRaI= =P elhNESES)

X&) JHet A] AR o2 Ol SYNS Bl 7.

odit——

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

Alert | OFX{AM AE

L0

CIOMS VIII: Signal detection 2010jNESEag k==t MINESES)
SRS Eolr| 6l Ziget ZX7H 2t 2|oFs AMgat 2eist 7EE flohd.
Proposed by CIOMS Working Group VIII.

Analysis of covariance (ANCOVA) | Z2AH 2
CIOMS VI: Clinical trial safety information 2005{ReSayRat==p i drESES)
AMAIY AR A| EHE CHot HaE 12{6HM OF 7HH|WE 3617 | f{ot SAA

W, CHs =7 2499 ot HE.
Proposed by CIOMS Working Group VI.



http://www.cancer.gov/dictionary?cdrid=44534
https://www.agreetrust.org/wp-content/uploads/2017/12/AGREE-II-Users-Manual-and-23-item-Instrument-2009-Update-2017.pdf
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As-started exposure | X|2 A&} 7|& =

CIOMS XIlI: Real-world data 2024

K= A 7|E &0 Mol FAR(HIE AAA-(RCTs)0A AF8El= intention-to-treat
AT QASHH, X|E BT 622t 2ARI0| XIS AlZfoh AHREH FHAE T& A
SIS FH5t= A 2ofBict

Modified from: Schneeweiss S, Patorno E. Conducting real-world evidence studies on the clinical
outcomes of diabetes treatments. Endocrine Reviews. 2021;42(5):658-690.

https://doi.org/10.1210/endrev/bnab007
{1 On-treatment exposure(A2 & &), Time-varying exposure(A[ZF7FHH =2)}

Baseline characteristic | 7|X] EAM
CIOMS DILI 2020)

AT AR AR A[HCHAXIE AESH= 201(0f: HFE, M8, 2E 3 T). Hlu AF0A,
XSol= ol2{et E40| OF 7t RAFSHor otct, OF 72t & SEX| AL RALSEX]
42 EMO| BARCE BHEX| b2 H2, wEtS opy (5t A ZtE HYAIZ £ QLY.

T | o L oT, L
Source: JAMAevidence® Glossary. (Webpage, accessed 29 March 2020)

Bayesian - Hjo|x|ot

B (520f o= xiimo|x| &)

Thomas Bayes SAK1702-1761)2] 0|52 2% 2. SHES LS| Ato] 2
HIOf| 7|86t= AO R 7H86t= I8N = HIE SO SAoh= CHRXNOR =EXN FHOIE
21S9| M (degrees of belief)ZM C E%ﬁli% X|&sh= | AF8EICh

Proposed by CIOMS Working Group VI.

Bayesian confidence propagation neural network
(BCPNN)  H|O| K| HEMAY
| (B=20f H= xiiHo|X| &Z)
f eSE- | HIOIE1H1I0I*01IA1 ADREIEE BIX|of Ar8E|= ZEA H|Oo|X|t 2112|E,
Proposed by CIOMS Working Group VIII.
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18.

19.

20.

Benefit | 2l

CIOMS IX: Risk minimisation 2014|RE=SSFa: =S NES S|

20l = RO ool e = 0=,

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

O|H/CHE Hel:

Benefit | G2lA

CIOMS |V: Benefit-risk 1998
Fed2 e o= Jiol EE= T Chitt O|5(S8Ael 21t Q|0[pit, “ojAE="
ChAM

Qol4e HaHoz BHE 4 QoM Yoz 0|5 A z SES <
IOISHCE O] EM0l|A "R’ 2 Ol21et 2|0|= AFSIRLT. 72140]| Chet HxHe|

Ho| £ YR YA JAet oLzt Cheat 2 Alo) & Y FXIN Hajof ciet i3
TotEict

(23 1] “ARRel 1, At 2AE 49| F 8l/%E= JHRI0|Lt E )| et ZHA
01 Zelo| QloiEoz olgt "

' 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.

Benefit-risk balance / benefit-risk profile | f21A-2lsid 28/ 2lMd-

-?—|3Hé'>' o2ml

OH” EJ_MOHH FUL- ‘-’rIOH’S T 2104 (benefit-risk profile)2t R2A4-2IshA &
14-2{silAd =1k (benefit-risk profile)

(benefit-risk baIance)OI Xi3= AR EICH fold-

2 O|OfZ 1t PRAE TTHA 2lohant RALS 7HESH] 7I SHALE Rofet A4S oS,
SAXQI RolM-2[ehd HWIE HAS & A1 HAIX| & % 2 QI HHH Qold.
Pl TE2 QAFF| TR flolant RAL0 Chgt SAXMCI Woto| Zut = ZES
o|0fetct,

Proposed by CIOMS Working Group XIL.
{ol Foli= CIOMS 47 15 211419 A& (Foreword)d] +55°] o, Z}¢ i& &£}

Bias | H|ZE!
CIOMS X: Meta-analysis 2016] (°'Eo1 oi= XiHo|x] 2%)
Alx|et CHE ATHE Eelish= AISHAHsystematic deviation).

Proposed by CIOMS Working Group X.
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21.

22.

23.

Binary analysis | O|&h &A1

CIOMS VI: Clinical trial safety information 2005[NESubaRI==S I BAESES

5 71X YRS Telsh= 2A(0ll: 7IF2) T 215 2t ASAX HAK|S| +Eah 20| AL
EH0i|lM o 2SS 240t Aoh= IRA). 2Xte| 32 thd 2R/ 7|EF (cut-off point)2
HHSI Ol BMOZ et £ QD2 H0|E}= T JIX| kst gh(Oll: 71E3k CH 71&4t
O|= Z|chg)Q =22k LFICY,

Proposed by CIOMS Working Group VI.

Biomarker | A4X|EX|X}
CIOMS DILI 2020

7g|)c~>|'7£‘||(?_| AH':'E'SI-?H _ll-I-I’ I:IO=|X4 nl , &
MH|EX|X FH0l= 2AM, ZEIS
7|s, ME0| chiet Wot= OfL|Ct,

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)

OlLH (AIZE) B CHiet w22 S5 E4,
SAHMBHE e Aefots 40| lon Bixjel 7

O|H/CLE H2:

Biomarker | A4X|EX|X}

IOMS IX: Risk minimisation 2014kl
X=X ZXof| Ciiot Hat&el MEstA up
HpHoz 27 9 Wlsl= £4,

=2 xiiH|0|X| &ZE)
| DV L oRlelA vigol XIERA

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

Bonferroni correction | ElliIELI ™

CIOMS VI: Clinical trial safety information 2005|Rebai=3

CarIo Em|I|o Bonferroni(1892-1960)2| 0|52 E_Eh STHRI of2] AtHe| 2ES 1E{stY|
Lot Wl EAXN f2ld HAH0A, 6IE SH sttel Hlo[E ME(O: 10712 M2 CHE

Al A D7) ofl Chol 242f CHE R2ld ABE 102] AT 4~ UXITH O A3t =t

22021 P=0.005(F, 0.05/10)Z AtE510{ 102/2] A™E 42 fAto=M 1029 HE &
SHLto]| CHSt M| Rl P=0.052 SXE 4= QLY.

Proposed by CIOMS Working Group VI.

o] x| =)
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24,

25.

26.

Boxed warning (‘black box warning’) | HIAS EEAHTIS(“SaHUtA HATIR”)
CIOMS DILI 2020

Xeorol aflof] FA|Z|0| SCHSHALE MES efst= 2lohAdol| chdt F:o| 2o [oty|
Plot Z0E. YL BAYZ(0l: 0|2, = 4 L=2)oflA] 2H L BiAY E5Z TR (boxed
warning) IS At QICH 0|=20AE YEHOZ MYXoA LIS 4 5
Bzt | 2ot AFEBIT (1) B 2 Mof| Hlsl 2A=0|AHES0| LR SLHSH(o:
X|EHO|HLE MBS oL F1 242 Ys|= AS0|AES) ofE Al 2oy
% RS tet uh BEA| {0} Sh= AR, EE (2) SOt AS0|AEHS0| AE2
HHSIH ALSECZM(0]: SIS MEst MASHH ZLIEIE EY HE K2 1/,
CHE AES FII67ALL SRS EX WAlO= [t 5 QA Azlofie A8 L[E)

O o Oo-1 oo =
oY=t SE=7t BUE o UE ER, = (3) FDAZL 7S = AFES HBtotorzt oie
20(5}
oL L

USS QIISHA| ALEY 4= UL TSI QRHol AFE S BERGH | st Mete 21
2. ESA|, MeUXIolA £o] SRt 210 HE(o: S 2kt REOIMS Rad AME
=S| 2l THE HE0IME ARBY 4= RUCH.

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)

Burden of a risk minimisation activity | /o4 2Fs}xX| M2 Het
CIOMS IX: Risk minimisation 2014[NEE=g R = MINEeS)
Qloid etol ZXHHO = QIsl (1) At (2) 2HEQ!, (3) BEHQZNEIIE ZEfst= BHo=
AR (4) THIE=, MY2lAL SaT 3 UE AL F2
Hitel= 270 2EHOZ HO|E, o S Chaat 20| IS 0|& £ QUL
- SIX}: AMEef Sl/tE= TRTt O|ZA{H|A0| Tt T2, YAAe o= UMEE0]| AdFAS &.
- Q| EMH|A HMSKE i o= AH|AL] UMZQ! 2t
= MH|IAZE L.
- BHOZ A|AR: ZIHEQI QI Kbl Sl/E= THEA X
- HHO|= A|ABIC| VB F=A: ¢ 0
YItE Zele,
Proposed by CIOMS Working Group IX.

{R1: Effectiveness of risk minimisation, Risk minimisation-burden balance}

Burden to patients | EFX} HE}

CIOMS XI: Patient involvement 2022 (G EaE TSt EYERe )

O™ A4 2tE50| SAXOl UMTIZ0N FESt= 2 O[O Z SIXfof|A| Z=71AQl £
AL

skt A,

Modified from: CIOMS Working Group IX, glossary definition of ‘Burden of a risk minimisation
activity’.
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27.  Candidate gene study | =& {FX} ¢
CIOMS DILI 2020
Sx o oo} £ 2} EE S 7H0] IPHIS HIFSI0 BAIKIO! TR{AR XL
|-I‘|E| AH':"C'>'|'I‘| E M= 7|h lel_-| ﬁ__rl. %

17
)
=
=
(=]
(]
—
>
=
>
D
=
o
oD
=
(=]
(1]
@
@
o
w
(74
Q
<
=
D
o
Y
[®
Q0
(=]
o
D
w
(7]
oD
o
=]
=0
Y
=
(2]
ST
N
o
N
e

28. Caregiver | ?_*%"?_'
CIOMS XI: Patient involvement 2022 JCI= Rt [ INES=S)]
SIXE7E L], A = TR Qo 3fe & gl Yat &S o
X510 2Xje] 242 2A @7 OfsHidh= AlEh Of A2 715 £ A ofd ==
ACH, S0HE HE s A1 K| 942 = AT
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)

29. Case report form (CRF) | S2|7|S A
CIOMS VI: Clinical trial safety information 2005[ReSayRat:l==t i [JrESES)

Adopted by: [CIOMS DILI 2020
AYUCHMTIER AMAIEAZI MM 270t BE T4 MEHE T2t Q|Z|XJo|AH| B og

SHOZ HAE QUM &t = TR 2A.

Source: ICH Guideline E6: Good Clinical Practice.
{ICH Guideline for Good Clinical Practice E6(R2): HFAFSF H2.}

30. Causality assessment | Qlatd T}
CIOMS VIII: Signal detection 2010;
Adopted by: [CIOMS DILI 2020] | (£=01 #ej=e xiimo|x| &)
olotE0| S FHRIOZIA I OJAARIS] R0l IXI2L THS A0l St T, olaty Wk
Ustxo 2 steiEl QT2 |F0 w2t 0|FoZICt,
Modified from: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for
International Drug Monitoring, Uppsala.
{$loljA] o18-H §0]F:E tf o]} 2efolojA] o] &8 = grl.}
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31. Censored/ Censorlng SEHECHE

| (0] o= xjino|x| K1)

‘='“0I*3”EI=AII*01I 3 At =+ Ole 82, O] &K= AlZtof| CHsH
ST ACHcensored) 1 3t £3], 24 AI"*OH **EXP}OP%' HEEX| b2 3R
PELHEH(right censoring), 257 [710] AIZE|7| & 0= A|HO|M7} 25X 7} LMot 22

xr T HCH(left censoring), 2|10 2H5X| A AFO| 25 AI”S AlO[0I|IM 7| =2El 22*
F7t Z=HCH(interval censoring)O |2t STt

*Translator's Comment: 2t 717+ L £% A|F0i| AFA0| 2HUZUX|OH F2iot 2l AIE
#e.

oF A O
= T BA

ru|o
rir

Proposed by CIOMS Working Group X.
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Censored, or Censoring of data | Z=ZEHE

CIOMS V/I: Clinical trial safety information 20050 KeS iRl I Ak EY)

EA0IM E1|0IE1E H7Hdh= del. £ 2HXiol| CHet 2t5X], £3] Atz10] ZdE wimix|ef Az
SRE]{LHERIHE 4 QI B, 24T 77 SO 1 ARKS AHOL 2 fF0IH 53
ARZ10] OF~] EHUSHK| iRAE = %'Ef O[2{%t BHEXIE “ S HTHE (censored)” 2HEX(2H SHH,
O[2{8t Z2NAS “SE=HEH(censoring) "0l2k2 BHTh

Proposed by CIOMS Working Group VI.

32. Channelling | M2
CIOMS X: Meta-analysis 201 6QRC Sl =S i NESES)
SiXt Z2te| o= IRt 20 w2t SXIOf|A| A2 S XAISHOE Mdh= A2l

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.

33. Chi-square | 7|0|HIZ
| (F=0 =2 XiHOIX| 4X)
EAN fold dH, £= J10|MlZ AH-o| FH=5h= 0|12 2(F, 710[MlE 2E). AFe
UL O Z HIZ2| H|WO|H, 2 x 2 EUHE ZH= 71 ZHTSE HERE XtRX(degree of
freedom)7t 121 Z&o2t Bt Ol S04, 271 I-EQI SIXfollA O &AtE| HIE2| SAHX
H| = 710[MIE B S AHESI0] O|F0IXICt, X Z1t 710[H|Z 40| LI o47(0l|lA P
S YA ==, Ol= & HIZ0i AH| X0 |7} gi= 704%3}5 ZEE XI0] 0|49 HIE XIO|E
UHY =SS FMAIBICE HI0|E = 37H 0|42 X{2|(treatment) J2|10 37 0|42 BHS HF
(categories of response)S Zere 4= Q{Ct Cf 2 HOI|A LI2 H|O[E{2] 710[Hl= HE2
XbRE7HH 30

Proposed by CIOMS Working Group VI.

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition




Final pre-publication proof provided by SeltaSquare, 4 February 2026

34.

35.

36.

37.

CIOMS reportable case histories(CIOMS reports) | 2117} Al 0|

EEUFEE %J% SOot st oz 20l oM 17RO BFIE|X| 252(unlabeled)
SHATIX| HE= f%ﬂr 20 YHO| AE Jisot

AHE|X| oh= ZRE Eo), OfyEl=

Proposed by CIOMS Working Group II.

Civil society | ATl AFS|
CIOMS XI: Patient involvement 2022 KCI= Gl R i NS &)

Y E= 4 72 2lofM 2S5t 38| B EE.

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

Claims data H8+ H|o|E

| (Y=20] HA=2 xiiH[o|X| &=)

(OI=0lM) 22 MH|A MSKEZtH K= 2 7 |EHSTHO| CHet Hlg2 X2 | 26 E&ALo|
HiEshe B+ g 23 BN HO[EH= A1I71IE7J7I-?9I ICD-CM(International
Classification of Diseases Coding)2t 22 E&3t=l o2 AEE AFESI0] ZITH Bl X228
AT,

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

{ICD-10-CM2 m]5t 9] HH 02 n]594] ARg-5}7] Fd] ICD-10& 4 gt Aoz, WHO9] 59
Uk, RIASH AFSRE TR9-& &1 CDC National Center for Health Statistics. International

Classification of Diseases, Tenth Revision, Clinical Modification (ICD-10-CM). (Webpage as last
reviewed 6 April2022).}

Clinical development | Ak 7jt
CIOMS XI: Patient involvement 2022 REI=URab:I SR [UINESES)

S KST0IA olofE0| QIR U A0 CHt KIS BTISH| IoH 21718 Thao=

SE G,
Proposed by CIOMS Working Group XI.
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https://cdn.who.int/media/docs/default-source/documents/social-determinants-of-health/cso_finalreport_2007.pdf?sfvrsn=72892e74_5&download=true
https://www.fda.gov/media/120060/download
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38.

39.

40.

41.

Clinical development plan | QI4F 7Hgt A2l

| (0] #Hej=2 XiiHO|X| HE)

O|oFEo| £|x QUNIME AlR(first in human)FE S{717X| ZIbst7| ot A7 M| IHRE
HUSH= OFAE 2.

Proposed by CIOMS Working Group XI.

Clinical endpoint | QMK T7HHA
CIOMS IX: Risk minimisation 2014 RN =g Ruls: =i PNESES)

SiRto] 2%, 7ls, WES vieiots SX E W

S, o= — |o LY T

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

Clinical practice guidelines | Y&ZIZX|E 52/01: Clinical guidelines
CIOMS XI: Patient involvement 2022QCI= RS N ic Mo ESES)

RS o, ISk WEES X6t WiHol Tt AT, YNTIBKIAS A4 of8t x4
Clofst S442 SISrAloh= THStR 20| Al 9, XA IARIO] ESt WS

Q9f3tiof BITt.

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)

Clinical trial ! °'”*I?=*.

| (Y=o] HA=2 xiimo]X] &)

A0l 1 SHIE SA0M AR oL 040l FRY(EL HISH)O Hrso=
HiEI0f Ay olsts] 2ot e 712t Bt 2ol Chst FO| 2712 Bt 917, i
A YAN[BIZAZINO] 2 A3EICE, ST O|FE, WAl, 0|27|7|, FIEH = 9T XX,

S O] SOl Al0|R8)7} 8 4 2l

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

O|H/CHE Hel:

Clinical study | QIAMA|E
linical research in RLS 2021
olst X|Al9] ZTIZ LI8H 17t XFXHEZ KRN E 8 E Egtdh= AL AAA[ (clinical study)
2 3A ST (clinical trialo|2t1 T &) W HEAT T JIX| 0| ALt
Source: ClinicalTrials.gov. Glossary of Common Site terms. Definition of ‘Clinical

study’(Webpage accessed 3 April 2023)
{2 Fol= CIOMS 4% 15 B1A9] A4 13904 29 71538}
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https://clinicaltrials.gov/ct2/about-studies/glossary

Final pre-publication proof provided by SeltaSquare, 4 February 2026

42.

43.

44,

45.

Clinical trial/clinical study | QIAAIH
IOMS VII: DSUR 2006

UMARE QokZ | oM Q= REME 0I5t7| (o A, orzZ|old 9/t = 7|E

ofolN Zuto| WHO|LL AF Bl/E=, O|MEES| &0l Bl =, B4, 2, CHA}, HidS

AT | flot, 217t AIRCHAXION O|R0{Xi= BE L. “U&A[(clinical trial) "2t “ LAl

(clinical study) "2h= €01 =2|0{0]LCt.

Source: ICH E6 Guideline (GCP).

{ICH Guideline for Good Clinical Practice E6(R2): ¥ At H=.}

Cohort event monitoring (CEM) | IS E Al2| BL|E{Z

| (B20] A= jiH[o|X| &%)

EH A=S FOL2 AHE SXj0]| S0 4HHS0| o al==X] of50f| 2tARl0] 2HEE B
O|MAIHIE B 0St=S XMYXI0H QESh= ZA| 2, M2 Alzl| LI (prescription
event monitoring)O|2t11 &= STt

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for
International Drug Monitoring, Uppsala. (2 -§0/%:& 22}QIo) 4] t] o] AF§8 4= g5}

Cohort study (prospective / retrospective) | IZE H(HEH/SEHH)

| (=0 et imo|F| 4)

EF DECo| otelEThS AEotn AlZte] S0 T2t 0|52 FH5I0] 21| X10|E

Solst o1, ASE PiTs HIHOR 5 01 501 ARAZ SAI 23St Saxoz
AL Z2p7t 00| Wilol = O|RT|F) ME E= QIERE Sl I AFIE K=

Company core data sheet (CCDS) | 2|Al M X2 EA|

MedDRA Labeling Grouping 2024

S=67FARHMAH)7 2Aet= BME, oFd HE Qo M3SE, 84 -8, Ad=%st 3
MSot 2AE T e HEE ZHBict

Source: ICH Harmonised Tripartite Guideline. Periodic Benefit-Risk Evaluation Report (PBRER).
E2C(R2). 17 December 2012. Available at:
https://database.ich.org/sites/default/files/E2C_R2_Guideline.pdf

Company core safety information (CCSI) | $|AL A QFHM HE
MAH(S=5617FHXH 7t 2%t S|AF 2l XtE 241 (Company Core Data Sheet)oll Z&H=|0]
U= BE 2 Y FEE, MAHE O|E i =S AR B2 2E 2710l S{7FAIZ0|
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MS

Tt ol(Th K| AP =0| 58| £82 270t R M) Al HIZE2
H7|E0E 2ol 7 |ME=IA=K (listed) &= 7 [M=|X] U= (unlisted)E B X
HEO|L, AMSEDE {610 O|AE|AE=X|(expected) == Ol &BEK] Z3H=X](unexpected)
£ MERh= 7|&2 OfL|Ch

Source: ICH Guideline E2C: Periodic Safety Update Report of Marketed Drugs

Commentary: CIOMS VI &% 2&2 L 320iIM ZA 2R = S0t LR X|HojlM AT 521 olofEe| 22
G2t 2(44) LMAI-|A Lalish= MRS Chgt A2 7|Z02 CCSIQ| AFEE efsl{of Sittr 211 IS,
&3 CIOMS VI 21MO| 7, MM b.(3).

O|H/CHE Hel:

Company core safety information (CCSI) | S|AFSHA QFHM HE

IOMS VI Clinical trial safety information 2005 [REGEYRus:I=Sp i MNESES)
MAH(ES517FHXH 7t ZHd%t 2AL 2l XtEEA(Company Core Data Sheet)oll ZLat=(0f
U= HE 2 oM FEE MAHE 0|1 siie =2 AR £ 2= =71001M S{7tAr)
ZOlE| =5 Bl(ch oIX| AP =0| S5 S @+1%k= 2= M), AR HEe FVI80E
2t 7| XH=| A=K (listed) EE= 7|KHEX| QRt=X] (unlisted)E TESHE EE FHEOILE HLEENE
2[5t0] ol 4| A=K (expected) EE= OIASHK| R =X (unexpected)E BTtSH= 71&2 OfL|CE
Source: ICH Guideline E2C: Periodic Safety Update Report for Marketed Drugs.
{CIOMS 47 1 Il B V 2314 34]3)0] ol 2 ZFFEA] glgkor), djg] by i o] /o]
=9 E Y}
Commentary: CIOMS VI 4% JE2 CtE X0l ZAPTE ZHEl = S0t UL XIHofA AR F21 =9
B AR Z(44) AMA-OIAM LASH= ARIS0] CHet A& 7|EO 2 CCSI2| AF8S Ta{sHof ottt
1 QAS. A1 7H, MM b (3).
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46. Compassionate use | SHH Al2
CIOMS VII: DSUR 2006
CHA| 7hset QFSt D 2atAQl K| =7t glo] UBE(X| b2 K|=2| AHZ0| HYetk|= Sris
20| L= 7HE 2AXof|A| 0517t dZE MEdt= AL
Proposed by CIOMS Working Group VII.

Commentary: 25 o[t AFHOlIA= “SEHE ALZ "2 AIZIOIA ALZS17| I3t AT w1l S T A=
KzHE MSol7| flet Y2 Foltitt, S5 LIE A= SH0| gl= iR OFE 7H0)A| O] EXIE &ttt
CHA|, Slofs = 7IEF R#0| “SEA A" of Choll Al Y= 2FE AlHE2 S2lS 2otof oIt

—_

47. Completed clinical trial | 2tZEl QAAAIH
0|8 7ttt 2|Z AUMAIH ZotE nM7E EXHsh= S,
Proposed by CIOMS Working Group VII.

Commantary: ICH 710|=2}2l E3 (A&A[ed EuMel 712 Sl LI)2 TR &=l Q=X ALZdk=
A|E 71 HAQ| BIZElo|Ct,
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Cl
48. Composite endpoint | St LIS
CIOMS X: Meta-analysis 2016QRCEEY kb= MINFSES)]
=ot WItHSE= VE HHHSE Tt 2ute| th MEo|H, 2 24eAE O XNE
QiR Rolnfs, Het Ejviac] ol AUHOR AEE AR, UK A A

=
HIX|HH =|ZF2| &0l MACE(FS &gzt Atd)7t QUL
Proposed by CIOMS Working Group X.

49. Confidence interval (Cl) | A2|72Zt
| (B30] HA=2 xiibo|X| &=x)
ATHIEZ(RR) S, E8E Qg0 S2t4d HR|E LiEfl= w2t YR o= 95% Cl
2 HOE|LF 99% = CHE 24 == UL 95% CI7H0.26~0.962! 22, XZ=0 A2 AFA
LHES L2010 JYSS LIERHX|ZE A Z4(RR = 0.26)2 Cl|o[E{2t 8 22 244(RR
=0.96)2 CllO|E{7t YRIErS o|0fBtTt, ALS| LSHH, 95% Cli= o[2{et 722k2| 95%7+
Moo= 2 M Ax| 22AZ(H7I0M= RR)S Zefeith= A2 o|0[stCt o] f ZAl=
519H0.26) 2 A940.96) 41Z|77Ho|Ct ZA|0 RR=12t 22 null 2{0] Z&=(0f QO™
Xjo[7} EAMCZ ROl6HX| k22 2lnfetH(dl: Cl=0.5~1.8).
Proposed by CIOMS Working Group VI.

50. Conflict of interest | O[SHANS
CIOMS XI: Patient involvement 2022QKESS

(Y=0] o= yjin|o|X| &)
2ol = 71F MR 18, TG ri* X O = WL 2k Arstof| ofslf JHQIQ| EHEE
2 e WS0| HYtt Zukg He(EE WS W 2I0R Hols) 4,

Proposed by CIOMS Working Group XI

51. Confounding | w2t
CIOMS X: Meta-analysis 2016QRCH=Y b= MINESES)]
|

RIS Off i o8 Kol AB(EE SOl SEL Uikl el g 218 v
HOI|7|= HaTH EXHSIH, O[2{eh -0t oFF Foi= MX|2te| HEH0| AL S0 U=
HIAHSH
2o

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

2

e

l

52. Confounding by indication | HSZ0]| 2/t
CIOMS X: Meta-analysis 201 S IEI= L= i o b E=E:)

ol ZNo|Lt WS} FOfR K20 st HSB(ES 37))0R HEH of 2ot Ao
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53.

54.

95.

@24 HE, W2t OF i OfstR AAI0] ARB(EL BlIl)nt 2EH0] IO, 80| HEE
(k= 271)0) HHnt Bl ZD} st $20| o &,

Source: Miquel Porta, ed (2014
ISBN-13: 978-0199976737.

>

Dictionary of Epidemiology (sixth ed.) Oxford University Press.

Consensus techniques | &e| 7|

| (Y=0] Hei=2 XjiHo|X| &)

7H°|°| FTh 20 22| tE= Az £8 Tsth s A0l =E5h= O AR8El= EiH =
TZNA,

rir

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

{20224 7€ 159 7]& Y27} F-aopX] @2 Alternative source: The Consensus Council, Inc. agree.org.
Consensus-Based Decision-Making Processes. PDF (undated), accessed 5 July 2022.}

Context of use (COU) | AF2HHA

CIOMS DILI 2020,

(EMA) MZ2 A[RHHO| ArBEl= 24! 8! oFF JHt HAE AFZ=X0)| Chst XSt
Yol 7HESH 4. Ol= RE MY Hot L tiet 7HE=2] IS 918t £
7|=o|ct,

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

(U.S. FDA) 2|9F= 7 =717t AFZEl= HA] 5! ofoFF JiEn) 2HAE AR = H0f| Chet
okxfolm ekt Mgy,

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 | 2&H

| (E=0] =2 XiHoIx| &%)

ot Ho| HE= HHEE C|O|E{2| . T 7HEHSE A2 4709] MIO| QU= 2x2 HX|TH Aot
Fo 7H==01| H[$H2 ST

Proposed by CIOMS Working Group VI.
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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://www.ema.europa.eu/en/documents/other/essential-considerations-successful-qualification-novel-methodologies_en.pdf
https://www.ncbi.nlm.nih.gov/books/NBK338448/
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56. Contract research organisation (CRO) | QAA|EEL |2
CIOMS XI: Patient involvement 20220 RIS Rat: =S i NES )
#11: Research organisation

57. Core data sheet (International prescribing information) | SHA K22 A
O|%E MZ=HA| 7t &’é Stz ZME, sie A=20| AlHEl= 2E I 7101 ST AR
TOE| 5 ok A20[|aS 59| 2E 2 oy FEE Trel HY|=[R=X|(labeled)
OF-IX|(unlabeled)E EHEHSH= HZE EA0|E2 g HIM0f| ZeHEICE
Proposed by CIOMS Working Group II.

58. Correlatlon ”*.-_*3'-*7#
CIOMS VI: Clinical trial safety information 2005} REmt I R RS
(@ 2 Ol)e] ik 7t Ehalol A, At Zmol SEol MR Wels
(St 0| MR OMSIE] O(ER| 12), +1(2hSt eto| MapiAX(o|Ct,

o S = Ry L' O

Proposed by CIOMS Working Group VI.

59. Covariance | 224t
CIOMS VI: Clinical trial safety information 2005iREE4G k=]

HAE
T HRTE M2 HEE|0] HH5h= UAIS SAKC R ZHot AL 2l 5 217l Aol
AFSEILY.

Proposed by CIOMS Working Group VI.

22 xiiH|o|X| &=)

60. Covariate | StHZF
CIOMS X: Meta-analysis 201 6jRE === i pESey)
AT B ZUE o|E o U= B, SHE2 ZHAQ| AL MY QU wEkHa
= 21 HAQIXHeffect modifier) 2 =& ACE.

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

of3t/che Fel:

Covariate | 2tHzk
IOMS VI: Clinical trial safety information 2005RE gy k==
CHE HaQ O 2AVE JEXIE AHEE Ha, YUMo == M (F)H~E o|0|SHK| T
PHAIAL utStas crl AT ao|Ch
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Proposed by CIOMS Working Group VI.

61. Coverage M8 He|
CIOMS IX: Risk minimisation 2014

&10: Reach

62. Cox model | 2A 24
| (=01
1972400]| O] B4 TIokst David Cox 22| 0SS I HEHE!, MESA0) ASE|= Tl
oMol of HEf, O|AMEIS Tt 22 UL At AFA EHM7IEX| 2| AlZHol| CHEt S 7HX]
MHEHLO| FAE TAF £ QUOMH, 025t MHHATH ZAutof| O)X|= ol et R 7|
718 E BHSO{HHCE

Proposed by CIOMS Working Group VI.

AR xjiH[0[X| &%)
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63. Cross-sectional study, prevalence study | CHHE QHE ¢
£ Survey
| (2201 wofte iHo[x| 4
EX AIEQ| BRI Ha(0f]: o=, AMd, )2 REES EHSH= A
A2t 0T Bt AFFHo0|A CHHAE T = RRCHLY A =
22 gl ot &0 REE 52 ot ol AR &+ QL.

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

z)

64. Crude pooling | 2 3
CIOMS X: Meta-analysis 2016 IO ST EIr=R T WA EES)
0f2] 710l A L2 HIO[EHE iy HTES| EXME RAISHD T A0

FlEoto] SEfohs Yd

rlo
N
5
ot

Proposed by CIOMS Working Group X.

65. Cumulative meta-analysis | % HEH2A
| (0] #iotee Xiimo[x| %)
(BHY £z E2 30| mef) X™E =M= AFE S FI16H0, 21210 M= ¢t
Z71E moiCh Z20E 96t HEREA], =& HEREAIQ| TR0l 2f SHME T
Aol A2t} oL} 2 H7o| F=710] HE Bt ROFS LIEHACE
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Source: Glossary of Terms in The Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)

66. Current practice, &1 Normal clinical practice | X[l Tzt
| (Y=0{ Hei=e iiHO|X| A1)
E73 X[H0i|M THZ & iLt 0l&k2 EF5h= Tt RUE = X2X =AE 2
MRHOR 7158 4= QICt.
- 0| QETEIP YAE o= SABIH, AICHO| FIEZT WA= AKX 23,
- Z7H0i| 7|2Fok TIEE7 |0 w2t s~ E,
- 2 ofst EH|ofl A Eretioh XAl Lot /LS.
- HAIEE WEE o E2Y=0] o= Hat
- =7t = I AZET0| M8E.
A M FZHS BEE K2 (Standard of care)22 ZHEE|7|E st OEX| 42 & QUL

Modified from: European Network of Centres for Pharmacoepidemiology and Pharmacovigilance
(ENCePP). ENCEPP considerations on the definition of non-interventional trials under the current
legislative framework (‘clinical trials directive’ 2001/20/EC). 22 November 2011. (PDF)

67. Data and safety monitoring board (DSMB) | C[O|E{ QHFA DL|E{2! 2213

{ZF1: Independent data monitoring committee (IDMC) EE 9] X}7 HL]E]E 2] @3]}

68. Data lock point for DSUR | DSUR®]| At 02} A|H
DSURO|| Zet|= Atz 0| ¢i7t DA A= XIME Hl(E, ). =u-2 &=
AMAIRAZE2IY(DIBD)S 7[Hte= $ict,

Proposed by CIOMS Working Group VII.
O|H/CHE 2

Data lock-point (Cut-off date) | Af= OFZf Al

EZoH 24 P EHE0]| SYEl= Rtz7t ORE It QP B M 2ERt= 0] E AR TS et
=S FESI0] HESH HRDIC,

Proposed by CIOMS Working Group II.
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69.

70.

1.

72.
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Data mining | Cl[O|E{OIO]
CIOMS VIII: Signal detection 201 (R ICE OIS SR SEES)
Adopted by: [CTOMS DILI 2020

CHEC| CIO[E=2RE RE% HEE XS22 F&0k= Ul AF8dhs 2E T 7.
0[0|E{0t0|'d(data mining)2 EfAA H|O|E] 2449] SHHENOIT

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

Data monitoring committee (DMC) | At ZL|E{Z! |23

{&11: Independent data monitoring committee (IDMC) & &9l A& HZLEZ 9 ¢l5]}

—
m
)
<
©»
>
2
O
o
m
2
z
:|
o
2
o
(9}
m
2
m
P
>
-

Dechallenge / Rechallenge | 0=t / ZHE0

CIOMS Glossary Advisory Board, April 2023]

E0{ZCtt(dechallenge): SHXI0]| CHSt 2E FO0IS FTHSHO] O|AAR|(AE) 7t RI&SEHEX

O{RE 2HESt= A O|MARIIZ X|&E R FHETH IS S4(negative dechallenge)

OF H7|E|H, QIRRHAZE UE 7Hs540] HLt O|MARS| BBt ZHASIAHLE AR 22

E0{ZEHH2 2k (positive dechallenge) 22 E7|=|0H, Qlat2tA |7} QIS 7HsA0| o 3ct,
E0{(rechallenge): &Xtofl7l FES CHA| £0{SH= Z4. O|MARIZ} CHA| LIEILLE H2

Ol= THEO 22 24 (positive rechallenge) 22 F7|=|H QInHA IS Z=2SIH| AAFSICY.

O|&fAR|7t CRA| LIEILEX| Sb= B2 MFX HHS S4(negative rechallenge)2= B2 |=|H,

QItEATL S S AIAFSICE,

HY Eo{StH(partial dechallenge): OIMAR|7 RISE =X (RS 2HESEY| 2lch 4=

FoE E0l= A

HL2 HE0{(partial rechanllenge): O[AAR]|7} ChA| LIEHLF=X| GRS 2HEISE | 2[6f

Of2S MEIXOZ CHA| FO{SH= .

Note: E11A0f|A, CIOMS &2 JF2 “SXjofA| YA R2Mo| g 7ts40| Q= BT o =Ho =

MEHE o DTt HAIICE. [WatM, X| 2 2JAte] e et ol d=l= 2ot 2tXiel K= 3
Y HFHOZ UH0| A= FR0i|2 Bl HRlol|AH| THFAE == ATt (Current Challenges in

Pharmacovigilance: Pragmatic Approaches. Report of CIOMS Working Group V. CIOMS; 2001: page
131-132.)
Proposed by the CIOMS Glossary Advisory Board.

Designated medical event (DME) | x| oJ&tX Atz

| (Z20} HeiEe xiTo[x| %)

=0 BOfSICHD 7HRE(H okEat 2HEEl 0] =0t 1-371 F=r Enk|rete 22
(alarm)E LSAI7|= O|MAR. O 0|2= AE|BA-FA ZF, SEHI||AL 7HEN,



https://cioms.ch/publications/product/current-challenges-in-pharmacovigilance-pragmatic-approaches-report-of-cioms-working-group-5/
https://cioms.ch/publications/product/current-challenges-in-pharmacovigilance-pragmatic-approaches-report-of-cioms-working-group-5/
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Cli

OfLFEIZFAIA, TSR tid 5! CHd 4l 4lM|S(torsade de pointes)O| UL

Source: Hauben M et

al. The role of data mining in pharmacovigilance. Expert Opinion in Drug
Safety, 2005, 4:929-948.

73.  Development core safety information (DCSI) | 7Hi SHA! Q1 M
CIOMS VI: Clinical trial safety information 20058K& Rk [t [MINFSES)]
Adopted by: [CTOMS VIT: DSUR 2006]

M|
(Company core safety information, CCSI)2t 7127t S5t HE 2 oY FH9
20| Zet=|0] QIOMH 0= IB 2= LHOIIA T XtAMI5| A o

7|TH=|0 =] (listed) == I=X| 242X (unlisted)E BEsh= 71E0| &= EE QR
=AOILCY,

Proposed by CIOMS Working Group VI, based on the report of CIOMS Working Groups Il and V.

74. Development international birth date (DIBD) | ZLHQ| X QAIA|EIA|Z]
ol
CIOMS VII: DSUR 2006
HNA 0= LI ME SIHE AadAled
Proposed by CIOMS Working Group VII.
{1 International birth date(=FA] B 5/71)}

o
1o
fived
Pt
Hu
o[>
ro
i
rr
ot
N
TE
rlo
ne
=

75. Development pharmacovigilance and risk management plan (DPRMP)
W CHY olekEe| AEZA A flold A=
| (20| HA=2 Xiibo]X] &)
Adopted by: [CIOMS VII: DSUR 2006] under the heading ‘Development pharmacovigilance and risk
management plan (DPRMP) or Development risk management plan (DRMP)’
YHAE T 2lofF Rellzatel BX|, Bt oA, 210 5! of g} 2 252 As| 2let
A=l O] Al=l2 Z710i| HA|=|0{0F B1H, =2 oF= = 8#C| JHE 2 A|A Tt 24
2R Al +F=[0{oF Sict,
Proposed by CIOMS Working Group VI.

76. Development safety update report (DSUR) | 2IAAIS
QHMMEE B
CIOMS VII: DSUR 2006

N = A B2l o=, WSS MM = wiilo] Rold-2lsly el S Ry

ol
1o
0
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MS

FEOf Tigt 715 QAL 1M, AEAH Q=X 7712 HiES SX2 ZdelLt,
Modified from: CIOMS Working Group VI.

Commentary: DSUR2 0|0| SQIE 2oFz2| MZR Ek (O: M=2 M[d, B3F, RETHol| Chet A[HS
EI5101 JHE FQ1 2F20]| ChS RE AAA[HO| oFHd HY Qofo| Aats SO A2 Ol LAAIYX
XEd /e i Sy oM HEB(DCSI)2l 2E HE ARlol| Cifet 7% ghs o 4= UL} 0] Hooj HZE
FAY-2Id 2= MZ KNS CHE s TEXRI JHES 2{0[6HK] 4, AR} BE= SARS0] et

[ = o =

Gl T2 S T K|t QURIO) Cift X401 TS olofsict, 2TFKQ! TS 1A, MM ¢ ML,
OfFH/CHE H2l:

Development safety update report (DSUR) | AAEE o|2FE X|M oHHMHE
By

| (Z=0] HA=2 XiHOIX| H%)

TN IE= S B0l oFF, MECA H|K| = dAlo] RAM-Q(sld Al & ok FHO||
CHeH E7 1M Q1AM A&A™ 22X A7 |2 HiES X = et

Proposed by CIOMS Working Group VI.

Commentary: DSUR2 00| &QIE! 9|oFEo| MZR S8 (0: MER MH, HSZ, 2R i3t AlHS
TEketo] T S0 oFF0)| Chst ZE AMA[RS| O ZH Qoo FEtg AlfoiTt MR 0l YAAIEXE
RHEE /e i sl ok HE(DCSI)e| ZE HE ARgol| Cih 7|% HEkS g 4 lrt CIOMS VI
AR JZ0i|A= 0|2 (IND Sl 210M) X EU (A2t QR E11A])2| AFAIE0)| Clistod DSURO| 334
ME O F7|210 2718 ZSID Z3kA7 = BHE 98e o 4= AUCtD 210 QU0 XAst g2 738
Aottt 2 BOME 71F 0= T F21 CIOMS AR 2E Vii= (213 HuAfe] @A, Lig 3 Al7|of Ciet
MIE AREHS ®IALSE | 2fe HEstn QUCt,
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77.  Direct healthcare professional communication (DHPC) | S|2F27}e}e]
A AL S
CIOMS IX: Risk minimisation 201 4RREEIEY Kbl SpNp: [MINESES)
S2O7HHA = 2rE=0| o AtF 0t TSI £ XIS FoHLE ARIE 2HY Bt
UCtE WS LE7| 28 2 MEE 2 SHE IHHRI0A| 2 MESH= QAAE FH.
OIS S0, DHPC= MY HEHE ZHSC2M O|ofZnt 2iEl EH ol 2tst 8l/E=
O|ARtE BEE HaA7|l= NS SHE o £+ UCt
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§ 1)
EMA/118465/2012 OF73 1, 2017 10€ 9¥Y)oA 2815 g2l o]} 941 Rules Governing Medicinal
Products in the European Union9] Volume 9A° Z 315 Y-S

{EU Guideline on good pharmacovigilance practices (GVP) - Annex [ (I d 5. 2024d 7€ 269)o419]
Yols o oE

‘BES IR B YUY ro] 9oFE T FEolo] EY XA oAU YHE XYY LU = AS
ga)7] Qe £ FEE JZHAET} AAHINA A dLol= YGALE A d/E £9], DHPC= A JHE
Yoo ZH] OFRT} FEE EY Yo yo] gl H/EE o] ke RHE ZAA7IE e EHE T Y
DHPCE 9| 272 7F9] 9]0 tj3t o] ofi{r}.”}
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78.

79.

80.

81.

Disability-adjusted life year (DALY) | ZHOHEH MZELi4

Clinical research in RLS 2021

A7| NYOZ Q1610 M4l5h= H(years)2t ZOHE 2t MOPh= Ao of, 22fE 44
712 Fol|7| T ottt

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

{2 FoJE CIOMS 47 15 B1419] 78 104 32l 713}

Disease outbreak | 2 CH3H

Clinical research in RLS 2021

MAEAZIT{WHO)= “ BRI 7|CHXIS Entsh= EE AllQ] " O 2 FOIBICH Al
= HEO| 21K, 32|10 ofoi| gt O] S 7|E eEQ| 2 3! R0 [t CHFSICY,
Source: World Health Organization. Environment, Climate Change and Health. Disease Outbreaks.
(Webpage, last accessed 3 April 2023)

{2 oL CIOMS 45 18 HiA9] BE 304 219] 7}58})

Disproportionality analysis/Analysis of disproportionate reporting | S 24
| (B30 AL xjiH[o|X| &Z)

Adopted by:

SAN =2 2EO| of|Z0] Hish SrHNMOE O B2 YIEE HIE ooz
HAXMo=Z Aldet SXof T2 QA Cf|O|E{H|0| A0 CHot HAHE
HE,

o
¥
ofm
-3

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

Diversity | CIFd

I (Y=of
EThLy 7H°|(01| AIZCHAIRT)O] A, °._o
H, CIYE2 ot Mofoh A, 2tE
S ot

Proposed by CIOMS Working Group XI.
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=
CI

82. Dominantrisk | T2 $IsiA
CIOMS IV: Benefit-risk 1998
A Qlohd T2mlo| =9 QIO T 7IRE|= oA,
Note: £ US4 S HHSl= Ol ALSE|= CHE 80= Ukt Iy L= 2ot S2l(driver) SO| QULH.
ZQ QiE2 szt MiZQ| HMutMol sfld m2mi! 5! s 2H2|ollM CHE QOIEECTH SRt otLte)
olAsstSOICt,

Proposed by CIOMS Working Group IV.

83. Drug-event pair | 2|¥=E-Faj| X
| (E=201 1A= xiimo|X] A=)
KPR 270 H|O|EJH[O] A L Z|4 17H O &of Afzi| 2nAof|M RAE|= B2 ofofZat
SLIQ| O &AR|2] =8t
Proposed by CIOMS Working Group VIII.

o

84. Ecological bias (also known as Ecological fallacy) | *4E{SI™ H|S
CIOMS X: Meta-analysis 2016 REIEY =S MINESeS)

SEH +E0|M Ha 0] 2EE H2HE0[ IHE SZ0|M EXHol=s HEHES HEA]

LIERLHAL BIEBRIE 287 | h20]| 2l &~ Q= EHRE FE.

L Lo

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

85. Economic outcomes | ZHIX Zz}
SXLE =E0| XA Z£H0oi| 0|X|= Jgs E-ok= 2o X E
Proposed by CIOMS Working Group XIII.
{ZF1: Patient-reported outcome(ZR}F 7] F7F A7), Surrogate outcomes(t 2] d2p)}

86. Educational tool | W] £t
CIOMS IX: Risk minimisation 2014RRC RS RaC TR INESES)

Q1A Sl X|AS HESIT £ FE0f| st OBiE =71 #ldl 1ot xt=.

Proposed by CIOMS Working Group IX.
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87. Effect modifier | &} HHZQIX}
| (0] Hiej=e T[] AE)
1| S SIEi0IRID} 20| B2 S40| Off E0IM AR CI2 BIIE HES bl
AEOiMRIe| E4. &, E4ut X[= 7t 4= EHE0| USS Ql0[BiCt 0] 80 F

ofstiol Bi2lofl A AFREICH,

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

88. Effectiveness | ajd
CIOMS [X: Risk minimisation 2014JEECR=G k=Sl I ES=S)
O™ SV Lol AN MM AR E R &8 BETO|A oot THE e =
b=
(=) .

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

O|HM/CIE He|:
Effectiveness | 21

IOMS VI: Clinical trial safety information 2005KE g e Ru: =P MINES )
K, HD = STIARRO]| 7|RHE 27 5ol S| E (= 9lE7[2)0| Wit 2ute| Mk,
Proposed by CIOMS Working Group IV.
Commentary: 2EEORZ o5t ARH0|| LIQ= EEXQI Moli= M| A0 Ast= fltt 22 TS0
LH7| 9I3t ExH2| S=iat SAISICH

H

Effectiveness | sajd

Hub PO = S7RARRON 7IXHEl =7 B10f| AE(E= 2E7(=)0| Wists Zate| M,
Note: =2t0[2t LMol UM SHA(“real world " )ollA Q20| 2|3t watE A0t & HMSH=XIE
|08t HFLIE|O|AC] FEHEICH 2Z0l M BEtel= QolM)S Bttt

' 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.

89. Effectiveness of risk minimisation | $[oi4d 2tse| Al
CIOMS IX: Risk minimisation 2014JiCESG RS i I ES=S)
OIOFE AlE 1t TSI RO|0[3H HES LIE & Q= HEA2| oy etet Tutol M,
Proposed by CIOMS Working Group IX.

{&F31: Burden of risk minimization activity(Ya Y8lR 2] -§& B Risk minimisation-burden

balance(¥aiy &sH-E5 #8)}
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90.

91.

92.

93.

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

Effectiveness threshold | &M A2}

CIOMS IX: Risk minimisation 2014RRE =gl M INESES;
St SZE0lRkD Btel7| Slsh ZHsHor Sk ek telol 24 518 A7, kY
RJ7ike Ploiio] s, SHAIEre] FIot, FOIEI HSB0IM ofB0] KoY, Mg %

s FHE 100 FUHC R AFEL,

Proposed by CIOMS Working Group IX.

Efficacy | 92

CIOMS |V: Benefit-risk 1998

Adopted by: [CIOMS VI: Clinical trial safety information 2005] | (E=01 H%22 xiiH[0[X| &x)

OATIOI AFE 24 IO S OJ3ta 2RV} QU S5 DRI LY JHOlof| |3t Kol
RIS O|20|Lh= O|AE = Q27|50 3.

Proposed by CIOMS Working Group IV.

Note {CIOMS IV}: RE42 OIS S0, YHHOR QAAIH SHH0A2L 20| “O|&&QI" EE= H2| oAl
oM EF o|2FE0| oot ZutE oML H T71KE ZQIXIE LIEHALCY,

Commentary (CIOMS VI): 242 A&A[H 2HZ0f|A2t 20| O|4HQl Ee= 79| O|AEQI R0 EF
9|okE0| Yote TS HOMLL & UOF|=X|E LIEFHTE 2|oKZ0| HESHEAHA Z210/|M O=E X8 Z3IE
QUSTICHH “QEA0| ACH”,

—
m
)
<
©»
>
2
O
o
m
2
z
:|
o
2
o
(9}
m
2
m
P
>
=

rot

Efficiency | &2
CIOMS IX: Risk minimisation 2014 fC S laet N keS|
EXrot X2l CHH| et 2t

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

E-health

| (YE0] HA=S xjib0|X| &Z)

ZZBE| MHIA, AL B20|z F0 3 B9 WS/K|Al/HT 59 B2z ()
2OFE X/ | 2510 HEEAT|E(ICT)S HIE 220|110 QPHSHA| AFZSh= A,
:Vlla%th)‘ied from: Fifty-eighth World Health Assembly. Resolution 58.28 (WHA58.28). e-health, 2005.
2 Fole CIOMS 47 15 X1 BiA19] A4 5.3.1,2F 194 89l 7Fs3)

O|F/CIE HeJ:
eHealth

linical research in RLS 2021
NAEHZ|F{WHO)= “BEAHS 2t HEEMT|Z(ICT)2 A" C= HMolstct
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94.

95.

96.

{&X]: WHO. A 27 A7 (27]0] <], 20239 44 39 F< 7|2)}

"HIAEZAES|(WHA) Z2I0t58.280]A= “ZAZRtE| Mu|A, HAZA, B219|2 231 9l 22102
US/X|A/AT S| H7io|m () 20HE XIS | 25t YEELTI=(ICT)S HIE=2H0[1
OFHISHA| ArE3ts A" 22 YolELt.

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)

HE F 9= CIOMS {F 15 Hi1A9 22 394 g9l 7}53}

Electronic health records (EHRs) | X227 |2

Clinical research in RLS 2021

WHO= E-Healthoi| Chie A Hilf S 2 A= ZAH|A “SQIE AFXI0A £2&0| 1
QPHSIAH| HEE MSsh= Rt Sale| HARE 71872z HORICt EHROl= €RXoz
Stxte| e FTh 8l K7, ok, Le27], ofUTT, PAR S4 5! AN HARZRDL
HOLEICY,

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)

& FoJL CIOMS 42 1§ B1AJo] HE 2BojA] 3F9] 7153}

Emerging data sources | 4171 X2

HATIE A MY |=0 miut ZHIY 71719] AR B7h= X0l gl - S=-ERH0R
MAEl= MER ZEAE MEotn A2, oo wet 7|Enk CHE HO[H 22| 3 24
HO| R EICE ¢IXf O|2{8h Mt Xtz @le| EE2 HEH Ktz ol HISH M[SHEO[L}, SHCH
TR 7= DeotE B Tl iE LMo HX|QM0F | QJAFEH oM Faot
HAREHO|H EXMZ XI2|&E Zo|Ct.

{1 Traditional data sources(FE3 X&)}

Endpoint | "I

CIOMS XI: Patient involvement 20220kt i PN EES)

ULAHO|A SH7t L0t FABEK| Sl/EE SHESX|E TEHSH | s XS 4 U= At
=

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

O|H/CLE H2):

Endpoint | ZI1HS
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97.

98.

99.

Ex AHRS BiZsl| 2lsh SAROR BAlsls SH AIS vielsh| 2lstol Felsh Hols!
e LEPHOZ WL RY, WOt AY|, ARBElE BIH =, O2|10 (SHEEl= ER) AltieAt 1
oM CHS HIIE Sefohs Y SCl 7[EF MS Afeto] HAIECY,

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 | "WIHHS
|OMS X: Meta-analysis 201 RN E IS i I INESES)

("B #id 2 2T) SH0| YAHOR Qolgt 2I1E TAL 4 9lon, HEHEAC| S
SE RHHOD HRE Q2 218 MDY 4 YEES AIH U DOE M,

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

Guideline. 1995.

X (Guideline) HEX7F A7t = A0 M 71 SRt BIHHSE 2F6H| ff6 HXl=
Z2AA R0 M2t SQE7t ZFEC
Proposed by CIOMS Working Group XI.

Epidemiology | <ist

(CIOMS XI: Patient involvement 2022 fRC= K= i M INESES)]

DECHE= EMEIJHRICE FAE ETOM 42 Bt AFH0| 2ASH=s Al Bl A|7] 8l
Helof| st SkE,

Proposed by CIOMS Working Group XI.

-

Epigenomics | SMRTA[E

CIOMS DILI 2020

HIZLO| BE SRS BolS Aot 312, THRTSHN Hate MN| CIQAl2|E3tAt

(DNA) ME= HESHR| 210 RTRZ 2HgetE] AL (switch on) 2E-getEl=(switch

off) 2fA19| #2}0|C}, Ofi= Lio|ot Al0|RE, 25, ofE, sietaXnt 2 Q0o it

LS Qlol LSl o QIC} SHRTE Hsh= JHolo] A ofedof FEs 01 + QloH
o

SL0fAA RHA0fA HEE = QUL

Source: United States National Cancer Institute (NCI). NCI Dictionary of cancer terms. (Webpage
accessed March 2020)
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100.

101.

102.

Evaluation of drug- mduced serious hepatotoxicity (eDISH) plot | k=4
%zs 7=y n*?t(eDISH)

lllﬂ TBL=t ALT 7 AHEAE 2O/ BASH A, & CHEY AR (UL )°I IﬂH*OIEﬁ
MO SXM2 Hyol B AAZLS LEFHACKE, ALT =3 x ULN, & 22|12

ULN). eDISH EX2 J2{Zo| 2= MEH ARZH0|| 2 X[Sh=, Hyel Bl i TII 7|I4
HMHO= UX[Sh= AYHEAIE F2H o= HesH| HofEL.

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)S33-S45. (PMC full text, Journal full
text)

Ewdence based medicine | 2ZHEH 2lst

CIOMS XI: Patient involvement 2022l kalci SN ke

EIHEI fSHN AHE LpH0| 10 HASHH oAHSIH| ALESH0] 7HE 2HXIC| X|=0f CHet
2¥s U2l= A

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

Expected and Unexpected adverse drug reaction | Of|AFEl /04| AF5}X] 28t

ofE0[AutS

| (Z=01f HiA=e xioIx| Hx)

Adopted by: [CIOMS VII: DSUR 2008] under the heading ‘Expected and Unexpected adverse drug

reaction (&11: Listed and Unlisted)’

Ofl&HEl OFSO0|MEHS(ADR): O EM = 37t MAsh & oM FE(0ll: 0/s{7t
LMAHE 2oFE0 B2 LA XL KZE E, 671 MiEQ 22 MEEAM[package

insert/summary of product characteristics])0ll ZLefE! LIt LX[SH= F=0|AHRES,

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

{CIOMS 4% & V HilA Oi]L FAZ] 0] Gol 2 FoE|R] YQIXITF B 11419] of 2] FojA] expected?] /fH O]

=59l B4 4l F.

Of|&}SHX| ot ADR: O E’S = EBETH S HMZ2| S7IAR(O]: O[517t YA &

O|okEo| 22 UMARL AR Ei=, 671 MiEe| 22 BEEAM[product information/

package insert/summary of product characteristics]) 2t 2X|SHX| b= FZ0|AS,

Source: ICH Guideline: E6 Good Clinical Practice

Note: ICH= “Ofl&lEl AZ0|MHE " S HOISHX| 83.

EU: “OIMSHR| Rt A20IMEHE " — O EM H= ZB TS JMEC| S{7RARKOH: O[517 AMARE

olorzo| 29 UMAIK K= i, 57HE HZO| £4 QoM UKIelx| e ok20jatS,

BT,
{CIOMS VI} Commentary: “GiI=4" 2| 7HiE2 0F0f| 2H&F & EMSIE|RE 2 U T
ARHIE 9|OJtt, Ofi= s AF=0fl Chol LeATl ofz|aty EM4o2RE OAEIUS 4 U= Z(CHE 20|29
Oll&kEl)2 2|0Jskx| QH=Ct, 2i2tof| m2kA] oAkl (expected) 3 Ol AISHR] Z3Hunexpected) 80{= (AT

YK 242 4 s

&
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olorE el ZAIKQI H|0|E AEHEE M (package inserts)2| 2<) “E7|E(labelled)” X “ E7|=[X] 42
(unlabelled)” = (LA RIZE, 7HY A OFH HE(DCSI) = S|AH A oFF HH(CCSI)e| 2<)
7|7l (listed)” %7 IKHE=IX] 242 (unlisted) " S 2l0[gh 2= QICH 0[2{3H CHE 80l= & S0{EIIMT FHOlEICt
{CIOMS VIi} Commentary: “0I=4" 2] JHE2 O[Hol| 2 X 2MIE|AS += A JHX| 2 =

U= ARIE O[0[BHC}, Of= RIZ2|QFZ0)| Ciel AT of2[st] EH0A oilAtEl= Z4(CHE ojo|22| olatE)S
O|0[&HR] eh=Ct.

[y

103. Explanatory trial | EMIZ] QIAMAIE
CIOMS Glossary Advisory Board, September 2022
o= SH|E 2HFol|lM EF K=o 222 HIH5H7| o] HAIE 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.

E11: Clinical trial(2IAMA[E
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104. Failure modes and effects analysis (FMEA) | DEFSE] 9l HekEM
[CIOMS IX: Risk minimisation 2014] RSl e et U E e
T2MNAES HIISH0] OC]0flA OfEAH| nEO| LS 4 UEXIE AHS
AN kS HWI5I] TEMA0|M 71 HZ0| Hest 222 AlESH= KA X! 2,
FMEAO|= LIS Arefol| et AE7H ZetEICE
- T2 M| A0 ZUSHE THA|
- DEHEEH(F0| BRE 5 U=XI?)

- DTN IO HSH=X]?)
- DEES(REOR oISt Zate D0IX?)

Modified from: Institute for Healthcare Improvement (IHI), Cambridge, Massachusetts, USA.
Failure Modes and Effects Analysis (FMEA) Tool. (Webpage, accessed 16 Jun 2013)

105. Fairweather Rules | Fairweather 21%!
CIOMS VI: Clinical trial safety information 2005QNEag kit [INEES)
Loty HE BASH| 2/sH FDAOIIA A= A&l

&1: Fairweather, W.R,, et al., Biostatistical Methodology in Carcinogenicity Studies. Drug
Information Journal, 32: 402-421 (1998).

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition



https://getitglossary.org/term/explanatory+trial
http://www.ihi.org/knowledge/Pages/Tools/FailureModesandEffectsAnalysisTool.aspx

Final pre-publication proof provided by SeltaSquare, 4 February 2026

106. False negative | 9124

CIOMS VI: Clinical trial safety information 2005gESEgkak:r== (i [MINEES)
YUMo = THHAMOIN AXZ HEE of Q= AR HAF 21
SAXN A 2PVt FOISIX| toLt HRIHA(=XI07t §iZ)0| AHA
MEEICE 0] YUo| Lt SHE2 M| Kto[e| 37|0f w2 Ct2Ct,
2ol o] 37|18 715t 7| B2 FVIE E’éﬁ % . OIQE%
ADR ZMZ0| %o} Relot X{0|Z 2Rl5l7| 0HREZE BF &2| LIE
Proposed by CIOMS Working Group VI.

(&1 Type I and Type Il errors(A1& ¥ H2F 2-7)}

fuin
ua
oot

Ml oy oM
0 4o o
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rﬂ oo N oo
Z v 0x
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107. False positive | S
CIOMS VI: Clinical trial safety information 2005QlEE ko RIS E e
ol

USFEOR THHZAOIA THO| Sl AIRS] ZA 2T} G40l HOE T8t SAN 2
Zapt QOStL HEIH(=AIR 11017} §12)0] AbiIA &9I ZL0|T SEICH 01 20|
duet sige BAXDL Oj2| SEE 4 UL,

~
Uw~‘

-1 Type [ and Type Il errors(Al1& I X2& Q7))

108. Family caregiver | 715 ZHH9l
CIOMS XI: Patient involvement 20220 REI=U RISy [MNESES)
£0: Caregiver (2H8¢21)

109 Fisher’s exact test | I|A{2| MEtAA
CIOMS VI: Clinical trial safety information 2005QEEd kit =a i MW E e
UL Mlo| X7t &I I ARBE|= F10[MlE &2 Chet 1 Atz Pt

Proposed by CIOMS Working Group VI.

A ElCt.

njo

110. Fixed effects | 183}
| (Y=0f HA=L xjim|o[X| &)
7HE AROML| X222t FHKIE HERZAM0IN SEot= W F SiLt DA =0 2E0)|A
W AROMS| =FK| 7t HESH2 2401 ZEE(X| @=Lt 2t A7C| 7|0 YR o= Zf
Ao YO QfshAt AFEICE (B2 Random effects)
Proposed by CIOMS Working Group X.
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111.

112.

Forest plot Forest | 22

CIOMS X: Meta-analysis 2016QRCEEY kb= MINFSES)]

SeE HEHEA Zutet oA tlEF2 Aol ZekEl 2t Aol JHE ZtE IO = HHitt A,
o EXS Sofl ¢+ 21t 7te] 0| G S 2ol o UL} JHE Aol Bk 2 419
FHAE R Sf= MAHHEOZ HAE|H, TA| 2M0i|lM S| 715%|= H FEX|0fA
TR Ao HAEO 2 HA|E|= A7t B SEME2 2 AN S S3t6to] 2t 3419
A2 2ZHCI)S LIEHNH, g4t JX|= QX2 Yo = 95% CIO|CE.

HIEFEAM S| MEFY M X|2t T Cl= Sfttof] & CIO[0F2EE HAIEICE CHO[OF2E FY2

SEE M FYXE LIEUH, +8M E2 CIS LIEFC.

[

Modified from: Glossary of Terms in the Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)
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Frequentist statistics | HI=3=0| S|
CIOMS VIII: Signal detection 2010J GRS =R AR ES)
HE7tset MY e BE FE HPUES 7SI A7 1Mtz 2 2.

Proposed by CIOMS Working Group VIII.

113.

114
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Genome-wide association study (GWAS) | HERHH| H2tEM
CIOMS DILI 2020
Ales FEHf| Cis 100,000~1,000,0007 O|AS| HEX|XIE AFESI0] RTHA #HO|2f

S £ 70| HENE B BT,

Jm

g 21

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

Genomics | RHAIS

AZ{OIL}CHE R7IM[0]| U= HISAZ[EHAHDNA) (ZE SR Ieh)o| HH| MIEO]| Chst
AL AR F2| A2l 2= MIZE0l= FAAIQ| St SRIE0] S0 U, REAOl=
AHEfo| eetstn MAksH= o] Z2est DS HEIHE0 UL |TN| Hs HARXIE0| SiLte
FEXEZL CHE |TRIQL = 2 MoAE0l= WA & P, MEEen 22 £
EH0| Pykl= WAIS Ofdlidh= Ol =20| & 4= ACH, BEE TIT, K= X ofYdh=
MZ2 o dAHOZ 0|01 4= QT

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



http://aaz.hr/resources/pages/57/7.%20Cochrane%20glossary.pdf
https://jamaevidence.mhmedical.com/glossary.aspx
https://www.cancer.gov/publications/dictionaries/cancer-terms/
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115. Good Clinical Research Practice (GCP) | AAIE 2t2|7|=
Clinical research in RLS 2021
QUZt AT AR} {5t AMHTO| A, 3, 7|1F 9l E10f| tish 22lE 22(H
e 28 BES S8t "R

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 Ho)= CIOMS %7 18 B1419 44 3.2004 89l 7153}

116. Harm | 83l
CIOMS IX: Risk minimisation 2014 REI e LraRu AN ESES)
O

A o
T, S E= XK ARIE 7122

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

117. Hazard | 9§
CIOMS IX: Risk minimisation 2014RNeE =GRl =i PNESES)
S5 A0lIM IS 7A 4 U A = FOIT R0l 9l 24,

Modified from: CIOMS Working Grou

<
<

O|H/CHE Ho:

Hazard | 9I&

IOMS |V: Benefit-risk 1998,
Adopted by: [CIOMS VIII: Signal detection 2010] ! (E=01#<22 xiiHo|x| %)
EX MEolM ISHE T|E 4= U M2 23 2.

Proposed by CIOMS Working Group IV.

118. Health literacy | ZAZHE O[Sl
CIOMS XI: Patient involvement 2022QNEE= gkt S i PN E )
HLEE| M2k, 0| olshsty, Hristn, MESh= 7Hele] 3.

Modified from: Sgrensen K, Van den Broucke S, Fullam J, et al. 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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119.

120.

121.

122.

CIOMS XIII: Real-world data 2024
HRQoL2 ZE2t X|=7t 2Kt 4f0] 0|X|= Faks HHot= 7R, THele] ddut o
AFS| X ofstol| ot QAL St F

— =2 o =

X 2o =2
A2l ohd, AfSiE| oigt 43'g Tgsict,

' Guyatt GH, Feeny DH, Patrick DL. Measuring health-related quality of life. Annals of Internal Medicine.
1993;15;118(8):622-629. https://doi.org/10.7326/0003-4819-118-8-199304150-00009

Modified from: Velentgas P, Dreyer NA, Wu AW. Outcome Definition and Measurement. In:
Velentgas P, Dreyer NA, Nourjah P, et al., editors. Developing a Protocol for Observational
Comparative Effectiveness Research: A User’s Guide. Rockville (MD): Agency for Healthcare
Research and Quality (US); 2013 Jan. Chapter 6. Available from:
https://www.ncbi.nlm.nih.gov/books/NBK126186/

Health technology | HZi2|27|&

| (o] ol iHo[x| 24%)

1z B2, HE ofl, ZIE = K=, 1 = F7| X|=2E ?fet A, o470z 2| =0
AEE|= QOFE, WAl 7|7], =X 3 22| HAZF ZSEIC,

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

Health technology assessment | 2Z12|27|& T7}

| (0] Hiol=e xiiTo[x| 24%)

Adopted by: [CIOMS XII: Benefit-risk balance 2025|

S oY, TITH = X[=510, 7122 STI6HH, 1 X|2E StALt Q2 AH|A HS2

FH[SE7 | fI3H FHLE! SIS MTHA THKIE TESE | ot LA T2M|A, SXHol= A
A

7171, O, W, FX, 22 fE= AIAHI0] 2 = QAT

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

{1 the HTA Glossary at http.//htaglossary.net/HomePage, accessed 15 July 2022)}

Healthcare professional (HCP) (also: Health professional) | 2|2 Z7}

CIOMS IX: Risk minimisation 20 14RRE =y Rab:t= =Nl M INESES);

Adopted by: [MedDRA Labeling Grouping 2024]

AZIOIA| Q2 MHIAE MZe & UTE STS U1, XHAS 2HE AL 070l QA L2
et X0l 22| Ak(physician assistant), ZEEAL, X[TFIA}, QFAL B ZAALZF ZLBHEICE
O tlE|= OfAttS 2 E sty | QIsl, ZAl2E 3 oIX| 780l B2 HAE oSHOoZ XHAHS
HE ARO[ F:7H2 IS,

Combined and modified from: Lindquist, M. The need for definitions in pharmacovigilance. Drug
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https://www.inahta.org/
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Safety. 2007, 30: 825-830 and ICH Harmonised Tripartite Guideline post-approval safety data
management: Definitions and standards for expedited reporting E2D (Nov 2003).

123. Healthcare system | 2712 A|AH
CIOMS XI: Patient involvement 20220 REI=GRaE=pi [N ESES)
X2H XY, 2 ME He| = 18 Mefl2 S5 = A7PEHe HdE BT, 5 E=
FRSH=E AAIE ZRSHE . 0] 0l= 3| E3 =712 QAT T MH| A7} OEH|
HISEI=XI1E LEf= o AFSEIC
Proposed by CIOMS Working Group XI.

124. Heterogeneity | O|&M
CIOMS X: Meta-analysis 2016y Rak:
x

=2 xiiH|o|X| &E)
|

G I S 2T} 10| Kj0], OIS UHHKOR QA OfE, WHEX 0Ty,
S/ 0=N0| M| 71X AR SRSl 4 ACHATSH 252 YA 0[N Bixt
(O FA 501 T, MY 7IF, BX S4 S X|2iE xjol), Bl 7Y, 8%,
TR S4) U 2K Tok40] o|, SMAAL 7|2 HE| HARH)Q| QMAIE 7t
10| Oln[BIC MHES O G A0l DA HALIZ)RH 17 43(0))

i
ua

ot
ne

52
o}
=2
=1
-
2

o 20, Yy, Ho| 8l FHZAL Aol Hel 8 M2, £= 2 EH)2 Afo]
A O Hnt HHEM 0|2Y| 718 Q401 Chst 2E2 AlMS ZeloHX
7|3t ghH, SAE O|2 -2 JHE A0 XM Z M2 LX[SHX| gi= HuprtL

ACH, H= HSYUO2 0 ddk|= A0t HSH0[ ILh= JHES LIEFHCE SAH

AN— [

L

S 4

rr mx

0

C

-

QUM ZH0| RiEI QA U WHER Ajol, UeIXIX| 852 UAAIEO| (I

|
25) £4 = 010f ofs et 4 irt,

|

o 0x
rlo

rE

I.

R

=) T

[CIOMS X E1nrfe| &EH 252:] Thompson SG. Why sources of heterogeneity in meta-analysis should
be investigated. BMJ, 1994, 309(6965): 1351-1355.

Proposed by CIOMS Working Group 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.

125. Hy’s law | Hye| H!
CIOMS DILI 2020
“OIZQE ZHYTA SIEhe Azt st 0|0 AL 10~50% HS/2H= Hyman
Zimmerman SfAte] EHAZTI0 2743t 80, 0| 0= OFAZFEIA Of0| L FO|s A
(AST) SEi= ah-t 00| L F0|EA(ALT) 2k17} FAE ABHK|(ULN)(ES, ALSE HR0fl=
HIO|ARIQI 4X()0] BHHE A TISIT Z Wa|2HI0| HAL ABHA|S| 2HHE X fsin Qo8
4

i ko)
X7 HEEH| glo] ol A== Q1o ZRM|IY 7 &40| Lttt 2EXI0lAH| HEEICT. 0f2{gt

— —

_,_
—_- -
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CI MS

2HEZnt= 0J= FDA7t e-DISH 258 H&5h= 7|H0] =|UCt

Based on: U.S. FDA. Guidance for Industry. Drug-induced livery injury: premarketing clinical
evaluation. (PDF)

126. Identified risk | TFHE Q[sjA
CIOMS IX: Risk minimisation 2014 IO E e TR NSt
Adopted by: [CTOMS SCAR 2025 (o412 mieist)

2y ofefEate| ko] Chet XEst 277t QU

=2 =
Ct32t 2ot

L

rir

HIZZISHA| 2 Atzio| &, O oflAl=

—
m
)
<
©»
>
2
O
o
m
2
z
:|
o
2
o
(9}
m
2
m
P
>
-

- H|gld S0 M HESH| LB et HOJE 2 2olsh o[4S,
- B AE YYAY = ool 2EE Ol dES 2 M, £ Di7HH0f| CHaY

(e]

= (=]
CHZ=E 0t H|weh Xt0[9] 37|7t QIMFEAIE A= E2.

X

- 0] 2| & EMetE XA B 025E] AJAE|=, OLFHEIA|A BhS = HERY| g
S ATRAE AT Mot 8l SSS1 EfEgof ofsl 2o SRHE= oldHs
(e)

A0 iEZ2 912 £, 2EY=E FO L= HI=EY 4 QUL

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

{EU Guideline on good pharmacovigilance practices (GVP) = Anex [ (7] 5, 2024 7€ 269).
HHAIY 915 Note! Annex 9] GVP g2olol t-&3 Zr& &3o] F71E0] Itk AFEH 29K SmPC) A4
4.80] Z8HE o] S-S FFH YL 2 E ZIFET. O, AFEEYYA AFEo] 7= opA] T S
A& A Wi A F 02 T g A G2 AY #E ie-2 g =R et (o]efd s YurdeE
A Loy o2 ZFE)

O|H/CLE 2

Identified risk | FHE liA

| (B=0 HA=2 xiim|o[X| &)

2he! o|oFZEnto| ko] TSt ZESH 27t Q= HIZIZISEX| 942 AR,

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

Identified risk | FEHEl 2[oHA

Al o|orE ko HERYO|| TS MBS 27t QL= HIRIRISHK| Q2 AFA, AHE 12| o=

CiE2t Lt

- HIQIA AN MESHA| ISE|D QA HO|EZ 2ol O] ARES,

- B A7 AMAIY = ot A BHEE O|AES O 2N £ Oi7HH0f CHoH CHER(I2f
IE= SMET) S H|WSH KI02] 37|17t QITFRAE AMSHE BL.

- 0f2] 79| & SAotE XA HN2HE A==, OFLFEEIAA 8tS EE= MEHR U8 &
QITFRA T} A|IZHE M2t Bl MESHH EfetMo] ofs Z=isHA| SIEAE= OfAlES,

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

Al
©

127. Idiosyncratic DILI (IDILI) | £0]gI2M 2FolM 7t
CIOMS DILI 2020
of=0l & AR0IM X2 HIE2 EMsh= of=0] Chet 2t 3 (hepatic reaction) 22,
SHh Q=0i| Cifet Al2fel of23st 5l ofsst I2mol|A olASHK| 3t 2. YR o2 50-

rk>

100mg/day2| x| 80| LSt T 82t FRIH, EE AR S B2 HIS0f Azt

LASI(G= =71), Bl 7K =771 4= 2o = =, B ES2l= = HE=
CioICY.

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)
(R ntrinsic DILI (Y914 2Fl4 7FEA))

128. Implementatlon =L
|(°'EO1 HOES jiH|0|X| &)
RE AIM B7} BHO| 571X X & SHLHE 04[Reach] g HEfficacy], M=[Adoption],
A&l [Implementation], TrII[Malntenanc e]). O HloflA A3 T2TM0| o=t THE

HEE= 2 Uit Ad SAE HE). 1Rl #F2| Al ZX|9t T2 70| M

ZX[7H AL,

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.

H XA

129. Implementation fidelity | &3 SAE
CIOMS IX: Risk minimisation 2014JRCI=S RaEt=t=p i INESES)]
S £ 2 I20| o|E 3t o2 ARl FE

Source: Carroll C, Patterson M, Wood S, Booth A, Rick J, Balain S. A conceptual framework for

implementation fldellty Implement Sci. 20 7 2: 40 Publlshed 2007 Nov 30. doi:10.1186/1748-5908-

2-40

130. Important identified risk and Important potential risk | Z2%t FHE
o8l 9l =R EHRH 2JsljAl
CIOMS IX: Risk minimisation 2014RKEI=G kb= i MWEES)
Adopted by: [CIOMS SCAR 2025|

Mzl 7eld-2lotd Z2elof Seks DXL SSE20| S 01E + U= 7=
Plotd = EHIA 2loid. Q% oidS stz A= THelo] EH?J &, flotel
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B 3 SSE 0] Chst Feks HIRS of2] 22l0f| w2t HE2EICE, o2 HiE HE
L 27|AK B F 0 B FofAfeh MMoj| ZetE 7hsH0] = 2E fiBIE2 EQ5H
J2SHOF SiCt.

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

(A ¥iA B2 [CH E2F guideline, Development safety update report (2010 8€ 17%)oJA ¥r&sk
Z° & The Rules Governing Medicinal Products in the European Union9] volume 9A%] B E 2.}

O|H/CLE Hel:

Important identified risk, Important potential risk or Important missing
information | ZattEE 2lohd, Z28 FMH ol t= E28 RE FE
M=l %IOHg -RolY 7ol JSS O[X|AL SBEH0 S DI = U= 2AsHd.

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

131. Important missing information | Z2% £.& HH

&0 Missing information (£ E&)
CIOMS IX: Risk minimisation 2014 RCIeulae SR W EES)

132. Incidence | %“‘o"E
| (Y=20f HAE2L2 xiino|X] &x)
S TN 72 SO st Zato| A Al =, HSHX 2|0]0j| A, 2Ak= Akl
(2 SRfO| £ AP AILHE LIEHD E2E A0 E5= S0t @[l Mot &
2I-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.

{23 B&5}X] & A: Prevalence (&)

133. Independent data monitoring committee (IDMC), or Data and safety monitoring
board (DSMB), or Monitoring committee, or Data monitoring committee (DMC) | S&l%i0l
Atz DL 1]
QIALA|&o| RIBH Atet OFMA CIOJE] Bl =R QaA WIHAZ M7 MO 2 WylstT
OIZ|XI0I|A| A[He| K|, tHE = BE RS U5 2f8h 2
=&l H|o]E E'—IE1 A=,
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134.

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

Commentary: Xt ZLIEIZ 2I2]/0[A2]= 042 0|02 XIAE|H £ Ago| mat et M0| CHE 5
AL, Mol dat LS 2fo CIOMS A% 1E2 Xz oY RUER 22|(DSMB)2t= 015 M=oiTt.
DSMBE= “F2 H7H=x(critical study endporint). "$# OtL|2} M 9l 54 HI0|EE ZLE-St ZEE
x2l0| QUC. DSMBOI| LSt XEAet LEE2 CIOMS 4% 18 E1M VI, E3| 25 5 3! 17 MM bo| AXEE
Hoity,

{ICH E6(R3) 7Fo]E2]919] “gol7F oFh - E Q). (878 F-82 57 #A8):

YYAIF Y AY 4, Y W BHH FAY Hlo]gE F7]H 2 IR, Ao A] A]F S A<, ¥
EE 5Y ofRE o] flef YA YA A7 ZUE Y 230 A& ¥ HFY BUEHY AU)E
2 4 Q)

O|H/CLE H2:

Data Monitoring Committee (DMC) | Xt& ZL|E{™ 2|&3]
A22LE>I2|RI3|(DMC, Data Monitoring Committee)2| H2|: ‘eixte| oFdMmt Q& M2
SLERISHD, AAA[H| Efgtd 3 2tAEE BESHH, RAM-2fBH HIIE A5 | SI610,
KEEe RNEE= AMAE H0[HE dESK= 7IRIEE 74E "Et

Source: Evans SR, Bigelow R, Chuang-Stein C, Ellenberg SS, Gallo P, He W, Jiang Q,
Rockhold F. Presenting risks and benefits: helping the data monitoring committee do its job.
Annals of Internal Medicine. 2020;21;172(2):119-125. https://doi.org/10.7326/M19-1491

{2 FoJE CIOMS % 15 A X 119 $+850] glom, 21+ ig Z2.}

Independent data-monitoring committee (IDMC) or Data and safety monitoring
board (DSMB), or Monitoring committee, or Data monitoring committee | =&/ %01 Xt=
HLER 92S|(IDMC) = Xtz 3 oFy 2LE{E 9I2/2|(DSMB) = 2LIEE
| = Xtz ZLIEZ 2E

| (E=0] etz xiHoIx| H%)

LA Tl Mg QY O[] U 2 |ad BIHHE FI|XHo= WIS O|Z(Xiof|A|
AR X|&, HE = BH RS #sh| sl 22X dX[gh 4= Q= SEAQI H|0|E
SLER 213E).

Source: ICH Guideline E6: Good Clinical Practice.

Commentary: X2 ZLIEIY 242|/0[Ate]= 0f2] 0| Q2 XIAE|H S Aglof w2t 2t 24210

LIS == QUC} Mol dnt UpHMS 2l CIOMS 4% 152 X123 oA ELIER! 2/#43|(DSMB)at=
BO{E MBIt DSMBE “F8 HoHH=x(critical study endporint). " # OfL|2} QFHA 3l R M H|O[EE
DL|HZsIT ZEY #2]0| QICH DSMBOI| CHEt XIAISH LIS =2 2M2 5 5 31 27 MM boj| oIS
LHES Fmstct

rir

Independent ethics committee (IEC), &2 Institutional review board | SHE&Ol
22| fl2i2|

CIOMS VII: DSUR 2006

O|=ZQl/afetxtet H|Q| =Rl H|2tStAt LERC 2 ME ST T[T |2 X|F, 27t =
AT XHAC| HEL|S| = fIR2]). AoA[o]| EHoSh= Aldiiaixtel #2| 3 eRdd
ool B E BRI, FOIECIE AAAAIZIM, AfX}, AlE 8] AJRCHAX 521
S5l 2Mesh= O ARBEl= 2t Xtz HMelds HESIH 00| Chsl S2IstAL
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SOl |42 HARIORI J2fet 0] Che S5 HAIS HABH: 2I2S Bict, 52
22| Sl2I(ol 243t 8% XI9l, 2, 7ls, 2% U 7| K2 7KK IS 4 AR, ST

22| 22|71 ICH YMAIRE|7[E EG(R1)0l 7|=%! HIeE 20| GCPO| 2t 2FE =
ULE sf{of BT

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

{ICH 7}o]=2}919] mpjat 232 °. o] 7lo|Eafelof4] FF5t g2 "2 FREETE CIOMS VilE 71|kl
o]E.2 & A5 S

UAFAIol| 2H3t EU Directive 2001/20/EC: “22| 21#2]" - 9|2 ME7IetHIQ2QI02 P M =] J[2og,
UAAIHOl| EofSh= MR |, oF 3! XI5 Eoe [0 QI AstAld A, H7Rtel Mg 3l
A9 MEYo| 2t HEE MBSt AP S2IE 2= O| ARBEl= W 3L M0 Tt olds EEYCZM
J2{ot B50] s 33 2His miEe [elo| it

O|H/CLE H2:

Independent ethics committee (IEC) (&1 Institutional review board) | S&&ol
22| 2l2le

| (Z=0{ He=2 xiiHolx| )

9| ZQI/afSXIet H|Q| ZQ/H| SRt MO FLEl S7 7272 XY, =7} s =7
KHo| AERIRD] E= 2I22]). LAl Ro{St= AlRICHAXRIS| 2| 3 oM, ohdo| B S
HESID, PUECHE AAAEAZA, AR AL S ARARL S9|E S5tn EM2Ish= O
ARl Wit Xt20| et S ZIESIO] 0[0f| CHoH SQUSHAHLE LT HQI o|AS HA[ZCZA
Jefot 0] Tl S& =S MAlShs Fgs ottt =2 F2| 2I@|of 2ot HE X9, 74,
75, 28 U A RU2 I70ICHCHE 4= K| 2 2| 2127t 0] X|Eol| 7| & Hiet 20|
GCPo|| 2t 2B 4= U= SHoF 2iCt,

Source: ICH Guideline E6: Good Clinical Practice.

EU: “22| 12" - 9|& METI H|Q 2R PMEl =] 7|2o=, AMAIH| Fofs= TgXtel Hal,
O, EX|E H5l1 HE0|H HEE MESshs MI0| ACE LA A[ZlA, H7xte] Mot ol A[M9)

HEG0| 2ot HEE MBI A 2|2 Y= O ARZElE U & A0 Chiet 2AS BFo=M J2i%

= o

Ho0]| ol & 2His MiSE o] Lt

135. Indicator | X|E
CIOMS IX: Risk minimisation 2014 REI e Er=Ra T N ESES)
5 x7io| 4, £ 2ol 2 0190| £7 £ UNE HEE S HES
HAlst= A.

Modified from: Brizius, J. A., & Campbell, M. D. Getting results: A guide for government
accountability. Washington, DC: Council of Governors Policy Advisors. 1991.

136. Individual case safety report (ICSR) | 7H's 2FE0[AHIES 51 OJANAL| H 1
MedDRA Labeling Grouping 2024
BEIXTEEE AFO| 2l AR = ARAE 7|5 | RI6H MlSet M| FEE 0[St
H M0l T CHaIAH = T4 CHARRE RIEHO| 2HAE! Atel| FE7F ZobE 4= QUL
Source: ICH E2B Implementation Working Group. Implementation Guide for Electronic
Transmission of Individual Case Safety Reports (ICSRs). E2B(R3). Data Elements and Message
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137.

138.

139.

140.

Specification. Version 5.02, 10 November 2016.
Available at: https://admin.ich.org/sites/default/files/inline-files/E2B%28R3%29 IG Complete
Package v1 09.zip,
filename: 1_ICH_ICSR_Implementation_Guide_v5_02.pdf
(% Feloi == HAIE Q182 of2ff EME 20[BtCH ISO/HL7 27953-2:2011. Health informatics —
Individual case safety reports (ICSRs) in pharmacovigilance — Part 2: Human pharmaceutical reporting
requirements for ICSR. Available at: https://www.iso.org/standard/53825.html
PlollA] AAIE F 9= A Good Pharmacovigilance Practiceg o]ol7] et A& o4 ¥ E A o]t} EU
Good Pharmacovigilance Practice (GVP)OJA] ICSRO 3t 9j& t}-23}F 2t
TN FEOJIVRS W o] YA H i1, F9of: o] H(FE) ¥Hg B
£ Aol G BRI AA BAYSE ofLf o] 9] 93] o] kS-S B Iopr] el F4] ¥ tf-§& oujgitt.
European Medicines Agency. Guideline on good pharmacovigilance practices (GVP) = Annex [
CH 5, 20244 78 269).}

Individual participant data | 7H'2 A|&ICHAK} C|O]Ef
| (0] #ief=e Xiimo[x| &%)

Cll ARICHAIRIS Algist 4 QIS DS i) i 2t |
7HE AICHAIXE HIOIE{ 2| &2 MIA|E|22 JHOlnt BRI Zf2 FHsl0] Mt gl
R9f+ZF H|0|E{2b= CHEZO|C

njo
i
ne
rot
inl
(=)
m
Hd
rin
iy
=l
N

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|2fAHd

| (Y=o] HA=2 xjimo]X| &)

R AR 2|oFF G/ WAl A JHEY H|ZE B! T B SiLt O|AS EESh= SIAL
Proposed by CIOMS Working Group XI.

Note: 2 HIMO| M= "Med'Dt RS A'g 22 O|0| 2 ARSI

Informational tool | HH =3

| (YE0] AR xjim|o|X| &)

Flod 2ret x| St HAE FHO| Tl 2| 7|20|HLt EE5H| 2l ME=l=
NS

Proposed by CIOMS Working Group IX.

Informed assent, &1: Informed consent | A|SICHANR} Sk}

| (Y=0f HA=L xiiW|o|X| &=)

A0l T 7tsM0| U= OFF = HAFH0| =2019] S20f| SA| A7 2t E20
[olofskA| &ofst= 2. S(Informed assent)2 S| T2MAZ ZHRE|0{0F SHH, 2
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https://www.iso.org/standard/53825.html
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
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141.

al
rir
£

| HSAIZRE A2 CHAXESO(informed consent)S SEHSHOF BICH 52 THd|
0] gl= ATtS Q|0[8IX|= Qh=Lt. OFF = HAHOA| 27101 2510 YRAF=
o

[l
==
10

— LS =
912 = U= OFS0iM = HHO| Sh= +F0lM MECZ SHE F= 0| 7HY

S Y= 12 0152 LI0| 2Ot |2t FHRIMQ! e, 40| A, FHAMA/
A& X|5 52, 0FS E HAUO| J15 AZE T2fsjo} BiCt, AIECHAIR} St
X 24

=

i
[

=1 O Ty

0] gl= golofA MEE 4= AL

O o= O X rE H
0
ot
)
ol
AL

o
ikl
IE 0x -

Modified from: CIOMS. International Ethical Guidelines for Health-related Research Involving
Humans. 2016. (PDF)

Informed consent, &1: Informed assent | AJRILHAX} S2

| (LE0f =2 iimo|X| &)

A AlCHAR} = Rt 22 B T2|210] ¢7e| RE EH0| Cist 4HS S2

T ARl T T OJALS 2 oh= IHOR 0= MEet Y402 7|ZE(0{0f oHt,
AR S2li= 2 SQ1E 2|2FF0 tiet oy ereh X2 AFZE|0], 2HX[7L X|=2
A S A0 UA=K] Helotn, M, ZH| = Ar8dh= Q=277+ 2XolA| 7|Et
20t YHE HFett.

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)
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O|F/CLE H2:

Informed consent | A|SICHAIR} S

IOMS VI: Clinical trial safety information 2005gReSa =S UWNESES)
AISCHARIS] Eo 20t 2 AMA[-IS] BE ZH0|| Cigt HHE S2 2, AP EF
LA EOSHICHE QAE AEH o= 2oh= IHY, AP S2l= MHo=Z & ME 3
=7 U= AR S2| 2FAIZ 0|30 ZAHEICY,
Source: ICH Guideline E6: Good Clinical Practice
EU: “AIZCHAXE 59" — AMA[R0] EOSE7| 23t ZHOZ, Umt 3 ML SH MHOE 7|SE|0{0}
StH, O 42, 34, 2|0] 3 2feAo] Chet BRI HAOZ MFED S9E MEe 4= Uis LAR E=
B £ gl= 22 HE th2IQ10f 2o MHS| A%t El T MRS SHEICH HARDE MHo= o 4~
= 22, TU HEO| 7EE ek 20| 02Xl A0 ohel B H 0Afe] F210| A= MEHOIM 75 F2ASE
gk
Commentary: 27| MOA(RE 4, 228 HZE)0fl BAIE HieF 20|, QJAk= 7HE2E0|H MHOE A[HHAXIC]
N2 SO LooF 2T MHOZ FOIE Y2 4 fl= 22 "HIMTH S2|= JAHO= ZAM3iE|1
USE|0jof it ” Ofs Y F53 EOXI0|AH HE8E|= HEoi| gt SCl= St 127t Hesich &
EU Clinical Trial Directive (Article 2J, 2001/20/EC), 247| MRH(£E 4), the International Ethical
Guidelines for Biomedical Research Involving Human Subjects, CIOMS, Geneva, 2002
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142.

143.

144,

Institutional review board (IRB), 22 : Independent ethics committee

(EC) | AMAHMAIRIAE]

o|=Ql, ntetxt Sl H|nteixtz YE S8 7|2z, FAUEE AetAlAEM 5! JHA
HEAZ Mt AR SIS A0 EMSIh= O AFESh= WY S Ahzof et HE
52 U XEHQ! BLEHZS St =M AliCialxtel A2, o Sl ohde| B S
HESh= S it

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

Commentary: IEC2} IRBE 2HPHO 2 F2|012 ALZEIC. £3] olid 8017F 70l A0 AALE A
T£30| U= Z2 (0ll: 0122 IRB) B7HLt X|Fof| w2t IEC (%= EC) Chdl IRBER= 8015 AR 4= UL
LSt 22| IRDIL ULAIFHAIRIRIS] ALO]ol] 2f7te] X[0|7F QLS 4= UCE. KpMIEt LIE2 CIOMS 4% 2F VI

L,

O|F/CLE 2

Institutional review board (IRB), £2: Independent ethics committee

(IEC) | R&A|EMAIRIRZ]

| (B30 H=2 Ximo|X| #x)

O|=Ql, BfeXt 9 H|MeIXtE M E S 7|2OR, RAUHCIE QUAAEAZIA 5l UAAH
HEA M2} A[HCHAIRIC] S2|E 1 EARISH= O AMgsh= Wi U Xt=0] Tt HE, S9!
S XI&Hl BLIERE SATO =M A[HCHARIS| #2|, oFH Bl oHgo| HS S HASH= dag
it

Source: ICH Guideline E6: Good Clinical Practice.

Commentary: [IEC(EC)2t IRB= LEIEOZ S2|{Z A EICE, T, §3| sieh 80171 701 HA|=|of
QAL HA F42{0| Q= 22 (0ll: 01=2] IRB) =71t X|Hof| 2} |[EC (5= EC) CHA IRB2H= 80E
ALEE 4= QUCH 3 22T UMAIHMALRIRIZ] ALO[0f] 27t X[O|7t U 4= AUCH KiM[St LIES O]
CIOMS E1M9| 2% &=,

{EC: #2] 23]}

Integrated summary of safety (ISS) | £& otHM Q9

MedDRA Labeling Grouping 2024

g ol o2 0|=0t 22 YR A 2t X[Hof|A Alof 517 AE K& Al Z&E[=
ZAOICH 2 EME oUE2 AMAE ZUEIMZEE A2 BDE 2 H|O[E{of Chgt
MAMe S 24 i8S B UCH

SH T

Modified from: U.S. FDA. Guidance for Industry. Integrated Summaries of Effectiveness and
Safety: Location Within the Common Technical Document. April 2009. Available at:

https://www.fda.gov/media/75783/download

International birth date | =H| ZHI{ {7}
MZ AA=0| EX olefEl ATHE 5015t . s =it 0|= 2 67HEOICH EH k=29
HEES Qo MEYA|C| HIO[EE F=ot1 A4 MY HHE @716t= 2E AAIE=0|
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145.

146.

147.

148.
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ST DR S =80Tt

Proposed by CIOMS Working Group II.
{31 Development international birth date (DIBD) (9] ]z YR eIA2] 5=01)}

Internatlonal prescrlbmg information | 25 s{7tAlE
E*I'_: Core data sheet (etel Tt=EA)
Proposed by CIOMS Working Group II.
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Interoperability | 4284

Clinical research in RLS 2021

ZHQlnt TEre| 712 H|Mstolth= =HE 71K OSHAIKIS7/|2| T|O|E{of] FZst,
WeHSHH, MO Z Abgel = U E TA| L0 = RX| 2Hof| Crfet FH AL TX]

L= oiSeiAo|8E HEY & U= SE.

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

{2 o= CIOMS {5 15 H 149 B2 2BojA g9l 7}53))
{Note: 4}7] AgH guo]A] 9] FoIE 20234 48 3YR2 WIHE LS. J4l vidS gelg A4S AY3)

lo

Interventional clinical trial, £: Non-interventional clinical trial |

S AT

CIOMS VII: DSUR 2006

g 2 Zatof| 0jX|= FeFs BII6| 2l AtSS Sl 04Q] 242 2t SH(ol:
o K|z, oFF, =& EXl, &3 X7 5)0 TEHZ iFsh= 2= AT

Source: WHO International Clinical Trials Registry Platform (ICTRP)
(http:/lwww.who.intlictrp/glossary/en/index.html)

{20214 5€9 79572 URL #7917 &5

Intrinsic DILI | LHOIA 2kQ1A ZhAb

CIOMS DILI 2020

YUMo Z g2kt 20| QoM oS0l .LEE CHEES| AFZI0A EHle (KIS 7ts). Ol=
B2 AZH= AlZt~2= &) Lijof] 2ot

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 [diosyncratic DILI (E0]9FS-% 9ol 7HEAP)}



https://www.himss.org/resources/interoperability-healthcare
https://www.journal-of-hepatology.eu/article/S0168-8278(19)30129-1/fulltext
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149.

150.

MS

Investigational product, 5201 investigational medicinal product | 24FAHE
olotz

| (YEo] HA= xjibo|X| &)

YHAHOIM Al SO[HLF CHESEZ AFZEl= 2|oFF, #Al = 2oF

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)

O|H/CLE 2

Investigational drug | AAIHE o|2%E

IOMS VII: DSUR 2006
oFE, WESIEAN|, WAl S Aol ChAo| == HES Y= 2.
Proposed by CIOMS Working Group VII.
Commentary: 2 80i= Y& 74| 2 (0ll: EU)0IIA QUMAIZ0 AFBElE 2E XIEH(9If, 2 txy
E= A8 HIE)2 XEsHE “UAA[HE 2|2kE Investigational Medicinal Product) " 0[2H= 8012t
51| LIoH MEHE|UCY,

Investigational product | QA ofotE

| (Z=01 o= xiiHo[x| &)

AMAHO|M A[REAL CHESEE AFBE= SHE2E F= AU MY, AH 22 HES
SI7tAF 2t CHE WA Z AL EE= MIZ (MM = IANSIALE, SOIE(X| g2 HESCE
ALESHAHLE S0l 80| Tt 7t HEE QXt 5tz 27t EEICt

Source: ICH Guideline E6: Good Clinical Practice

EU: QAT AAUE" — LMAIROM A[HEHL IESEZ M85 B E= Y9 Moz
Al B HIES S{7FARITE CHE WAIO2 AL = MIZE(HIMSE = ZH)SIALL, Si7HEIX| g2
HMSBOZE ALESt7LL, &7HEl 8&0]| Chet 7t HHE Hnxt st= 227 ZZEICE

Commentary: & CIOMS 21| SXA JHH F0I oFE0| 2R “UAA[RE 9|2 F(investigational
product)"0|2k= 80l= AEE (SQU=IX| &) QAZS 20Sict.

Investigator’s brochure (IB) | AAIEIX} Xt 2 E
MedDRA Labeling Grouping 2024

ALSAHE ofAfF0f gt et A Bl XI=E ST EMZAM, oiE O AF0lM At Thd

et HHE X2 E Zelelrt,
A2 JR7F 8 mopo JYAHR AZF(1B)S FIE )

Source: ICH Harmonised Guideline. Integrated Addendum to ICH E6(R1): Guideline for

good clinical practice. E6(R2). Geneva: International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use (ICH); 2016. Available at:
https://database.ich.org/sites/default/files/E6 R2 Addendum.pdf

Note: Or2Hofl 218El ** ICH guideline E6(R3) 7H&(2F)**2| **Appendix A, Y&tA[Xt Xt=E (Investigator's
Brochure)*E =g 4.

Sl A2l= ICH E6(R2) guideline0iiA JCHE RX|=|1 QUL

ICH Harmonised Guideline. Good Clinical Practice (GCP). E6(R3). Draft version, endorsed on 19 May
2023. Geneva: International Council for Harmonisation of Technical Requirements for Pharmaceuticals
for Human Use (ICH); 2023. Available at:
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153.
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https://database.ich.org/sites/default/files/ICH_E6%28R3%29 DraftGuideline_2023_0519.pdf

Kaplan-Meier | 7t=2t-0}0|0]

| (B=0] HA=S xiino|X] &F)

HZE R H0|H 24| ASHEHOLE JiEtt & SASAIC| 0|52 UM HEEAUCH
ADR Ci|O[E{2} 2T

Proposed by CIOMS Working Group VI.
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Labelled or Unlabelled, &2: Expected and Unexpected adverse drug reaction |
HO|E| &t= HI|=|X]| 42

| (Z=20f Hel=e xiimo|X| &ZX)

Adopted by: [CIOMS VII: DSUR 2006]

ET07HE HIZC| R, 34 HEEEMO| 7 |=EIX| 62 B2 “H7|=|X| @52(unlabelled)”,
7|&E 22 “HI|E(labelled)” Z30[2t BLCY.

Modified from: CIOMS Working Group V.

{CIOMS 4% 15 V B34 F4]2 9] §ol 2 ZFE[X] gglor) #7]E(labelled) E& E7]HA]
Y2(unlabelled) BF-9] 7§ 0] =95 QS H A 4Ol FF1l )

Labelling | 31717 |xHAFE
| (Y=0] HARL xiiH[0|X| &=)
Adopted by:

[MedDRA Labeling Grouping 2024]
Al 2reo w2t Fo7t CHE, EUsIME 21N A = 2| Ao KIS E HEE LUSHH,
0l= SolM= {7HE HIE B LIES ECt ZHRISHA| Zafet &~ UCHED: 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 | (7 5. 20249 7€ 262):
WAL 95/



https://database.ich.org/sites/default/files/ICH_E6%28R3%29_DraftGuideline_2023_0519.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
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154, Large simple trial | &2 S
(2
SR7F AEEl= LRI 221 51of| X2
Ot Che A2 YUMo = CF2 =
- 7tSet EA 8 R 51of| = A

2eto| M Sl M9l 7IES EE10] SE X5 |of HESH 2Kl QIS

of F
9'_|-
el

1
ot 4 T b4
Rl
=l
W opo oF 3

rr lo
> Hu
30
1o
rot

I

>
i

I > 00
U 0

~

A
&4 S

=

- HoJH ¢
Proposed by CIOMS Working Group XI.

P2 4T APl SaERl UMTIRE 1S,

0.

155. Legacy product | 7|57t 2|%=
CIOMS XII: Benefit-risk balance 2025
71517t 2|2FZ0|2t HATH2| A R210] A[HE|7| 00| S2lEl 2lofES Eotct.
Proposed by CIOMS Working Group XIl.
{o] 9= CIOMS 4% 1& 2114 Al&(Foreword)9] 21 ivo] +&E]o] Yt}

156. Listed/Unlisted, &11: Expected and Unexpected adverse drug reaction |
7|}/ 7| ]| K] 242
CIOMS VII: DSUR 2006

LA = N O|2AF0l| CHet oAt Y K=EM L JHRCHY 2|oFF9| ofAt Sty

oA M= (Development Company Core Safety Information)0fl Z&=(X] k2 2E
Ol “IIXHEIX| Bk2(unlisted)” HOINY, THE F “7IHE listed)” Zol2t B
Modified from: CIOMS Working Group VI.

Commentary: “7|xHEl(listed)” % “7|KH=|X] 242 (unlisted) " 0l2H= 01= “E7|E(labelled)” & “E7|=IX|
242(unlabelled)” 8012+ 125104 LIE 2|AL o HE M2 ArESH| 28l ICH 7t0|=2t2! E2C (Periodic
Safety Update Reports for Marketed Drugs)ofl 2|=M O 2 REHE|UCE Of= SAIEQI “5{717 |RjAre
(labelling)”, & MEEA 22k Summary of Product Characteristics, SPC) Ee= M5 &Ai(Package Insert)
S UBEOZ Al 9JokZ0l| CHSI0] wHA|7 |2 S21S 22 T0|E] A|ESt 2EASHMEL ALZSHOF BIC}. Guideline
for Preparing Core Clinical-Safety Information on Drugs, Second Edition, CIOMS Working Group IlI/V,

CIOMS, Geneva, 1999011\ #&=|= CHZ, “7|xiEl(listed)” X “7IKH=|X| 2k2(unlisted) 2| AFS2 TH SHA

P FE(DCSI)2 &&=|0f AFREICH
O|H/CLE M2
Listed or Unlisted (also, see Expected and Unexpected adverse drug reaction) !

7IME/7 17| x| 242

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

TVHINID :SNOILINI4IA ANV SINHIL



Final pre-publication proof provided by SeltaSquare, 4 February 2026

157.

158.

| (E=01 =2 xiiHo|x| FZ)

A H|F 0l it SIAL ol XEEEA L 2|AF A obd X E(Company Core Safety
Information)ofl Z&H=[X] 42 2E HES2 “7[M=[X| 242 (unlisted)” X0|H, ZelE 22 “7|xHE
(listed)” Zto[2t Bt

Modified from: CIOMS Working Group V.

{CIOMS A-F 15 V HilAl: F&1 0l §ol 2 ZFE|A] ghetovt, 7 A H listed) E= 7]AHA]

2 (unlisted) ¥F8-2] 71d 0] = H Y5, HiaAf 49l F3 )

Commentary: “7|RHEl(listed)” % “7IXH=[X| 2k2(unlisted) " 0|2k= 01= “H7|E(labelled)” 3!
“H7|=|X| 242(unlabelled)” 8012+ TS0 LIE 2|AH O HE 2MZ AFESH| 2[8H ICH 710|=2t2!
E2C (Periodic Safety Update Reports for Marketed Drugs)ofl 2|=X = RHEHE|ICE, Ol= S41HQl
“S1717 |*HAK (labelling) ”, & RIZEA22KSummary of Product Characteristics, SPC) L= HEEA
(Package Insert) 3! LHFHOZ AT O|OFZ0f| CHSI] 1AV |2 S21S BH2 TO[E] A|EQt 2HEABHAIRE
ALE3BHOF BHCL Guideline for Preparing Core Clinical-Safety Information on Drugs, Second Edition,
CIOMS Working Group l1I/V, CIOMS, Geneva, 19990l M #E=|= CH=, “7|xHiEl(listed)” X “7|[H=|X|
42(unlisted) " 2| AFE2 7L A OFH ME(DCSI)E ZHEE|0] AFSEICY.

-

Low- and middle-income countries (LMIC) | 5t%| 25 =7}

| (L20] HA=2 im0 x| &)

101 ZRIBAS(GNI)O| BE AR DI2tl =7+ 0] YA ZRHZHL 7|71 (OECD)
Of JHL IR 7H MAI2EC| GNI CIOIEIS AFBSH0] F7|Mo & Holsirt,

— O

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)

Low-intervention clinical trial | KISl AAAIE

CIOMS Glossary Advisory Board, September 2022

CIE2 25 S56k= YMAIYE Q|of3itt:

(a) RIS H|2lT AN HE 2|2FF0| 5{7tx[0f US.

(b) LAFAIRIAIZI A0 2t

FAIRE 22FE0| 55171 =71 5l0l| A E[7ALE

fA[HS O|FE 0| AIZO0| oY Bl R M| CHol| 2HEl oisHd Z2HE Edf
|

o
#
o

.

(=]

)

po 0
0>

o
0=

Pl
o Nk
L o
7o

M A
£

b= RUER EAE SRl YUTIZt H| WSt AZhaRte| Q|

[ |
Ol L -HCt=2 o oo
P2l Y £= RHE XIRX| B3,

)
Bt

Ry
rob 1z

I

T

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)
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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
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159.

160.

161.

162.

Maintenance | -.‘?rII
| (Y=o HA=2 xiimo|X| &=x)
RE-AIM %17 t 2ROl 57 H & SHLK(EOd[Reach], 21HEfficacy], X{ER[Adoption], &
[Implementation], #X|[Maintenance]).

7Hol Z0|M= BV [N S| A2t LIEFHCHOMK|S X = £ 67HE). B +Z01A
FXl(maintenance)= Z= 49| X|&(EHV|H) = H=2HE7|[H)E 2|0[StCHGoodman
and Steckler, 1987)*. 0|42 SAIXQI A T2HME I X|I0| Ho|E mf x| 2+Z0]
OT2RAS X|&5h=(a2]| 0 S| e 24 T RX|EALL 285 =) S 2l0[giCt
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-XN9N-FQ9X. PMID: 20841179.}

Manufacturer, pharmaceutical | 2|2= H|ZEA}
CIOMS XI: Patient involvement 2022 REIE SRS fui ofpsESeS)

Ko SYEE= HHIO| B, MK Ak FE= MIZE - AlSh= BIQI(O]l: Ff=IAL.

4 =

Proposed by CIOMS Working Group XI.

Marketing authorisation | 237}

CIOMS Glossary Advisory Board, April 2023

E3 X[H0i|lM EF O|AES HSIHL REY 4= UTE oH[Z=0] 2048t 517k
YUMo = HE2| oM, fA 5l SR CHet Ifehy LIt 0f| O|F0{EIC

O, TT- [ =171 o

Proposed by the CIOMS Glossary Advisory Board.

Marketing authorisation applicant (MAA) | E25{7} XX}

CIOMS XI: Patient involvement 2022QEgka:ro S MINEES)

EX =7t = X|Hol|M 2|F = WAS TS| /o) rE=el 218 QESH= 2A
= 7|EFERL

Modified from: European Medicines Agency, About us, Glossary of regulatory terms: ‘Marketing
authorisation holder’. (Webpage accessed 10 December 2021)
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163.

164.

165.
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=
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Marketing authorisation holder (MAH) | S55{7}2X}

| (Yeo] HA=2 xjimo]X| &)

Adopted by: [CIOMS XIlI: Real-world data 2024]

EX 27t E= XHol|M QUE = HAS TS 4 TS FHYZREE {712
S|AL = T [EF QL

Modified from: European Medicines Agency, About us, Glossary of regulatory terms: ‘Marketing
authorisation holder’. (Webpage accessed 10 December 2021) {Web address no longer valid}

{Note: CIOMSE ‘EE35]7} X} (Marketing authorisation holder) 2H= -&0l7} FA| &0 2 ELE 1
Qoo ofdfo] FAIHE OB} B YJoJF 2412402 eIt )

O|H/CHE Ho:

—
]
x
=
(7]
>
2
O
o
m
el
=
=
o
2
o
(9}
m
2
m
P
>
[l

Marketing authorisation holder (MAH) | ES35{7}-&X}

MedDRA Labeling Grouping 2024

YT opi=o| YT L= HR0M QOfF AEHZIE ERTt 2|AF = JEL gl

Source: European Medicines Agency, About us, Glossary of regulatory terms: “Marketing
authorisation holder”. Available at: https://www.ema.europa.eu/en/glossary/marketing-
authorisation-holder, last accessed 4 March 2024.

MedDRA (Medical Dictionary for Regulatory Activities) |
MedDRA(ZH|2|220])

CIOMS VII: DSUR 2006

A7 2 S TRICHA M2 AH0lA AT H CIO[E{2f U=, M TIt Sl HIA|o] &85t
Yoz ASE oot 804

Y, TR e, BY, K= MEF, dAE B BN A= 28, LA MA| 2 2l2hy
XX[ O, e A=l 9l 71E=S CHECH MedDRAE ICSR(HE 2=0|&EE 3
O&tA| E11)0| TAIA T&0l| oot #F F SHIO|CE MedDRA ARZ0Y| gt HIAI2
ICHZ} &2I3t ‘112 Afek(Points to consider)’ A0l EAIZ|0] RO, £=A|Z HH|O|EEICE
Source: ICH Topic M1: Medical Terminology (MedDRA)

(&1 MedDRA hierarchy(MedDRA &), MedDRA Labeling Grouping (MLG)(MedDRA =F8% 1&53),
Standardized MedDRA query (SMQ)EZE H4o] Z&)}

MedDRA hierarchy | MedDRA A|=

=A|2|2F20{(Medical Dictionary for Regulatory Activities, MedDRA)= 2|2Z2 Q1|
AEE I8 7125 Q70f 25t =H|Z=2t2| 9 (International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use, ICH)2| =2 5t0i] 7=l
= M| o8 E0{0ICt. MedDRAS| Al &= 7HeE IR HHAOIMRE] 7H kAol
THA|0l| O|=7 |7EX| CHA BHA| 2 F-&|0f QUCt



https://www.ema.europa.eu/en/glossary/marketing-authorisation-holder
https://www.ema.europa.eu/en/glossary/marketing-authorisation-holder
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- 2[319] 80f (LLT)
- THE 20f (PT)

- 442/ 0f (HLT)

- 422 801 (HLGT)
- 7124 cH=R (SOC)

Source: MedDRA hierarchy. Available at: https://www.meddra.org/how-to-use/basics/hierarchy ,
accessed 10 November 2022.

{MedDRA P83 154 BuAols G4 A58 gujo]xjo] E'FH B9} Zo], MedDRA A& #& 597
22} ik 3o & ZotE oIt}

166. MedDRA Labeling Grouping (MLG) | MedDRA 2}'#2! 2g1l
MedDRA Labeling Grouping 2024
MLG(MedDRA 2Iia JE%)= YAMOZ 70| 5ot 7HES HHSt= MedDRA
HEE0S(PTs)= K01 7det 20=0|Ct.
Source: GroBe-Michaelis I, Proestel S, Rao RM, et al. MedDRA Labeling Groupings to Improve

Safety Communication in Product Labels. Ther Innov Regul Sci. 2023;57(1):1-6.
https://doi.org/10.1007/s43441-022-00393-1

MedDRA = Medical Dictionary for Regulatory Activities (ZX|2|2F&01)

{Notes:

(1) W23}, MedDRA 283 153 B 1749 892 (“Background and problem statement” W) A1 &4]:
“&17H MedDRAOII= HIZ OFEA 21(Product Safety Label, PSL) AISE 4 Q=S 53t ofshy JhEs Midst=

SFotE 0|4 801 OIEXS MIZSIA| =Lt (...) M2ty SYot HES 7I&5t= 0|4HtS 80i5S S8e et

T}, ol2fot QT E FF6P| ol Y 7|AS0| XH| IELE THLSIROLE, SSE 7IE(convention)o| £sto] 7|2

FET Aol 2 Kto[7t LAYSHA S[QUCH MER HEHS| IEE, = MedDRA 2fEiE JEH(MLGs)ol| CHat = A el

1A TR | 2(6H CIOMS ME7HAR JF0| ML,

(2) MedDRA 2Pg 153 H 1140 A= o]9} A& H & 71X] §ol& F9Js}1 Yrt.:"Custom
grouping”(§HA] AgH3F BI9} o] YR 7] HoA] AA & 02 Pk A2 0] 1F) E “MedDRA
Labelling Entity (839 ‘MedDRA 2P¥% IFFMLG) o]zk= Ggo] A E]7] o] AF&EJH F%])

(3) &12: Standardized MedDRA queries (SMQ) (& Z4Ho] Z2))

Y 50 o

rio

167. Medication guide | =2F QHHA
| (Y20 HA=2 xiim|o|X| &=)
Of2 Aehopnt ohH| MiSEl= Q2 =, EF Atetof Chet 0= FDA SI7PHEE ZotsohH
SR STHSH O[AMIEIE Tiots O £28 &,
Modified from: U.S. FDA website. Drug safety and availability. Medication Guides. (Webpage,
content current as of 3 January 2020)

O|H/CLE H2):

Medication guide (Med guide or MG)
IOMS IX: Risk minimisation 2014RKE=yRR: ==l WINEES)
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O=0ilAM S8 Mefe] ug Al {717 [MArge| AR 2 M BiESH= Sttty Rels. 8 <

S AIZ| QRS HEok ArZat AE MRS CHRO, AP SCHSH O|&ARIE /st
QIEHR7I7L off M tE= W Al 2HXtofA| SHIE AFBYE =™ 1 ==0| £i= FDA
S7PHEE Zofoit

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

168.

Medicinal product | 2|2=
CIOMS XIII: Real-world data 2024

Of[StH, oSl i YA RI8S 5o BES X2, oy i FEHHALE QIK|o| 4]

o= E

JIs2 2T, Wy, B 2Eoks Ol A8ElE Y=o MNIE Zefohs HE E= Sat 22

Modified from: European Medicines Agency (EMA). Glossary of Regulatory Terms. Available at:
https://lwww.ema.europa.eulen/glossary/medicinal-product, accessed 10 May 2024.

{CIOMS XIII HI1AJoAjE B4ES AFgate] “9JoFF(Medicinal products)2 & 2... JEF 212
Algold Y.}

o|X/C}2 Mo):

Medicinal product I°*“

SiE EaMofM QokE'2 A QIQ 1 HIAE ofofE, 2|1 MAlS Totot Mo HKE
Ielsle 202 2ot

Proposed by CIOMS Working Group XIL.

{o] Fol= CIOMS 4% 15 H 1A A& (Foreword)9] 45 jid] ++&%]0] Yt}

Medlcmal product olotE

| (Yi=of wefi=e xiimo|X| &)

Adopted by:

OfZHE BEHsl= AE E= MHo| X3}

- Qlzte] M2 X|@e7Lt ofld;

- 212, B S ChAL 22 S8 Ml TISS 31, B E FFSIILE oIS TS 9l
oIZtol7l| AHS = &

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: CH2 2&-0i| A= medicine, medical product, drugO|2t 25 4= QLOH, A4S 3HH H|x| 4! Alo|

IokE o L

169. Medicine life-cycle | 2|2= FFE7|

CIOMS XI: Patient involvement 2022 gRuls: =P NES )
AT ofekE0| XF LUAH(Discovery)El ABEE THUE 2|FF0| SEXtOf|A| T 0|4
NB=X| Qb= AIEMK|Q| 712t
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http://www.fda.gov/Drugs/DrugSafety/ucm085729.htm
https://www.ema.europa.eu/en/glossary/medicinal-product
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Proposed by CIOMS Working Group XI.

170. Medicine or vaccine use within label, $2/01: On-label use; £t2|of &1 Off-label
use | Q|OFF Eoi= UWHMO| G{TFALE LY AL
| (Y=0] A= xiin0|X| HZE)
Z=017F =20]| [HE 2|2FF2| ALE.
Proposed by CIOMS Working Group XI.
2 §ol 2] Wl Aol Ee=lo] gl )

171. Medicines developer | 2|2 FH4rA}
| (Ye0] Hee Xjimo|x| =)
O|okZ0| &{7t=|0f SXE0H| MBS =7 | {6 Bt 2HE 2HSt= o 2R H1E
SIS e 4~ Q= 2|AH7 |7

Proposed by CIOMS Working Group XI.

172. Meta-analysis | HIEH2A
| (L0 HARS xiiH[o[X| &)
UuEiol APIDE B2 ol = I Olafe] 701N B FBE o] SN X3
ClIO[E17F o421 7HE H7R0llM THYEICk= FE MBS 1efoh= 24-o|ct
Proposed by CIOMS Working Group X.

O|H/CHE Mo

Meta-analysis | HIEH2A]

| (Z30] =L Xiiblo|x| &x)

StLe BHE A7| 2f6l & 7H Olete| HRZRE HIO[EIE Qo6k= Z2=M|IA. 015 Edst| oIt
CHISH S7| 710] ARH, 2t 7|2 ZaM THE 7FEE 7|92 Sitt,

Proposed by CIOMS Working Group VI

173. Metabolomics | CHAR[SH
CIOMS DILI 2020

ML ZZE|0f| M CHARLEZ0[2t Fok= SEOf CHet S CHARER LAI7 SAE, A4S,
SPtEE = AAR9| RS FoliY iff HSO0IKl= 22 2ALZ, P, AH 5l J|E
AHoll e £ = QAT 40, of= Bl ofetEZint 22 2 3 2FQI2 LA LHofA
CHARMZO] RIS ORI T AFEE|= A0l Sek3 OIE 4= QU CHARMR2 gfat 22 2ES
ZIEkstn X|=dh= Mz22 s 2= ol =320] E 4= ATt
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174.

175.

176.

177.

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

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

Meta-regression | H|E} |7

CIOMS X: Meta-analysis 20168 CIaulaRI==p I MARSES)

HAX HEOIM A7 S (0 2 2, Ho|A2t! 21, ZH A7)t &5t Bkt
SN ZEE 2ato] 37() At0[Q] ZHAIS BT | I8l HIERZ A0 AFZEl= 714,
Source: Glossary of Terms in the Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)
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M-health (mobile health) | ZHI! HAH|0]

CIOMS XI: Patient involvement 2022

RS}, 2ixF 2UER 717], JHR18 Joi HHE7| 3L 7|EH R 7|7] SQ 2HId 7177t
X|oh= oz 3l SFEA A9l (MA=H7|7{WHO) Hel)

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)

{E FoJ= CIOMS 4% 15 XI E11A] A4 5.3.19] 215 jo]A] 3RS 4= Q2. 2 Fol= eHealtho] tjgF
Zug Fay JERAE 22X 02 200949 8= WHO Global Observatory for eHealth (GOe)oll A
AEE A1

Minimal risk | Z|A3ste| 2|H
CIOMS XI: Patient involvement 2022 KC =g Ruls: =P NES )
AP0 Ol M == Tfs = SHO| 7ta4 U ERHA SCHA0| Yatdzo|Lt YetE ol

=0 o —
)L|7(-||I-I AlE|E HAFEES E|AE 281 A| 2 I:II_PL-‘IQE Hoh= 30| M

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

Missing data | ZZ Cl|0]E{
CIOMS XIII: Real-world data 2024
ZZ H|O|E{Z 0|8Y 4= SIXIT Dok 0|8 JTHSTUCIH 2A0 2|0)7t AUAS 24 LTICH

—y =" —
Modified from: Little RJ, D’Agostino R, Cohen ML, et al. The prevention and treatment of missing
data in clinical trials. New England Journal of Medicine. 2012;4;367(14):1355-1360. https://
doi:10.1056/NEJMsr1203730



https://www.cancer.gov/publications/dictionaries/cancer-terms/
http://aaz.hr/resources/pages/57/7.%20Cochrane%20glossary.pdf
https://apps.who.int/iris/bitstream/handle/10665/44607/9789241564250_eng.pdf?sequence=1&isAllowed=y
https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/federal-policy-protection-human-subjects
https://doi:10.1056/NEJMsr1203730
https://doi:10.1056/NEJMsr1203730
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178.

179.

180.

Missing information | 25 HM&
CIOMS IX: Risk minimisation 20 14REEI=GREEI=SR WINESES)
E3 Xt FTofMef oM = OokE AFSt 2 MO R ZQY 4 QU

He,

=5}
=

rr
4T

F081 92 Hw0| Ofst ICH oI} ICH= Fojl QORI Ol S b Ol S AJBHE] OJFES AMSSHE

SECHo]l CHBlo] SCHSH Q14| Xt0|E HO{Z=CH (K11: Annex IV, ICH-E2C (R2) Guideline).
Source: EU Guideline on good pharmacovigilance practices (GVP) Module V - Risk management
systems (28 April 2014).
{EU Guideline on good pharmacovigilance practices (GVP) - Annex | 7% 5. 20249 7€ 269):
ALY ).
{EU GVP Annex I 1 4, 20174 108):
2GS T HE YR T o] BE YE'E %’%75}7] el EU &ol& ¥Fe A2 EUoIA 88
2 QL 0]2] ZJo]7} 9l AL W57/} Hajg £ Qi L Huls] 517 746;% A9 Article 12 of
Regulatzon (EC) No 726/2004°] w2} &2, O%ﬁﬁ E& faYo] oA 23] YSHA P d
B} A2 EL )

O|H/CLE Fel:

Missing information | 515 H&

IOMS VII: DSUR 2006
Flotd 2eAE FME AF 2RI=|X| 952 QfFe| QHY YE=2, AT = O|FF0| QR
oI5l SHAIZE ASS MASHE QofF Ed FE.
Source: Guideline on Risk Management Systems for Medicinal Products for Human Use
(EMEA/CHMP/96268/2005).

(02

Model for end-stage liver disease (MELD) | 7| Zt &gt IH(MELD)

CIOMS DILI 2020

United Network for Organ Sharing0ilA] O|A1& 7to| U0l AF8SH= K| M, 7t
7t

O|AIE 7|Ct2]= St 2Pt ZHHE O 2 At 2[l2 Qo Mol AF Jtsst
O|= Cl|O[E{(2N| &3t HIZ, ¥H £ Wa2|RYl £X|, @H I2|OtE|Ll fX([E= EM)E
7|5t = Bic},

MELD-Na ZE=0l= 2o & LIEE K| ZetEICh
Source: JAMAevidence® Glossary. (Webpage, accessed 29 March 2020)

Monitoring committee | BL|E{2! 2|213]
{1 Independent data monitoring committee (IDMC) (S0l Xf2 2L EZ o fl3])}
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181. Multidisciplinary safety management team (SMT) |
Clstn| et giz| &
O|=|X} Lo HX|E oz,
AZHO| X| o] w2t ZEfRICY,
Source: From the report of CIOMS Working Group VI.

A7l oiFY H2S S ZE, Bl 2Aeln) 7uel

rir
rlo

182. Multi-item gamma Poisson shrinkage (MGPS) |
cr@s 2o} Zoks A
I | (B=0{ HH=22 xiibo|X| &%)
f eSE=l E1I0|E1H1|0|*01|)k1 AR [FE EIX|0f ARBE|= ZEA H|o|X|eH 2112|E.
Proposed by CIOMS Working Group VIII.

183. Multiplicity | CESM2H|
CIOMS VI: Clinical trial safety information 2005JK€ ekl == i/ MPNE£S)
CH G|O[E] MEE CHE H|u gt =M Hilidh= %ﬁl ZH. Feld d-E olz{ot XS
AnfLE BLO| SBHLfo| 1f2} SBFS =L},

oo=

Proposed by CIOMS Working Group VI.

184. Natural history study | XIHA} S
CIOMS Xl: Patient involvement 2022 fREIE S Ruls: oI N ES =)
EX Zot if= HO| QAL O 4 20| =2 ARl TS AlZte] S0 w2t
XS A XIAAF ATl Bt EE= EEO0| oA 2lsHH o EA| X|=Z8H0F SH=XIE
Olshist7| et HA™EE $HICH

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

185. Negative predictive value (NPV) | A 0I=Z
CIOMS DILI 2020

24 WES U2 AR 3 X2 2E = 2E0] 9l= AR 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. Copublished
by U.S. National Institutes of Health, Bethesda (MD). Published on January 28, 2016, last update:
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https://www.cancer.gov/publications/dictionaries/cancer-terms/def/natural-history-study
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2 May 2018. (Webpage)

186. Non-interventional study | HISZH H7
| (L=20] A= xiiT0|X| HZE)
CH20l| siEdhe 2 IS H70|CH
i. CIOIEJHIOA EE= 7 |EF AI9| O|X} L|O|EOf| M AE EE=
ii. O|0] it RE EXM A 7|Z9 HE T,

iii. Chg Z=210| 25 £&E= 3%
- 2|9F=0| E=517F Z20]| U2t SHHRI A0 2 ME.
- 21| X| ==t HIEE AA AR M| w2t ARHo| 28 E 40| ofL|2t 2 M TgHS
M=, $KE A0 ZetA|7 2= 20t oF22] M2 FHs| EI1el.
- SXHOf|A| =7PHQ1 FTh Be= HUER XS XESIX| 95, HoMH HiHE AFRSHo]
TE H0[HE 248
QIEIR, H2X|, YN A| M I X} FH2 ST YaTlzo| YRZM +HE 4= QT
Modified from: European Medicines Agency Guideline on good pharmacovigilance practices (GVP)
- Module VIII (Rev 3), 9 October 2017; page 4. (PDF)
{Note: The EU GVP Annex [ on definitions I 5, 20244 7€ 269)2 H]EA A9} 5412 Y4
7] Zojofl gt S 2] EU Questions & Answers Document on the Clinical Trials Regulation (EU)
536/2014 (Question 1.7)& =3} Yt}

] =/

O|H/CLE Fel:

Non-interventional clinical trial, 22 Interventional clinical trial | H|ZSX}= UAAE
IOMS VII: DSUR 2006
O|oFZ0| FF517t Z2oj| et Lol Aoz Klk|= A7 S8 K|==0i| CHet 2xt
B2 etAld AR Mo 2t ARHof 2F &= 230] OfL|2h 2| A TSHE =, oj2{st 2|ofF
HEE2 2hRo| A Eo{ AR nh= 25| HIHOICE HXf0IA| 271891 TIT = HLEZ HAE
HESIX| hoH, +EE HO[Ee| BMS ffo Hid HhHo| ALZEICE
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& &7t (S4XOR o= H2| H|0|E{H|0|AS| 7|Z HIO|E{0f| CHet & A3
EZ HIZTE ARCE Aottt

AT

)=

| (Y20] Het=2 Xjimo]
X|= HIEO| LH0f| 2l 2FE[X| Qb= A7 THAFE ASAR 8! 2R = H] FAIRIEE
S| ofo|ct.

Proposed by CIOMS Working Group XI.
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https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-viii-post-authorisation-safety-studies-rev-3_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
https://health.ec.europa.eu/document/download/bd165522-8acf-433a-9ab1-d7dceae58112_en?filename=regulation5362014_qa_en.pdf
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-1/dir_2001_20/dir_2001_20_en.pdf
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188. Normal clinical practice, &1: Current practice | 2AIEOl QAR
| (Lof He=e im0 x| &)
EHOILE HOHE K=, ol E= TITSEY | 2l S8 27t XY = G0N S4XC2
Aotz o=
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)

189. Null hypothesis | F$7Hd
| (B=20] HH=2 ximo|X| &xX)
LMo 2 OF 70l X0|7t §iSS AASHE SAK 7HE. O|MhS LEC Z2 0l=
MR 142 20 4= T
Proposed by CIOMS Working Group VI.

190. Number needed to harm (NNH) | 2[sH EolS 2|t X|A 2K}
CIOMS DILI 2020
E3 7|7F St K| 2Ek= AR & 1HO| R Alzig 12 ZEs| st X|=E BHofo k=
Af2tel 4=, NNH= K==t CHER AtO[Q] HCHe[|: Xto[e] H=~0[C}, OIE S04, 12
K2 7|2t St 7F 2 Atzie] M E0| CHEZOIA 1%¢Q! Of HIsH X|2=0l|A 5%2! 32, 1
Xfoli= 4%0OICt. w2t B EO= o ARO[ Rl AFZiS Bt | flsiAl= 25F0] 117t
X|=E 2otof St (25% & 18=4%)

Modified from: CIOMS Working Group VI to include the calculation (given in CIOMS VI under
“Number needed to treat”).

O|H/CHE o

Number needed to harm (NNH) | Is Eol2 IE E| Sk}
IOMS VI: Clinical trial safety information 2005KEgataRuls: E==pajid MPNFS )

EF 71t St Kz= Al 5 10| |l AriS 12 & f7| Qs X|=E LOloF Sh= A2t
. AlLE2 NNT &=,
Proposed by CIOMS Working Group VI.

191. Number needed to treat (NNT) RIS HI| 9|8t X|AStK|
| (Z20f Hef=e XiHolx| %)
5’8 712t SOt X|Z8h= ALY T 1F0| X|& F! 2/SHA ALzA(0f]: MI¥)2] of|fnt 22 pot=
SIEH/ARE 27| S XI=E HOt0F Sh= AFRe| 4~ NNT= X|2=ut CHER 7t SHE
Si|EH 2HME Xj0[2| ==0|Ct. Of|E S04, 12| X|= 7|7F St AFYE0| AE0iIM 1%0]1
CHEZO|A 2%21 B 3 K0|= 1%0(C. w2k 1He| AlS of 2tz 1000 14
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32014R0536
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ot X|2E 2Hotof BHH1/100 = 1%).
Proposed by CIOMS Working Group VI.
*MI = myocardial infarction(H234)) }

192. Odds ratio | 2%H|
| (B=0f w22 xiimo|X| &)
Adopted by:
oF 2FO| ARA(O]: AHY) HES 7|E 2EC| 2EC| Hw. 2% = H0]| ALEE|= 80{0L,
olgh 2Mof| R8¢t +atX E40| QUL O|E S04, 10HL| Al2tg A5 2HO| ARdg
Aot A2 =ER 2/10 = 0.20|1 @X= 2:80[CHAIAZ ZRiot 2 CH AtAE ZESHX|
42 8F). M2t == 0.250(C}, 0| REE Q=7+ &0[st L2 JF(0ll: 0.125)0t H|wsHH
QZH|= 2(0.25/0.125)0ICt. ESH| Wdldt= A712] 22 OR(RZH|)2 Atied=o
ZHotL}

Proposed by CIOMS Working Group VI.
olH/IE Be):

Odds ratio | 2ZH|

| (YEo] HA=2 xjimo|X| &Z)

SILIC| “QA"E LHE A= Liw HIZ. 07| M AFHS| “QA"= QA= Bt AlZ9| 2hEmt “1-5t
AfHS| &5 79| HIZO|CH YEHOZ HE HO|HERE AYE= HAI2 22 || Glossary case
study(801E Azl ¢1)0ll 7|==(0f T

Proposed by CIOMS Working Group X.

193. Off-label use | 5{7[ALSt 2| AF2
CIOMS XI: Patient involvement 20220 kai:t s i (PN EES)
OfoFE EE iAIo| 317} AfE 0]2l9] A
Proposed by CIOMS Working Group XI.
Note: SRI=[X| §i2 MEF = SQUEK| 42 HE OF, 8 L= F0{ Z=0] TS Q[AE ALE.
A

(8F9Jo]: Medicine use with label (9J9F&F2] 3]7FAFSF  AF&), i.e. On-label use)

194. One-sided vs Two-sided testing | £t [ 2= X
CIOMS VI: Clinical trial safety information 2005JlEEa kit [MINE )

CHEIR(US 2E)2 B WHORE BlS S{/ASOH: A2 LI (0] CHER Chy
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195.

196.

197.

198.

199.
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371 SEHE2 o= L2 E 40| 7HSILL M2 CHE HIF 212] ?led T B wofAXE
P LEHHO| M ECt MM LI82 e HoIE &1

[ .

Ongoing clinical trial | ZI4 Z0I 214 Al

CIOMS VII: DSUR 2006

HF HEof A= 20| 2AZE|UE 710l SZO| AIREIAXT 012 THSTH A1F YA
BE M7 EXSHK] G S

Proposed by CIOMS Working Group VII.
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On-treatment exposure | X|& & &
CIOMS XIII: Real-world data 2024
KEE cE2 KE AR AP X2 & AI-TIK| SRS FH6t= A Q0[eit.

Proposed by the CIOMS Working Group XlIl. Based on: Schneeweiss S, Patorno E. Conducting
real-world evidence studies on the clinical outcomes of diabetes treatments. Endocrine Reviews.

2021;42(5):658-690. https://doi.org/10.1210/endrev/bnab007
{&31: As-started exposure(X &2 A3} 7|& &&), Time-varying exposure(AZF7HH &)}

Open [data] | 27H [HIO|E]

Clinical research in RLS 2021

AL O SHMO2E XREA WD, A8, 8 U 3R = USS 2olg (BNt
NLES RRISI2= 2210] 27 F).

Source: http://opendefinition.org/. Webpage accessed 3 April 2023.

{2 9= CIOMS HF 15 B4 84 5.2.1004 9 7F5-3F &1 21 19}

Outbreak | L3

{ZF31: Disease outbreak (A4 t-%3)}

Outcome | Z3}

| (Y=2o] He=2 xiimo|X| &=x)
L7HE2(endpoint)2] 52|01, F1: Composite endpoint (S8 H7 A=)
Proposed by CIOMS Working Group X.



https://doi.org/10.1210/endrev/bnab007
http://opendefinition.org/
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200.

201.

SlsiAl ole} KIS S8 AR SlelAl R2] A250] Cist HMubHol HE S XA, oS S
Sxje] 250 0[AlRIS Y| #IE YWES SEEE F0|= Z0[2lH, HZo| 2ol Kl of
=x{3} p21g Zo|ct,

ol

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

{EMAE GVP Module XVI (7§74 2024 7€ 262)oA] & -§ol& X5l 9& E0] A4 ¥ d& HIFE
Plefy e3F 229 da12 B Q7] W9}

Over-the—counter (OTC) drug / medicine | 2tC|2H=Z(0OTC)

| (ZE20] A= xiimo|X| &)

Qsol0] K gI0| ALBE 4+ QU= OO,

Source: Glossary of terms used in Pharmacovigilance. The World Health Organization (WHO)

Collaborating Centre for International Drug Monitoring, Uppsala. (Webpage accessed 17 March
2013)

(2 goige Lapdlali] o o g A8 4 812
OfH/LIE Ho:

Non-prescription medicinal products | H|x{%} o|t=

e 2 AOA “HI K" 2|2FE (non-prescription medicinal products) 2 SAFOZ
KHro| ok 0l A MeHEl YHte|okE (over-the-counter products)S 2[0]BHt, B, HIELDI
HLETA| U MEXN AE M HE S2 1 HelollM FAeiCt.,

Proposed by CIOMS Working Group XII.

& ol CIOMS 47 Iz A A1.6EY AJAE0] glon], AR Agke 21 ig g3kt )

202.

Package leaflet, also called ‘Patient product information’ {2 Product
information} | (EHKF2)HEEM

| (YE0] HARS xjib0|X| &X)

Adopted by: [MedDRA Labeling Grouping 2024

AEXIE Qe HETH ZetEl o FZnt 8| MiSEl= |elE.

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

{EU GVP - Annex [ OFd 5, 20244 7€ 269): WA} gi2.)
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=
CI

O|H/CHE He:

Package Ieaflet (SFXIQ)E—'?'—E'-

| (0] o= xiHoIx| H%)

EUQ| 5*7(}% HMEEAM(Patient product information). AFSXIE I3t HETH IR ookE Dt Bl
NSkEl= R2I=(Directive 2011/83/EC Art 1(26)].

Modified from: EU Guideline on good pharmacovigilance practices (GVP) - Annex | -
Definitions (28 April 2014).

203. Parametrlc E* A ks
| (B=20] HA=2 xiimo|X| &ZX)
CIO|E 22 RS FH5h= 84 249 o HEf. oS S0 t-AT2 HO[E] W 222
7P, 2= AHO[2E Sttt
Proposed by CIOMS Working Group VI.
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204. Partial dechallenge / Partial rechallenge | 512 S0{Zth/ 2.2 HF0]
{&11: Dechallenge / Rechallenge (Eoj&H/AE o))}

205. Passive surveillance (of spontaneous reports) | $~S% ZFA|(KPLU= 1)
CIOMS VIII: Signal detection 2010RRESEaYREE:I== T MINESES)]
Adopted by: [CIOMS DILI 2020]

JHE SRIOf|M 2t 4~ = oY AFSO0IMPFSS A= MH|A HSKHE LR I710iM=
AH|XH7H FEHOZ RPN H1 A|ARI0]| 2|z ZA| B,

Proposed by CIOMS Working Group VIII.

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

206. Patient | EHX}
CIOMS XI: Patient involvement 20220RE=
Six 2HO| oflf 8! K| 2E I8 RES LK oL 2AQI0| EF HUMENE SHSHAL
SUIRAE AL,

0 HHE2 jiH|0|X| &)

Modified from: National Health Council. Glossary of patient engagement terms. 13 February 2019.
(Webpage)
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207.

208.

209.

210.

=
CI

O|H/CHE He:

Patient | &tX}
IOMS XII: Benefit-risk balance 2025

Sif ZEO|LE AZAMERS ZHK| 1 QALY 2pAol| S Hekg ekUoLE, 1 Hsto] Eiligt (&)

U= AIZHS Lol 0|52 oy ks o YotHLE X|=5t7| I8 XZE Sl 2 U=X]
Fob= ZAQICE. eX[2t ofofFat 2E Reldat foidS ZIT k= JHelS Qlnlgtt.

Proposed by CIOMS Working Group XIlI; combined from:

CIOMS XI: Patient involvement 2022

US FDA. Patient-Focused Drug Development Glossary (Webpage accessed 18 July 2024).

{o] ol CIOMS 4% 15 H 1A AE(Foreword)?] 25 iiio] +2&o] Yt}

Patient-centred outcome | EtXI=SA! Za}

| (2=0f Bl 2 XiimO[x] &)

SHEH RITHO| QK|S 2HAS ZEKIH(0: ME, 7|5, B4, 114 2t afel &), 4L AFZHE|
IS F= 21t

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

Patient community | EX} 7 SL|E]|

| (220} #iej=2 xiiHo[x| &%)

JHE 2IX} JHS ESAL S O52 tHHESHE TXIS 2HQ o Eatsh= HRLIE|. SRt
HRLIE|= CHSHH, StXte] 2, A = A THA|, MEX|A £Z 2 7[EH0{2 2212
Sl £5% Cifet 2H0| =2 FCt,

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)

Patient engagement, S2/01: Patient involvement | 2FXFEH

| (Y=20] HA=2 xiimo]X] &)

SR}, SERF HFLIE| 3L 7|Et O[SHEAIK} 22| SSH0| 1 HAIKO|X| 4O HHHQ!
oA, 2ixte| nGot Y, THK| 3l MEHE QIHSIH MEHZ A SARZZH0I| HofSiTt.
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 | 27} £tx}
CIOMS XI: Patient involvement 20220 RIS Rat: =S NS

A2 xii
HZAENE ofsifstn R2[RTOEM THRIS| HZS O & 2[4 U= X|A2 HEO| U=,
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211.

212,

213.

214,

215.

S HYYERS S A
Qom SUst Y2t

Proposed by CIOMS Working Group XI

@
12
e,
o
e

><

Patlent focused drug development (PFDD) | EtX} M o|okE 7t

| (=01 otz im0 |F| %)

%XfQI Y, 2, 27 9 RU2Q|E ISt 0|F T7|of| ZE 2|FF2| 7HY 3 HItof|
O|0|UH SESt7| et AR FH2 LAl

-

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

Patient group | EFXFCHA]
ICIOMS XI: Patient involvement 2022 QRCEESIEEEECI i IS FES)
£ Patient organisation (BERFEEA))

Patient information leaflet (PIL) | EtX}2 HEEA
| (2=0] #loi=e xiiHo[x] H%)
ESng Package leaflet (BIRHE)HEEA)

Patient labelling | EtX}2 HEEA
CIOMS XI: Patient involvement 20220RE Ty b= =Sl MANESEY)
&0 Package leaflet (SAFE)HEEA)

Patient ombudsman | X} S25.x0k

| (0] Hei=2 T[] &)

SHTjOP! FIBEHs SIRMHIA i 7[E} KIZAHIAO] TSt 2iRjel Satfe
CHEE 1Q10| Q= FIFOI AR 7|2,

mjo

&4, T Y

)
Y= pul

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)
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https://www.fda.gov/drugs/development-approval-process-drugs/patient-focused-drug-development-glossary
https://www.patientombudsman.ca/About-Us/Our-Latest-Update/Vision-Mission-and-Values
https://www.ombudsman.org.uk/
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216.

217.

218.

219.

Patient organisation, S2/01: Patient group | ZHXHEHA]|

| (Z=20] Hel=2 xiino|X]| &Z)

S5 2, Fof E= HekR0| s $RHE 1 7151 HSRh2| oofn R 7E Ciwsts
7|2 2XEHlE A, W, Ho SlolE SR @7 Holshy| 9ot 230 FHoe 4~
AT

Proposed by CIOMS Working Group XI.

Patient Package Insert (PPI) | X
CIOMS XI: Patient involvement 20220 E=ulall
ISR Package leaflet ((EHAHE)A $—EA1

rE
rlo
z
§
=

R
|'

Patient preference | EXI M
CIOMS XI: Patient involvement 2022 REI= SRl Spii PN kSES)
&0 Patient preference studies (Bt M & &)

Patient preference elicitation methods | X} M £ gt

Mz & WHOIZE 7Hd ABOILE 7|EH SA| 240 8317| 2l Bt HlolHE
AII"‘|.5 I-IEOFI-I l:II-I:H% DP‘5|-|]:L -‘,?-_}Xl' A-I_E‘EE X-IEE Z‘Ugl"'r |:-|| A|-Q_E||:|- O|E—|'é‘|— I:IH:H%
Sll, 0IE S0i 2Xtof|AH| 7H 528 FAML IB1H0| FARUIX|, E= 5 +F2)
falgs ‘.’:*7I Lol 2XPF 8 2= A= ECH 2P +F(ZICH & 7S I8 maximum
acceptable risk)0| 0= HEQIX|E mefgt 4= QLY.

Proposed by CIOMS Working Group XII.

Commentary: O|2{gt 2IHES 1| 71X| HiEZ 22t £ Q\ct

« O[ARMEH 7|4t Bt (discrete choice-based methods)2 YEFEOR (7HA2]) 042 CHRES FA[sHe 2| MEH
TS Soll, &4 L Oieks 7to| A= pAIo| ZRME HIISHL

« &2|'H(ranking method)(£= FARSH EHH)2 021 WO| £40|Lt CHOHS & 2} WojlM SILIE MESHA| St
BFAIO|CH OfZAH| FOo{ZI 7HH MEH ZNES & °*‘}01 M= FA| CHOHS O Ciet ZRITQI =915 AESICE

« 2XPE 7|4 (indifference techniques)2 21 CHet & SiLIC| CHRtolM S8 £M9| 3t FXIXo=
HSIAZ [HA, X7} = Cfet & I 04 M9 XNI% LIIR| =, & Ol B O WAL LIBECH THEFS|R
Qb=(AHE AEH) XIZo] O|E m7EX | Mot WS Yottt

« WHH(rating method) (£ SAR HH)2 Ot Mool ZAEE =22 AISH HHE +~ JUEE oS,

O Ho{T! BHEZS MZE H|wslo] 2= HiHo|Ct,

" Soekhai V, Whichello C, Levitan B, Veldwijk J, Pinto CA, Donkers B, et al. Methods for exploring and
eliciting patient preferences in the medical product lifecycle: a literature review. Drug Discovery Today.
2019;1;24(7):1324-1331. https://doi.org/10.1016/}.drudis.2019.05.001

(S Fol= CIOMS 47 & B4 3.3.289] A7 P& A1 o] T}
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220.

221.

222.
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Patient preference information | Etx} M3 M
St M5 HEE T 7HsSt 748 SXi(health interventions) ZH0f| A0t ZufLt £M5
%, £ Uieh EE= MERX|0]| CHl X7t =77j= MTHA MLt ~& JHs40]| Ciet Hot
(assessment) O M| &5 HEZ HO|EICL SiXt ME HEE HAXN w= H2Ux dHs
Sol| AEE 4 A, 2HXfo|AH| 7He SRt RASO| HUN SRES EeliCt
0|2 S8lf SRt K| =] RAULD} L/Blel AO[0|IM oY 4= U= HEHASE 2M

M
it

oF

i
gl
Ic:
>
50
x

" U.S. Food and Drug Administration (FDA) Patient-Focused Drug Development Glossary.
https://www.fda.gov/drugs/development-approval-process-drugs/patient-focused-drug-development
glossary

? Milhlbacher A, Bethge S. What matters in type 2 diabetes mellitus oral treatment? A discrete choice
experiment to evaluate patient preferences. Eur J Health Econ 2016; 17: 1125-1140.
https://doi.org/10.1007/s10198-015-0750-5
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CIOMS XI: Patient involvement 2022QEE= GRS WIS E )
CHRxR! 242 Exiof| 2} HE2tK|= 2t = 7Bt &4 MEHof| Cioh 2ixte| HiZbEld =
7

£8 TS0l Chet AR s s

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
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 | EtX} 2{|X]AEZ]

| (Y=2o] HA=S xiibo]X] &Z)

S 2E, e E= E0] ofsh AT 2T £ 21t ol =St HIo[EE
ESk= ZE[SHE AIAHL

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

{EU GVP Annex I (Id 5. 20249 78 269)oJlAl= 2021 EMA &F} Committee for Human Medicinal
Products(CHMP)Q] "Registry-based studies 7}Fo| =2F21 o) AAJH o] & Aes}gF o, o] Lo A H
G} RAFFHRFO]HE F A HATE): " DG o g £ Aarg glop7] fof (948 E& 7]E)
bo]ElE HFolE B0 2 =¥ok= A}

{FF3L: Registry(BIRIAE])}



https://www.fda.gov/drugs/development-approval-process-drugs/patient-focused-drug-development-glossary
https://www.fda.gov/drugs/development-approval-process-drugs/patient-focused-drug-development-glossary
https://doi.org/10.1007/s10198-015-0750-5
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://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-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-registry-based-studies_en.pdf
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223.

224,

225.

226.

=
)\ Ms

Patient-reported outcome | EtX Xt7| =7} Za}

| (Y=20] HAR xiimo]X] &ZE)

Qo] TE= 2 AIIO| SR} Eitg AP0 SHATSHX| o4 BRI} X i2ole) 742t £t
Cho &2 0ot HIo|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)

O|H/CLE H2:

Patient-reported outcome (PRO) | EXt X7 | %7} Za}

IOMS XIlI: Real-world data 2024
SRt 1 HEe| RE EH| Cie ZHZCZ M, BHxte| STl Chsh AL 7|EFCHE At2tel
A Glo| Xtz RE 21 £ E YEE Qf0[BIC). 2Rt X7 |H7E Z2HPRO)= 2t AIE
Aoh= AL = EEPL 2| SEE Otz 7|Edk= Z20M HES Sl SHE
AT
Modified from: U.S. Department of Health and Human Services, Food and Drug Administration
(FDA). Guidance for Industry Patient Reported Outcome Measures: Use in Medical Product
Development to Support Labelling Claims. 2009. (PDF)
{ZF1: Economic outcomesCEA| & d2), Surrogate outcomes(H|2]2z})
(319 o= &7 1§ XIIT BAo)A 4] §olt opful, 83 B FAE F33.02 B2 g,
‘o2 gor 2 AAE)

Patient safety organisation | EEX[OFHCIA|
CIOMS XI: Patient involvement 2022RC G bS] (MINESES)
OISt 2 5! ISHE LAAZEN SXFHE|E I MSH= TE 7(2 = e

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 | 2} o|A

| (20| Bioi=2 xiim|O[x| &)

SEXte| 2712t ZEK|of T 2HRte| oA 5! 2O = CHE OfSHEARKKOH: 2|2FE 7HLXL,
O}, A7 2 S ERANC| @79 CHE 4 US.

AN
Modified from: National Health Council (NHC). The patient voice in value: the NHC patient-
centered value model rubric. March 2016. (PDF)

Payer | X|EX}

CIOMS XIlI: Real-world data 2024

ol ROloflM XIZXtEt, o 2HR2I7HHCP)7t MiSdhe TlE X MH|AE ChI2 HIES
XI=dh= 721, 7|2, tE= TS Q0[SiCt, 0] 80l= LMo = FEI|2H0|Lt izt

—y L =

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

TVHINID :SNOILINI4IA ANV SINHIL


https://www.ncbi.nlm.nih.gov/books/NBK338448/#IX-P
https://www.fda.gov/media/77832/download
https://www.ahrq.gov/patient-safety/reports/engage/appe.html
https://nationalhealthcouncil.org/wp-content/uploads/2019/12/Value-Rubric.pdf
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HHSIALE 71217, OIS2 D2ofA| o|=H| 23 8l oot = -X|=2 M| A0 Tt HE
HeH 2= XIZ)0| Zetel HBEH SHUS ST

Proposed by CIOMS Working Group XIlI.

227. Periodic safety update report (PSUR) | |4 OFHM " H
| (Y=20] HH=2 xiino|X] &Z)
{&9]0]: Periodic benefit-risk evaluation report (PBRER)}
Al = 712F SOt XIFE A S5317HIX ol ofF el Rl d-2lohy madol thet BIHE
HMIAISE2| 2f8h MEdh= =AM

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 (71
520249 78 269): HHAIG Q1S

EU GVP Annex I (g 4, 201749 10€)A] a'd §<9] T F4(note)o] Z7F=]0] Yt “RFoA &4l
OrA4 K B il(periodic safety update report= GVP module VIO 4 EH 4] mfafol git.”)
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228. Pharmaceutical industry | H|2f Ak
CIOMS XI: Patient involvement 20220 RCIS S kat: == NS
£ Industry, pharmaceutical (H2f A1)

229. Pharmacoepidemiology, &1: Pharmacology and Epidemiology | 2F=H St
| (0] oo xiiHo[x| HE)
tAstof 7|3t Hi, 24 5l FES AMESH0] Tt 2 O] AIRISE YR
(M=ot M| 2 eHAl SO ARSI 2atof| CHeE A,
*OiE’el 7|E2 et Zdo| w2t CHE.

%

ofs

Modified from: International Society of Pharmacoepidemiology. About Pharmacoepidemiology.
(Webpage accessed 10 December 2021)

O|H/CLE 2

Pharmacoepidemiology | ‘3.*='°"?’1
| (0] 22 xi

£ 0IEIEIS Tl 51 MR K| 2 At 5 SIS ol 2 HllE Rl A 2
srafo] g0l ofsfx| W, 5%, 24 2 £22 HEsHE 2

Proposed by CIOMS Working Group IX.

Pharmacoepidemiology | 2F=<ist

IOMS VIII: Signal detection 2010JNEE b Lt =PI UAEES)
A2 2ETS th o= of =0 ALE B! Zatof] CHt
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230.

231.

232.

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for
International Drug Monitoring, Uppsala. (Webpage)
& o7 efelof A & o[ AR§e 5= RS-}

Pharmacogenomics, pharmacogenetics | 22Xt A2 QXst

Clinical research in RLS 2021

ICH E15 7t0|=2tl0i|= CHZat 22 Fel7h EE|0f AL

- AERTMH(PCx) 2F= B3t 221El DNA X RNA S49| (00| Cist &+,

- ASRUSH(PGH) A= RTMS(PCX)2l StRITIERR, oF= BHESut 2t21E DNA MES
£H0]of| CHet H71.[313]

¢ & Hol= M2 =28&= 47t HLt

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 FolE= CIOMS 7 15 BiA0] 55 504 391 7R3 Fal: 2 25)

Pharmacology | 22|t

| (Y=20f HA= xiim|o|X| &=)

of=9| £441t 0|F0| AlK|of| O]X|= Fetol| Cieh afstx A,

Modified from: Oxford concise medical dictionary, 8th edition, 2010. (Online dictionary accessed
17 January 2022)

{20224 7€ 159 7]&, 7] og-H Lapel AL Y0419 F9: “oFgo] £} o]F0] LA u] A= Yol
st 7}

Pharmacovigilance | 2FE2ZtA|
| (Z=20] Hej=e xjiHo|x| A=)
Adopted by: [CIOMS VII: DSUR 2006
[CIOMS VIIT: Signal detection 2010) | (B=01 # S
[CIOMS IX: Risk minimisation 2014] | (¥&0{#e=22 xiiMlo|x| HxX)
CIOMS DILI 2020
[MedDRA Labeling Grouping 2024]
O &tAME| EE= 7 [EF b= 2t ZH|Q| BIX|, 7 oA 3 of 2t} 2HdE 1
{$]ol] o5+E CIOMS HAIENA FO A= FYolA T et 2371 /12 b2, 7Fg 2719 = A7
IAFNAE S Fo1tG. AAeH 8-S ofefE IR}

=2 xiiH[O[X| &Z)

CIOMS VI: Clinical trial safety information 2005
Source: The Importance of Pharmacovigilance — Safety Monitoring of Medicinal Products, World Health
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MS

Organization 2002 (ISBN 92 4 1590157), and ICH Guideline E2E, Pharmacovigilance Planning (Step 4,
November 2004).
Commentary: “7|Et 2fF 2 X" 2h= Eoi0ll= 27te] E2H4d0] AUCH HojT o1 WtoflA CIOMS 2
IE2 B F W HMERI HZE S 2A| (0f: BE2| |2l £2)2 20| 2|orE9| oRddut ot ALZo||
g2 O1A 2= Y= 015+ E 2J0[6te ACE H11 QUL CIOMS AR IE2 AT Q[kE ¥ OfL[2} 2|2k 71t
F0ll et oM 2h=0]| St FSZA| 8019 AFBS HIBICL

o= (=4

(CIOMS VII: DSUR 2004

{9lofl A5-E CIOMS VISt &Yt 4.}

Commentary: “7|E} 2f2 221 28| "2Hs EHOIl= 2f7to] 22ANH0| T Ho{E 3 H2jolq CIOMS A2
D8 Vs £2f @R U FRHQI HE E3 2HQ 20| 2JoFE0| oFrAut obHSt AR FHS OJA 4 =
0l%Z ©l0[st= A2 &1 ULk CIOMS Y2 25 VIl= O|oFE Fz=7| Hutofl 2K At obetA ghsof| cist
“Of2ZAl" 809 AlRS HTBICE

CIOMS VIII: Signal detection 2010 | (F=01 #1422 xiitoIx| %)

CIOMS IX: Risk minimisation 2014] | (2201 #ef=e xiiHo|x| &)
Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for International Drug
Monitoring, Uppsala. (http://www.who-umc.org/graphics/8321.pdf, accessed 11 December 2009). {©]

PDF 528 ] o]3} 22HelolA] A ZEX] QLTh)

IOMS DILI 2020

Source: The Importance of Pharmacovigilance: Safety Monitoring of Medicinal Products. Geneva, WHO,
2002. (PDF)

MedDRA Labeling Grouping 2024|
Source: WHO. Pharmacovigilance strategies [webpage]. Accessed 31 January 2024.

233. Pharmacovigilance system | QF2ZA| AJAE]
| (0] #iefe Xiimo[x| &%)
Zx{0] ofSZIAI} BEE W o]0 MOIS ofatsty| S8 ALK AlAgio® Bt
olotZo| oINS DLIERISID St BHel HSHE HIXISHES AASIRI)

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex | O} 5. 20249 7€ 269):
WA §lS.)

HA T

{EU GVP Annex I, CIOMS IX°] 9J5] &= JEk=]9] o= FU 179 FoJ& nf2& F4 02 EFE 2.
“EE 57} U2} 31 9=20] Direcitve 2001/83/ECY Title IX] YL H R0} L o]5}7] 9l AFGoHe
AlAH 02, ZQ1H OJoFE o] P S HLE Yol T o474 o F o et B AleRS FX]8l7] #laf
HAEYFHDIR 2001/83/EC Art 128"}
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https://iris.who.int/bitstream/handle/10665/42493/a75646.pdf?sequence=1&isAllowed=y
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/pharmacovigilance/guidance/strategies
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
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234.

74

Phases of clinical studies (I-IV) | QAL SHA|(1-1V)
CIOMS VI: DSUR 2006

- 1&(7F tHEERI AL G, QIA| 2f2[St): B7| ey Sl LHekdo| tiet 27| HotE
HISBIH 27| BAMA X2 AFHoIM Arge MEet 82 Hel 3 Fo 2ES HEfst= O

Lot ofist U o5t MBS NI,

- 2M(7FS CHEEEIQ! 17 98 KIS SA); Ui
St 22 7 SEE B,

- 3M(7HS CHEEIQ! 17 98 KX S5 YHOR NZRTE ABSHHL Holohs
3 FQ 2ER vt}

- 4(CHYT 91 K2 AS): OJofE 59 3 AlRIE|= @17, K2 Al eI oo
OIFtY, 5 3 B2 20| Chef O UYSE HIS Hofuc 44 R
% S0IE HSFIH BAGI0] £UE|= DE H70IC OJOFE SIS I8t AT OfLILE
9

M3

OF 2IE Moo= XzaiE

o
Sl
T

<
rg
40
0%k
=)
rin
il
Xl
rr
£Q
|0
e
m
ot
ret
[
o
ikl
J
H
~
$0
<
o
_0'_|-
=
M
NG

H
ASEZ 22D e oA A 8718 MSI0| 2 AIRS SIHHAISIEE AA|E ¢

1o, oo o+ Lo
(of: AFLZ/0[2tE ¢, ot ¢i-1)7F ZetEICE
Source: For all the above definitions - ICH Guideline E8: General Considerations for Clinical
Trials.
Commentary: ICH 7t0|=20! E8OIAlE= 2|FE THEkC| AIZHY CHAlof FEts| 7|Hkot MEXQ! Tt 85 =
SH(QIzhfz[et X=X B X|2 =HE 9 X2 AR M2t ATE 2RSS ekttt olE S04, elet
oz HH(HMSHOE 14E 2l0[e) = (FOIX FolIA “EI] AlY..." S 2|0[SHX|2H) 2AE T Hutof] 2K
A2 2HE £ UL} LR SF0ME O RUS 2 F6h= Ol CHE 80171 AFBEILE ol S0, IAY AT
7= g BE AT E, IIBAR MES R0 HAske AT E o0 & oM, [IIBAR “peri-approval”
AT (QUE 521 ool AZHEl A VA AT)E QOfBiCt, 2ol oks 9l E40f| e, CHFet AR thA|
ZHo]| HeFSEALE SEot 20| 8IS = QUCE CIOMS A7 IE0M= VA H720l ICH HololA HetsiX|
IR “(H71H ZAl Q) 2= EHS MBI, 023t H7t SRIE HEEAM(SPC, HEEA S) Lol HA|E=
8 U XHOE Motz =& Zxst= Wao= 20| LRsiCin =2t

O|H/cHE He:

Phases of clinical studies (I - V) | QAAIE SHA|(1-1V)

CIOMS VI: Clinical trial safety information 2005§NE gkt t=a Y r k)]

- T&H(QIM| 22[St): T | QFEA 5l LHoFMo)| Lot £7| HIHE MiEstal 7| EMME X2 A[0lIA
AlET MEo 82 He| 5l B0 Y™S MEist= o Zest ofst gl okEst HEE NiSTiTt,

- 2M(XIZH EfM): AR O 2 SIXIS CHAOR K2R IS EfMSHE I8 T8 S iCt

- IM(KIZH &F): YetOoZ X|ZH e YUBSIALE Holst=s HS R SHE BiCt

- AM(KIEH ALE): S|UE 521 = AEE|= ¢ X B2H AL ¢+te dEl oy, &5 &
82F Z27of ChsH o|Hof| USE HRAE O], MM AP = QUE 521 = S501E Ha5ut
2SI 2AE|= RE HO0|CH 2|2FE {7HE e Hl= OfL|Lt S| AFR S X[&3I5HY|
2[5to] SRILCH,
O RO|E &= SlOLt Etelot ufets S /It QI0o{0f SHH, Ci7H F71HQl =7t ASEHE,
St = oM AT, S{7HE M0 [HE AFRS JIBESIES AAIE A0l AFE/

olgtg A7, ot )7t ZEEICh

Source: For all the above definitions — ICH Guideline E8: General Considerations for Clinical
Trials.
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Commentary: SI0fl4 7|58t Hiet 20|, ICH 7}0| =210 ESO|A= O|oHE sHtol AJZHS EhAof Bgt3|
7|atst MERO! At sl 2RIzt ofRlst X 2H EM XIZ B 9 X2 AR et HpE
Sz 2 HORICH S S0f, Q17 ofalet K (HSHOZ 142 QJnjgl)= (F01El ol “£7|
AE..."2 |D[BHRIZH OOFE £ HBl| 2K $AI2 £E 2 QL UL SZHOME 7 QES Beste
Gl CH2 2071 AREICE OIS 501, IIAN G 71 “Jj 5% 017" 2, |IBAS HEsH S0i2e Musts
o17= ojnfgt 4 IO, [IBAS 34 (peri-approval)” ®17 (SISHE £01 OfR0] AIXHEl QA VA ¢72)
£ ojngict, T2 2Ho| of2 gl S| W, TSt Al Tl 71| BESHLE SRl 0| 9l 4

QIC} VA 9171 3| £0l0] Z7402 TRt 4 QIrt. CIOMS A2 IE0ME VA #1712] ICH HelojlAd
HESHR Q2 (715 ZA| 2I)"BHs EHS AR, Ofafet 97t £0IE HlOJE| AIE(SPC, HEEM 5)
LHoll AIE! 21 9! ZHOR KStE| S 2SI WatoZ 250| LRSI 2,

235. Plain language | 0]
CIOMS XI: Patient involvement 20220 RS Ra: =S
HEO| S HAHLE EUS W OfsHE =~ U= 2O,

Modified from: plainlanguage.gov. What is plain language? (Webpage accessed 14 December
2021)
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236. Point estimate | & =M%
CIOMS VI: Clinical trial safety information 2005QEEa kb= I E )
B E YORIEE S ROFHIOE) 41K 23], 0] L AMBORE XFe| Hate s
Thse 48l

Proposed by CIOMS Working Group VI.

237. Poisson distribution | ZOF& 2%
CIOMS VI: Clinical trial safety information 2005iREE G kab=I=
HHEER 20| =Xte| BIO|X|TH H&El 20| OH AFAC| 7Ha~0f| ME=|H, H|CHAIO|CH

0| i S~ gt Tl 4~ gict,

A= XiiHo[X| & x)
Proposed by CIOMS Working Group VI.

238. Positive predictive value (PPV) | &M 0|Zx
CIOMS DILI 2020
g TS E2 AR E AN|E A = 2R0| Qs AR HIZ.

[

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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239.

240.

241,

Cli{;&8
N,

Post-authorization | AT £

| (Z=201 o= XiiH|0|X| &%)
O|oFE MFT| & Al = HZ0| A= EAIE THA,
Proposed by CIOMS Working Group VIII.

{1 Post-marketing(A# %), Pre-marketing(A# )}

Post-authorisation efficacy study (PAES) | At = S5 32

| (220{ Hej=e XiiHo[x] &%)

stieh O|oKE0| 5{7HEl MS B0l POkt ZutE LIERH=X|0] CHot nets S=tade

Stiaoty| fIoh 2IU4E 5171 = S3ElE= L
L olofof $iC. QJotEo| AQIEl Boflet CHZ0fE 4 Yl

Q01 470l izt 220 QL 5 4 QISS ANSHE MES HETt Qe

PAES7H LR3ILt,

Proposed by CIOMS Working Group Xl (based on Scientific guidance on post-authorisation
efficacy studies. EMA/PDCO/CAT/CMDh/PRAC/CHMP/261500/2015)

Post-authorisation safety study (PASS) | ATt = oMM 3

| (Y=20] HA=E xiim|o|X| &=)

5171 o|FE 0t 2HESH0] O 2|l (safety hazard)S A8, SM9t = HERSIALL,
O|tZo| oY H2MAUS SQISIALY, ffohd 2t2| Z=X|9f =t 5

SHOZ £Akl= 2E APDIR 2001/83/EC Art 1(15)]. ATt = oFHM A= SHH
UMY = U B, HIEHE AP 4 Qlrt,

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

{EU GVP Annex [ (F 5, 2024 7€ 269)): HEAR} 13-}

0x
mjo
It

Jal

O|F/CLE 2

Post-authorisation safety study (PASS) | ATt = QHHM 31
| (Y20 HA=2 xiiH[O|X] &
S|71El o AE 1t 2HESto] o 2ldl(safety hazard)E A8, S} foi= FRDISIALL, 2|2FE9)
oY T2l 2fQISHALE s 22| ZX|Q 2utde HHGH| flet 2 A=
2=

Source: EU Guideline on good pharmacovigilance practices (GVP) - Annex | - Definitions (28
April 2014) [Directive 2001/83/EC Art 1(15)].

{EU GVP Annex I, 9o #7139 note: “A17 ¥ LY A= SHF QYA Y & Y B,
HSA 2 A+ A5 g & o)

Jlo om
Jal
|0
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf

Final pre-publication proof provided by SeltaSquare, 4 February 2026

242,

243.

244,

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

MS

Post-marketing | Al

CIOMS DILI 2020

O|FFO0| B71=[0f AlTHE|= EHA.

Source: Uppsala Monitoring Centre (UMC). Glossary of pharmacovigilance terms (Webpage,
accessed 29 March 2020)

(o5 P2= 20224 79 159 7|# 02 o o] Rasla] getel)

{&32: Post-authorization(A® %), Pre- marketing(AJ® )}

O|H/CHE He:

Post-marketing AJZt £

| (E=201 HA=2 ximo|X] &)

O|OFF0| AlHEl= A,

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for

International Drug Monitoring, Uppsala.
& & F 2efelof 4] o] ARge 4= 5.}
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Post-marketing surveillance | ATt Z ZHA|
CIOMS VIII: Signal detection 201 (iR EEEI=R WA E<eS)

AlEH = O9FF9| 0|t RLIER.

o L-oO

Modified from: Glossary of MHRA terms. (Webpage, accessed 11 December 2009)

Potential risk | ZxH= oA
CIOMS IX: Risk minimisation 2014JRCEE GRS [N ES )
Adopted by: [CIOMS SCAR 2025] (CllAl=2lst)

£5 olorZlo| GiEtNS o MBHaISt Z7{7} IOLt Olafet Pipto| Selgx| g2
HIZIRISIX| b2 AFAQZ T Of|Al= CH2 3t 2T}

LS

- H|QUAF OFEAl 4 T10{|A] LIERt SAISER A 25 QIAIA SOl A] ZHEIE| L SIAE|X| 242 74,

OO L-O oS L

- ARO[ ot Aol M BrEEl O ARIZ, EF D01 CHet K02 37|17t thxR

O

(7l %*%JQ—E— L= EEEX o2 OF) 0 HI WS T QAT = SiLt 2 AIS

= 0O — Lo
- RFEHQI Ol *F'J%E A2E0l| M ESH= AoE[EE.
- S A L T2 ST} PIRIE 2O QURfTI A i O|ofE0] SK0| w2t g

WO 0| A&l= AFA.
Source: EU Guideline on good pharmacovigilance practices (GVP) Module V - Risk management
systems (28 April 2014).
{# gojo] AuA F2E EU Guideline on good pharmacovigilance practices (GVP) = Annex [ (/1%
5) 20244 7€ 269)@F ICH E2F Guideline: Development Safety Update Report (17 August 2010)94]
H A Q9. &= EAJofJA, dH djalEo] CIOMS IX F2j2} vl sfo] ef7l T2 AHO 2 7]eE o] Y. }

O|H/CLE Fel:



https://www.who-umc.org/global-pharmacovigilance/global-pharmacovigilance/glossary/
http://web.archive.org/web/20060525065151/http:/www.mhra.gov.uk/home/idcplg?IdcService=SS_GET_PAGE&useSecondary=true&ssDocName=GlossaryP&ssTargetNodeId=408
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
https://database.ich.org/sites/default/files/E2F_Guideline.pdf
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Potential risk | &xHX 2/siiAd

|OMS VIII: Signal detection 201 0RREEaG Rl = =D MINESES)]
£ QuEute| Kt S oM Entst 27 QIOLt o[2{oh HEHLO| 2RI K| = 242 HIZIRIGHK]
2 AHA.
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/pdfivol9 2007-07 upd07.pdf
(20224 7€ 7]& 271 FaoX] &2, Eudralex Volume 9A. Rules Governing Medicinal Products

in the European Union. Guidelines on Pharmacovigilance for Medicinal Products for Human
Use. September 2008. Chapter 1.3. (PDE): g2 F-X]€.}

Potential risk | ZH{= 2|s)A
IOMS VII: DSUR 2006

=7 oloElo| eftag ojAlzel

U2 AAOZ T OA|= CHSTt 2L

- I Qi ol Ll 4T

F

247} AOL Of2{gh H2E0| 2RIE|X|= 52 BIZfAISHA|

= S

ro

_|.—|—

H UELS T YYAZ0IM EEALEOHAEX] 242 A,
2, £ Of7RtE0f Chet Xfo|2] 37|17t chzxat

- UAATSHO|LF S8} 1 70fA ZERHEI OJAMAfRY 2, S
(919F, S99 E wsix| 22 22t BlmEE O SIARDIE SiLf QLTIEDAS AlME 21
F2| X 92,

RRLAQ] O|AIS BT AJATIO M Wikt Anf2lg,
- S 2 L) T2 SYSTTH 2E 20 UofZl AfZ! i ojofEo] SNof mat st

NOE K== AR
Source: Guideline on Risk Management Systems for Medicinal Products for Human Use
(EMEA/CHMP/96268/2005).
CIOMS &1 18 Vile £ 1Mol 8% 2int Sst o|n|E 3Tt

Power | 23

CIOMS VI: Clinical trial safety information 2005QlEEa kb t=ap i [MISEES)
SAX 80i=, +AE 240| X[0|E LX[St= T I ’%@XI 02 E LIEH= M BE= HA

T o T
HH20| 2 22 EAHEOR Qofst Kl0|S Hrists BAOICt ZHL F2 it
2 AtHO| ZHE|=X|0]| a2t 2K, T2k AI?:. HeAel R (HEE dT8=E2 M
718) 32|10 Arde] A d(XE4F ZokH)ol| w2t "2

Proposed by CIOMS Working Group VI.

Pragmatic trial | 22X QUMAIH
CIOMS XI: Patient involvement 20220Ei=g bt S i WIS E e
AR LA T 2EE0IA SEHS| RLPS% YIrst7| o MAE PAIHPY CH=

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
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https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-9/pdf/vol9a_09-2008_en.pdf
https://doi.org/10.31887/dcns.2011.13.2/npatsopoulos
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Pre-marketing, 52/01: Pre-authorization | AJZ 7
CIOMS DILI 2020
O|2}ZF0| 5171=|0f CHEOH|A| XS EE= HOHE[7| TOf ZHE B,

Source: Uppsala Monitoring Centre UMC). Glossary of pharmacovigilance terms (Webpage,
accessed 29 March 2020) (20224 7€ 159 7]& Y327} R854 %5}

{ZF11: Post-authorization(AJ® &); Post-marketing(Al8 )}
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O|H/CLE Fel:

Pre-authorization | A%

| (B30 HARS jib|o|x| &Z)

OIoFE MFT| & NMIZ0| EFG{7IE 7| O]HQ| THA.

Note: ATt &{7h= 2 MSZah 20| ULt st MSF0)| tish £21E 2|fES o3| & L2 330
ot A M THE Ao A2 2 RUCE

Source: ICH Topic E8. General Considerations for Clinical Trials. 17 July 1997. (Webpage,
accessed 11 December 2009)

{20224 7€ 159 7|& Y27} 451X &2 ICH harmonized guideline on General considerations
for clinical studies, ES(R1): a5 /9] ZFOIE[R] &2}

Pre-marketing | ATt

| (Z=201 #oj=2 XiiH|0|X| &)

O|OKZ0| CHEOf|AH| A{e = THOHE(7| 2| FHe EHA|, (S2I04: pre-approval, pre-authorization)
Source: Glossary of terms used in Pharmacovigilance, WHO Collaborating Centre for
International Drug Monitoring, Uppsala. (% §-0] &< 22} Ql0jl4] & o] AL&E = IS}

Prescription event monitoring (PEM) or Cohort event monitoring (CEM) | {4
Al 2LIE{ZE or 25E Al BLIER

| (F20{ Hoj=2 XjiHo|x| &)

EX otEg FO{E2 AEE 2X0| M SS0|4EES0] o AlE|=X| 0520f| 2HAIQl0] 2HEE
DE O|MARIE ETSHEE MEUXI0AH @FsH= ZA| 2. O FsiAl= “ISE Al
DLIER" o2} Bt

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for
International Drug Monitoring, Uppsala. {2 &0/ &2 22}Qlof4] & o]y AF§-SF = Q5. }



https://www.who-umc.org/global-pharmacovigilance/global-pharmacovigilance/glossary/
http://www.ich.org/LOB/media/MEDIA484.pdf
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Prevalence | RHE

| (Y=0] HA=E xiim|o|X| &=)

9| HESH= Al =, REER2 HIEE
=220|Lt 10,000 &= 100,000ES
Al =2 HA|EICE

Modified from: CIOMS Working group report on Drug-induced liver injury (DILI). 2020.

Note: REE2 LMEnt TEE|0{0F BTt CDC 2 01710|2 HE*: 'REEN LME2 XI5 =5EICE REE2
EF ANHE £ 7|2t S HEE TR ARREC| HIZ(proportion)S 2|0[oh= BHH, WSR2 EF J|7H S0t ZEt0|
BEMSE AFZO| HIZ(proportion) E£ 2(rate)S 2|0[3iC!

*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).

ofF/ctE Hel:

Prevalence | REE
IOMS DILI 2020
O AIEo| EF ZETH0|N Lot Al iESH= Al 5= REE2 HIZE Albt=|H(AR
A2 HolRl DY B 917 22 Lis) 55 282 BAE,
Source: Uppsala Monitoring Centre (UMC). Glossary of pharmacovigilance terms (Webpage,

accessed 29 March 2020)
{20229 7€ 159 7] J27F 2A01A] G

Prevalence | REE
IOMS IX: Risk minimisation 20 14gRE =y Rab:=cN i U WNESES)
ZROIT! AIEO| EF ZETH0|A Lritst Anto| tiZESh= Al 2,
Modified from: Lindquist, M. The need for definitions in pharmacovigilance. Drug Safety, 2007,
30: 825-830.

QUBS $iro] Mefoll SHS SOt SH AZOIN ST Aefol RS2 oz Aol s Alefol
o= DEEto| ISR FolE 4 §iCt.

Source: Rothman KJ, Green land S, Lash T. Modern Epidemiology.3rd edition. Lippincott
Williams & Wilkins. 2008:46.

Primary endpoint | X} T4
(e 2
HIEFEMO| UK =X E FO
endpoint”, “Outcome”)

Proposed by CIOMS Working Group X.

“« » o«

tH4 E= 2ot (£2: “Endpoint”, “Composite

Ot
Ir
oe
J
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Privacy (in relation to processing personal data) | ZHRIHE HS (7HeIH = 1a| 242d)
7HE A2I2 QIHE THX|H, E3| XHAIQ| 7HRIEE K2 |2t 2EE JHeIgE Bops J1RIC
021t #El= F2 JHRIHEE Meldte XHEs J2{tt QFE 718 XAI=2E IPYE o|RE
ZFEL XL of[A] Rtz o R HEH= HHE|H, SA0f i MEet 2HAE JHRI(EEFH))
O] AAR WAFS 4= Qli= AEMOI ME|2| HENZ LIEHATE

Combined and modified from:

Council of Europe (1981) The Convention for the Protection of Individuals with regard to
Automatic Processing of Personal Data CETS No. 108 (PDF)

Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on
the protection of individuals with regard to the processing of personal data and on the free
movement of such data (EUR-Lex Webpage accessed 10 May 2024)
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Process indicators | 2PYX|HE

CIOMS IX: Risk minimisation 2014RRE =gl M INESES;

Plofld 2ot A2l 3! SO et O Fe

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

{EMAE GVP Module XVI Revision 3 (2024 78 26 )94 £ §-01& Z7[5}gS. o& 0] X4 & F&
YIS o)y ook 220 A2 H Q7] w79l )

Product information (PI) | H5.2A]
| (Y20] HeA=e xjimo|X| &)
Adopted by:

[MedDRA Labeling Grouping 2024]
ES07HERHESH7RIERITHIQFSI MUY 2T E 7t = SEXI0l|A| o/ ZF2)
S0 oFEst ALl et HEE MSote EME, ER Al A=t Helsto] T E
== UL} M2 HERZ M= LEHE 2ol 2tatol| AF2El= 2 EHOIC o2 A|E=0lA
AEE[= 20 A0|9] OAl= Fig. 1.12 EI=3IC} QB ZE0|| 7|iEl EUS| 1717 [RiAF
(labelling) SA| HEZ A2 LBOICt
{O21.1: Ck3 Z(H[O|X]) &=x}



https://rm.coe.int/1680078b37
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31995L0046
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-risk-minimisation-measures-rev-3_en.pdf
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Figure 1.1: H2EM 4249 HE OflA|

H27HE HEEM] (BRI HEEA]
 Summary of product characteristics + Package leaflet
(SmPC, SPC) » Patient information leaflet
* Data sheet » Patient product information
* Drug data sheet * Patient information
« Safety data sheet * Consumer medicines information
* Package insert * Patient instructions for use
* Product information * Patient package insert
[LH5 S 2 Xk HA|Z[XH(Labelling)]

{*HCPs=health care professionals(9JZHE7)} {F11: Package leaflet(SA-)HEEAD)}

Proportional reporting ratio (PRR) | 2112 EH|
| (F30f Hej= xiiHo|x| &)
KPR H00 H|O[EH0| A = BE =0l Chdt £ Alzie| 10 HIg1t H|wdlo] EX
St PHAE s AFH2| 210 HIE, Ol = H(ratio) = E3%|H H|O|EH|0| A0H|AQ| sHZ
AP0 T =TT |SHgke sty

- —1HA

(=)
x

Modified from: Evans SJW et al. Use of proportional reporting ratios (PRRs) for signal generation
from spontaneous adverse drug reaction reports. Pharmacoepidemiology and Drug Safety 2001,
10:483-486.

Proteomics | THHZIX|S
CIOMS DILI 2020
CHEZIO| NI LHUIAM 28310 M E ASEIESH= JiA

Ciet k=2,

mjo

ZoIoH HHE S| S804 7| S0

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

Protocol-related adverse event | QAAIEAIZIA HE O|AAL|
CIOMS Vil: DSUR 2006

UMAAZI MO BAIE EX} E= £
EOoet= XPMOZ fE= MHOZ ZHAE|X| Qb= O|MAR.

Proposed by CIOMS Working Group VII.

Hat 2EE A= OARL JIAEE oAF 8 3

[}
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Qualification | ZZ{Mm7}

CIOMS DILI 2020

SAKRI A ZENA 7|H5H, ol 2 HIE 7 3 AleAIM 2 =HE JHE =77t
S5 8 9 TR0 o] A=gt 4 k= 22,

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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Qualltatlve research methods | N
| (o] ¢iet
LHE1EIH (0] ZE, 2 2 ARZIof it

AR B! gh | AR 171 ol ZIFRHAH0f: H|R1of
2 ULt

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)

Qualltatlve signal detectlon Hex Hop2| " e
| (Z20{ #oiEe Ximo[x| 4)
xr%*&* H1 AIARI0)| HIEE= ofalkl= AS0[MEHE2| 2t JHEAR| EnE B 2IH
A0| MESH= U, IRz XRQ| XA S2E AR8610 sl O ARV} ol ==
FS01| 2o FYEAS 7HsEE HIreiCt

Modified from: Egberts TCG. Signal Detection: Historical Background. Drug Safety 2007, 30:607-
609.

Quantltatlve research methods | &N g:,r e
| (Zeof ¢iet

#XI ’SEOI =4, 24, oA Sl "A|QF 2hEE
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)



https://www.ncbi.nlm.nih.gov/books/NBK338448/
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://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
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CI MS

Quantltatlve S|gnal detection | M2 Moj2|HE EX|

| (B=0] HI=2 xiim|o[X| &=)

EHRE Xl’e&! H11 HO|EH[O] AN EXHAORE 2 HIEE WMSH= Q-0 A
(= =1t O|MARIC] DX higher-order) 22 AlE6H= O] A8 El= Mat &
S| B,

Cl—
—

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

263.

264.

265.

Random effects | 2l2|szat

CIOMS X: Meta-analysis 2016REIEG ISPt VpsFszS)

IHE S| X2 |t FHX|7 HER *OHH BeEl= F K| WY 3 ot Jegat
HIERZAM REOfA= 7HE 7 K| 2te| HE-H0| 20l tEIC, [Wh2kA x| =Ko
Choh 2 719 7|0 = RN OZ 2} At Le| HAULet oIt 7HHESH 0] 2l
ZYEICE (F1L Fixed effects)

Proposed by CIOMS Working Group X.

Ran §*°

| (Z20] HA=2 xiib0]X] &Z)

7UHIEOH)H E4 ol =M. L5 A LY (H|I2e ?:.’é*)o A 2{0] Ol &ME AREelLt.
MESMOM AZIS| &M= FRIH 2T 29| ZF "2 of2] 20 Chsh Al LA7Ex| Q|
A2 H|mgh 2 QIC},

Proposed by CIOMS Working Group VI.

Reach | **01

| (L=0f M= xiimo|X| &Z)

RE-AIM %WE%'QI 57K 2t & StHEO[Reach], &2HEfficacy], XiE{[Adoption], A%
[Implementation], ®XI[Maintenance]). ‘A& He|(coverage) E= “EZ(distribution)’
2t DICE Hol= S0 =S E HAA TIIAe] Higat 250| LopLt S T=XIE
LEFHLY,

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.

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

TVHINID :SNOILINI4IA ANV SINHIL



Final pre-publication proof provided by SeltaSquare, 4 February 2026

266. Real-world data (RWD) | AM2H|0|E]
| (Yeo] HA=2 xjimo]X| &)
HIZA 2tZ2o UMH AMTIZO0INM 2Tt o| 2 H|0|E, MAMSH|0|E = TAEEE T
U QRI|E, BX|AER|, =Xt X7 B 2t CIX|E =7/2HIY 7|7 |2t 22 Ciefet
FERUCERE] LEZ 4= AUCH £TE H|0|E0ll= AAX 3 ZHIA 2ot 2kxt X7 |Ho7F 2ot
(ofl: 2 M Bl afel A) J2|10 X 20| ZetEich
Source: Report of CIOMS Working Group Xl on Real-World Data and Real-World Evidence in

Regulatory Decision Making (work in progress at the time of publishing the CIOMS XI report on
Patient involvement).

Published in June 2024, available at: https://doi.org/10.56759/kfxh6213

Note:

IOMS XIIl: Real-world data 2024
{CIOMS Working Group XIII B 1AJ= RWD(HARE-H[o]E])q] diet & AAJo}R] FYrt. BiAE=
oS3} Zo] GAJo}aL Qlrt: "RWD(HAFEHIo]E)o] thajA] tfeFet “goj71 A= o] groLf(GAlE |
Fx), A7 gojE o= EAelA] Gerl”
ojo] g7} Zo] Jsit}: “o]g]st RWD(HUAIEHIo[E]) FIYEL h 2 E FEEn EF o2 QAl3]L],
ojglst HEI, BE Hop/} A& 8ol Yo FE 1ol 4R IFL E ojLf9] A2 FIE
27}2 HAJopR] 72 o1 e}.)
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O|H/CHE Ho:

Real-world data (RWD) | &AM2H|0|E]

Ciefol +ERUO=RE MFOZ £ E[= 2AF HZME] W= O|Z MH|A HZat 2HAE
ClOoJE. &ARZHIO[E{2] ofl= CHZat 2.

- TXte|R7|=0i| M mH4E! H|O]E

- HSHET H|O|E

- HiE 3! 2 2K AEE|2| Ho]E]

- 7H8 S el SE0lM e 2RtFe HolE

- 7Bt ZHIY 17| S HZHES 2 5 U= TUH=RE +TE HoH

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)

267. Real-world evidence | 2AM22H
MARRTHRWE)= AABHOIE|(RWD)E HE W/ 2Ael0] £58 27o[C

Modified from: Zuidgeest MGP, Goetz I, Meinecke AK, et al. The GetReal Trial Tool: design, assess
and discuss clinical drug trials in light of Real World Evidence generation. J Clin Epidemiol. 2022

Sep;149:244-253. doi: 10.1016/}.jclinepi.2021.12.019
O|H/CHE Bol:

Real-world evidence | AR

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition



https://doi.org/10.56759/kfxh6213
https://www.fda.gov/media/124795/download
https://doi.org/10.1016/j.jclinepi.2021.12.019

Final pre-publication proof provided by SeltaSquare, 4 February 2026

=
MS

| (Y=o] HA=2 Xjimo]X| &)

ZME H[O|HE HE S 24510 MoEl 274,

Adopted from: Report of CIOMS Working Group XIIl on Real-World Data and Real-World
Evidence in Regulatory Decision Making (work in progress at the time of publishing the
CIOMS XI report on Patient involvement).

Published in June 2024, available at: https://doi.org/10.56759/kfxh6213}

268. Receiver-operating characteristic (ROC) curve |
4} 5 EM(ROC) ZM

CIOMS DILI 2020

HEAR| AEHS UEt= 28, 4R 25 £8(ROC) =4ofi= THE ZARHO| Chef
71230 TLGE(F, L), M=ZH0| ALEE(F, 1- 50I5)0] EAIE] SHt 59

BAF ZE FEOIC) 2t ZAL Tigt ROC H42] SMEHHA 2 1,021 HiH, AL}
LS 20| §l= AAtel ZolHA2 0.501 =it

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

269. Rechallenge | THE0d
{1 Dechallenge / Rechallenge(E9&H/AE)}

270. Reference risk (baseline risk) | 7|%2&
CIOMS IX: Risk minimisation 2014RREEIEG kbS] (MINFSES)

£ ZEH(7IE 2o FYE EE. O T2 E S 2210 ==X otk
HotRefolH =EF 2 2E ZHO|M FARBICE 71692 el ETHM ZEE

PIE} OfR CHE 2= AL

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

271. Registry | 2IX|AEZ]|
CIOMS DILI 2020

(7E) e UES 28010 5 2, dH L= =52 Fole ZYHM FEE 2o

CHel ot ClO[EE - EISk=A Al AL,

Source: European Medicines Agency and Heads of Medicines Agencies. Guideline on good
pharmacovigilance practices (GVP). Annex | - Definitions (Rev 4). 9 October 2017. (PDF)

(0|=) SxXtRIAERlE £ A, Mef £ = E2 FolE DR #-E Z0E

TILS7| e m et Cllo|Ef(JefX 2L 7|t CIOE) E +Edt=t 2adT WHE 283t

HIASIEl NAZIOR, it el 1 OJAto] ARH 2RI TFoHE, QA i FHIR S o)

=7, 0o =T o= =
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272.

273.

CI MS

Hgfotct.

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.

{&4: Patient registry(SHA}F ZIAAEE])}

O|H/CLE Hel:

Registry | EX|AEZ|

| (Y=20] HARL xiim0]X] &ZE)

TN WS 2800 E Y, delf = e EE FOlE DTN & E Zntof Chish 2t
CIO[EE &Sk MASHE! AIAE,

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

Registry | B|IX|AEZ]

SYUst SH2 LIEKHE 21X} 25, 0] SH2 Tz HRIAER)) £ £F E(2fE
AX|IAER)Y = AUCE. 2K} HO|E R THE F 7HK| Rl HRIAER|=E 2F EFECIE
MRS Algsio] HaEel HAlOR Yol HuE Y 4 lrt,

Source: ICH Guideline E2E, Pharmacovigilance Planning.

Commentary: =&(22) 2IX|AER|= 2Tl 2AZ0]| e EE TCHO|: WSS 2ol LEE JOIEIA
THEY 2t 2K AEL])S IR0 2F=0| 0] Xt 2F0l| SESH ks DIX[=X| 2Helgit U8 =&

(Sf2) AIXIAER = Ao 22 EF FEo| ofF &2 IR QL J2iL M X AER|= S
ES AT g EMSCL BESHE AEX|S AFBSI0] O|&fAR{0fl CHEt CIOIEE E 5t | 2fsH XIS
AlZh Batol| 2t FA30 ISE A0 IHAZ 4= AL T ToE A= PSS SHY = AR
Hlw=0| O™ Hetds S - QiCh 12iLt 0|52 53| =2 Z2Houtcome)oi| Chg A0[2|HE 2o
R £ ATt 023t FAo| ZfX|AEL|= die 5QE == QUL

Regression | €7
CIOMS VI: Clinical trial safety information 2005gESagkai:r== (i MINEES)
HHSHQL L EE= T O|AQf QI ZHo| MAIE ZALSH= 4| 7|4, Ol= ¢4 FEXK

2 OfL |2t Ot X 5! UE AIZH0f| THAM = &t 4~ QT

o 1o

Proposed by CIOMS Working Group VI.

Regulator, medicines (52/01: Regulatory authority, Health authority) | 2|2F=

A7 |2

| (Y20 HA=2 xiim|o|X| &=)

MESHH M| 5l WAlS oot o|okEo| FA, oElY, RaM, HIE, Tl 3 OAH|Ele| Hafut
2SI HHMOo= X|FE 7|2t o= a7 |22 XY, =7H0l: FDA, PMDA, MHRA) ==
E=7H0ll: EMA) HIE el 2 QUCH

Proposed by CIOMS Working Group XI.
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274. Relative risk | ATl Q8=
| (YE0] HA=2 xjim[0|X| &F)
f/&it|(hazard ratio), 2%H|(odds ratio), /&H|(risk ratio) == LAZH|(rate ratio) S2
Z0]| A0 SH = 2[HR019| Tk 37(0f| Cieh AThA ZHX|.

Proposed by CIOMS Working Group X.
o]H/CHE Hel:

Relative risk (RR) | &l 2IE=

| (Z=0] 22 xiHoIx| %)

L ED PHE 7|EQ 0 HEE|= Hi2IXL Ol & BETHEUIYT)0M Z-E 2t
(M2 2l S &= 52 TLHV|E ZET)0IM ST ZaHAR)2 27 &)
OF L= Z0ICt.

Combined and modified from:

Report of CIOMS Working Group IV.

Dictionary of Pharmacoepidemiology, by B. Begaud, John Wiley & Sons, 2000.

Commentary: A2 CHE Tl FEEORZ FHE= £ 7K 2 2| 2= M @/ x ot ofL2t
“fled HIZ 702t Bit HlwEl= & HEHO| "FARIEE" (F, SLIFAR SFQ| 2}, R, g8, 2
HEfl, eE AlZHS) BE BRIt QUL of: fS0|AHFS(ADR)Q| 222 ofE K25 B2 T H2
10/100,000012, FAFSIX|ZH K| 2 S HHX| Q42 ETHe| 2 5/1,000,0000|Ct AT I = 20.

Relative risk | ACH /8T

IOMS 1V: Benefit-risk 1998
L EE[X] 52 HE0IMe ZaKAL)) LSl Chet =S E T M2 Zaj(Al]) LEE2 H].
Source: B.L. Strom, ed., Pharmacoepidemiology. John Wiley and Sons, New York, 1994.

275. Reporting odds ratio (ROR) | H11 @XH]|
| (B30 AL xjiH[o|x| &Z)
EX oZ0| HFE ZE ALl EAM0I|A O|&A[| O LAY "X (HEN-ZE)E, 0|
k20| AZE|X| 42 XHUE T O|O|E{H|0|AC| CHE RE AR &
2HE YHY “@X"E L= 2L

Proposed by CIOMS Working Group VIII.

k=l
Rl
=
Rl
Ofn
ne
o
o |
0z
P
&

276. Research organisation | $=E}7|2t
| (220} #ete Ximo[x| HZ)
OlopE tE 7|et 1|20 it Bietsie] s ol ol
2I510 SiLt O] S St 7| S|+
AOH, MM Z E= CHE ZEIZ ChAISIH ATE

Proposed by CIOMS Working Group XI.
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2717.

278.

279.

Resource-limited setting (RLS) | 2|&A &gt 2HA

| (o] Hoi=e imo[x| &4Z)

01 Ciiiio] MBS 9ISt Hol| st XIS HIZL 4 Q= S0| 7|0l 5
2| 2[AA0 SPYE|H, 2Ot TRIAHRI X272t S7FSSIAL iR Hlekel =7t =

Modified from: Geiling J, Burkle FM Jr, Amundson D, et al. 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

sixt

[

NS

Restricted access programme, also known as Managed/Controlled access in some
jurisdictions | ™ M|¢t T2 124
CIOMS IX: Risk minimisation 2014RRE =y Rub:t =1 dINESES);

H dleh Z=0A2 2Rl flold 2fet ZX|YHE S 2
IT

A[Z ofoFE0f thet "2 HMeholel= So|H, F+dE 2 ?loid

Ol2fet Siti= HECR L= 42 MEY 4= ACH 1 ofAl= Ci3at Ztt

- BT ASS UY| H, A FolE YHH 7IES EFOI=X HRE 2olsk= HAE
A

- XX, ZRIXE SYE= BHX17E ol orEat 2E BSOSt ool et YEE ot

fot
b
i
Am
oz
inl
(=)
m
1>
ik}
>
>
i
=2
o

S0 A= FHZARE| 2l BAIH ZXE

Note: 2sHA Z|A3IE 2ot M2 Mgt T2 42 DE 2t O[SHRAIKINA| Aot &g 0X| 1 25 7s40|
Q7| 2ol YBE Fold-2lsie Z2m, 2hed ool S5 9 0f 40| F=I1E21 (s |43t Ao
olslf Z2|E AR O ME|=X| ({EE V(RO R o|okE0] et Befol X|5X e Moj| [t ARZ0| etz
QHL=|0{oF BILL.

Modified from: EU Guideline on good pharmacovigilance practices (GVP) Module XVI - Risk
minimisation measures: selection of tools and effectiveness indicators (21 Feb 2014).

(el AJAIEE o /|FH Module XVI 717 2920179 38 2897). 8% &%) oA RAEL L,

Module XVI 7§73 38K2024¢ 7€ 26 YA} oAl E3FEX] Lt 7§78 38ojA]= Controlled Access
Programmes9j Bl Z9F X]]o] Ak =1, tj &l Risk Minimisation Control Tools and Programmes©j
2 AF 2 gAYt}

Risk | $I¥E

| (Y=o] HA=S xiimo]X] &Z)

FolZl AlZh 7t Set EF REEOIM £ ol 8Al| f= 2t 2hilist of 5,

Modified from: A dictionary of Epidemiology. 6th edition. Miquel Porta (editor). Oxford University
Press; 2014. (Online dictionary accessed 8 February 2022)

O|H/CHE He:
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Risk | /&=
CIOMS IX: Risk minimisation 2014 NEENRLETE =i MINESES)
Adopted by: |CIOMS SCAR 2025

SiXt YOIt S22 2T 9ofFe| FH, QY = K20l Chet HIZESHA| g2 2t
i Sh2T} BRIE] HIZFRSIR| 62 2Rt UM SE.

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 | $IgkE

| (=0 HI =22 xiiHlo[X| &)

S ZupL gdg =&,

Note: &4 T3 242 OHLIX|2t LB O 2 Q¥ k= 0= BEAQI ZutE LIEFAL} 2|okZ0] AFSE o,
Lol 7HEE AF0|MES L 2AE Z0|C Rdll(harm)2t H2| fl&e| 7HEE Ao EBLE ZalsHX|
SLELICE SIF=Q| Al2h 7tA4S BA[SHOF it

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

Risk | $I8=

| (Z=0{ o122 XiHOIX] HZ)

{CIOMS VI9] &2]°: Hrj?]el )

OIS B 7H540] QL= BE A2 S0iIM AIS Zfet Alel Hg. & 2E2 H(ratio)
£ UESIALH(ATIEE) & 2l =S SIS, Zhefedx Kfo]) Hlwe & /Tt

Proposed by CIOMS Working Group VI.

Risk | $ldx

CIOMS |V: Benefit-risk 1998

(Etest BEHQI oob Molof| E2H)0{E Uo| L HE.

Note: 2[H& SIH(0fl: 2f=)2| WloflA OfF 242 M| G4l HHAQI Atzdnt AREICH EX 2EEE
HOSIALE MBS I Z=(0ll: BBL), AFA2| A2 AR} EE= X 712 9 7+sMo| ME&|= 7|7t
ot MEE Zoi6h= 20| 2 ZROICH YR Hol=H|g, 2= Y A7t JHES Ittt E5 AL
7 StolM EX oatA ZH|0l| Chgt o= 71&2f ARS8t 2tsio] | El EThofA ZHel ZZol| [aiStAHLE
HIZIRISHA| 942 Aty eiiist 7ksM gl 1 AntE oIt Rl E3k.

Proposed by CIOMS Working Group IV.

280.

Risk assessment | $Ioi4d T}

| (Y=o A= xjim|o|X| &)
MNIE AtSah 2HAE oMol EM B Y FSBEE ot § S

ZY2 AMMA HEQ| 7| AHEEE AT I T2NA ES5{7L 20 0|2= MIE 4
HZ710f| 24 O|FO{ZEICY,

Note: ¢/} B7h= ffotle =%t ffotld W= M2 &= At

Jg§|-'5|-h PN o ] "HJH

Source: FDA Guidance for Industry. Premarketing Risk Assessment. March 2005.
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O|H/CHE He:

Risk assessment | 254 T}

IOMS VIII: Signal detection 201 0RNESEYREE:I== T MW ESeS)]
HiZ Abgat 2 2oldel £, Bl 3l S5EE #3510 SYsioh= 2. 2ol 582
A ®MSel £7| ABRE AL H W Z2M|A, FF57F 201 0|2 = H|F +F TF7|0l| 24
o|ofzIct.
Source: FDA Guidance for Industry. Premarketing Risk Assessment. March 2005.
Note: 21! H7h= <o -0t o W2 M2 == UCH

Risk assessment | {614 L}

| (Z=0] HoA=2 XiHOIX| H)

QoA 3= (risk estimation)zt oA H7Hrisk evaluation)22 ME3tE|H, HIZ, AIAH

= SO LidE flotlnt HEo w2tof el foldoj thst Seh24oz HolF. flotd
Z7Z0ll= Z2Houtcome)S AIESt1 Ol2{et 2t Ehilish stEat Mtz fshi(consequence)
O M E FHoh= 20| ZHEICE 2[shd TIH(risk evaluation)= Ol2{e Z&up Ht=[7Lt
Fefh= ARl Thiet 7 E 2l3l(hazard) ! FHE Plotd(risk)2l Rl E= IS 2Hot=
= Z2MA0|2 2 ffotgel Q1K 2 UX|E stnt Rl Zto| HEd HEO| thgt Aot
T, Oli= O FHH(E= 7hstt 32 HEH) 2ol 52| foldoi| chst Witz
HOlElrt.,

Source: Risk analysis, perception and management. The Royal Society UK, 1992
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281. Risk avoidance | $|& 3|
| (YE=0] HA=2 xiim|0]X| &ZE)
fIedo| MoiE 7hsdE OF[oh= 230l TSR] @47| 2 oh= FHOf| /28t 2.
Source: Risk Management and Decision Making Glossary.

http:/lwww.argospress.com/Resources/risk-management/ {o] g[o] X ©f o] & 229lof4]
ASE ] G=rt}

0x
M
o

282. Risk-benefit balance | $I5H4-1<!
| (Z20] HA=2 xiimo|X| &)
SR} ZZO|Lt STEH 2#AE o|oFF0| EH, oY = R0l Chieh ffoid ChHl
o|oFEe| 2HMRI X|= Zutof| CHet Hot
2ou_102e61531 Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
pri .

{EU Guideline on good pharmacovigilance practices (GVP) - Annex | (7§ 5, 20244 7% 269):
WA §lS.)

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition 91



http://www.argospress.com/Resources/risk-management/
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf

Final pre-publication proof provided by SeltaSquare, 4 February 2026

283.

284.
285.

286.

CI MS

Risk communication | $lojdNE RS

CIOMS IX: Risk minimisation 2014 R e IRl AN ESES)

712 T S Qo] EA, S4, WY, EBT wE S840 2 DS By a8,
o

2l otiEEEwR0l= O[SHFAIR} 8 Seks Bhe YA ER 2 311 Hot= FEO

§j|_|.7(-| o o

= =

FAS 2SI, ol2{et HEE R85 T2 7Is51H [2|0[o HAIOZ HiZsh= 20|
IStEICH

Source: Decision-making framework for identifying, assessing and managing health risks, Health
Canada, 1 August 2000. (PDF)

Note: 2|2fF X FH HE0|| 2rot Erice M2 wHHE 2lold = R flehdo tiet EE R2/H0|1
TUHOZ FE| 23t #iA XIS FAISICE Current Challenges in Pharmacovigilance: Report of
CIOMS Working Group V. Geneva, Switzerland: CIOMS. 2001. Appendix 1: 219-22 &1

of3i/crE Feol:

Risk communication | {ISHEEEWF

| (B=0{ HI =2 xiiHo[X| &)

22 e 2N Qo] ZX, S, Hel, SEE F £840] B3 DE M D2 HE
PIHEEEWRO= OfSHIARL 3 TS = AR ERR 611 |oh= YEO| FdsS
Bt of2fst HEE RE3t1 R0t YAO= HZsh= 20| ZelEICt

Source: Decision-Making Framework for Identifying, Assessing and Managing Health Risks.
Health Canada, 1 August 2000. (Webpage accessed 11 December 2009).

Note: 2|2FS QFHA HE HEO]| 23t Erice MU FHE U3l E= ERHA 2[ohAol| et HEE
22|X0|1 FIMOZ MEDBLY| ot Hal YEIS MAIBHCE. Current Challenges in Pharmacovigilance:
Report of CIOMS Working Group V. Geneva, Switzerland: CIOMS. 2001. Appendix 1: 219-22 &1

Risk difference | $/8Ix X}0|
CIOMS X: Meta-analysis 2016RCEEG RS NESES)

T HIZ 2| X10]. M| LHE2 2 FoIE H1.

OL- =

Proposed by CIOMS Working Group X.

Risk elimination | $loiA ®|AH
CIOMS IX: Risk minimisation 201 4JRCI=S kBt (INESES)]
ool “HiHA’ L= 2ot o, =, HIZZISHK] f2 Zute| BIEE 0292 Q.

Proposed by CIOMS Working Group IX.

Risk estimation | SloiA =X

| (YE0] HARS jim|0|X| &E)

Z1Houtcome)2| A1 5! 0|25t Zute| UM == 31 AH2HEl ISH(consequence)2| HEE
FHsLD, o[2{et e AES FHSt= A0| TEE.
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Source: Risk analysis, perception and management, The Royal Society, UK. 1992.

287. Risk evaluation | $IsHA T}
| (520| HI=2 XiHO[x| HZ)
Ol2{gt ZHof| HRt=|HL Faret= Alzhof| Che EE 2ldH(hazard) X F=HE 2{oHA(risk)
el FolME ANt ST T2 M|IA, MbA IsiAe| oIX| 5l IX|E ¢{sidat M
7te| MEM HEO|| Cfst A7t ISk, Ol= 0|7 MEfM (L= Jtstt &

Plote £ Folgofl thigt BIt= Folzrt.

40
0
0
Z

Source: Risk analysis, perception and management, The Royal Society, UK. 1992.
O]H/CHE Hel:

Risk evaluation | $IsiA o}

IOMS IV: Benefit-risk 1998
Ol2{gt Z2F0l| HRE=|HL} Fekth= ALl CHo 2 2{sH(hazard) 2 FEE lshA(risk) 242l
ROIME ZNot= SR TZ2M|A,

Modified from: Risk analysis, perception and management, The Royal Society, UK. 1992.

2
=

.

oIs}

(=4

p =
ra

288. Risk evaluation and mitigation strategy (REMS) | 2IoiA T}
CIOMS DILI 2020
SO ey AES=0| Q= S 2f=0l| Chelf 0= FDAZF 27 = = 2JofF ey
T2 okz9| FH0| iYLt H 22X 2ldh= o =20 ElCh. REMS= 2/%tF
Abg AR 3L 8liE 2f= 9| QIS AFB S X|@ioh= =XIE Lot g AAERIC. 2E
O|ofE0il= HHoZ 2tAXI0A =22 flohdS LEl= 3177 |xHAl labeling)Ol UXIZE,
REMS7t Q7tEf= 2|9fF2 A=0i| X|LIX| @h=LH.
Source: U.S. FDA website. Risk Evaluation and Mitigation Strategies (REMS). Updated 8 August

2019. (Webpage)
202149 12€ 179 7I&, £ Fol= @A dd=271 2ok 7] A Gujo]x]oA 745}

O|H/CHE Mo

r

REMS (Risk evaluation and mitigation strategy) | $IoHA T} 9 ts} Het
IOMS IX: Risk minimisation 2014RKE=y Rl ==l WNES )

29| RUH0| ISHES STIh=X| &elsh= O Rt 2 FDAYI 8715k= EM2

O[HisHoF St= RAE 7|8t

Modified from: FDA. ‘Format and Content of Proposed Risk Evaluation and Mitigation

Strategies (REMS), REMS Assessments, and Proposed REMS Modifications’. 2009 (PDF)

{2022 7€ 7%, 47] YHo] ZAEE PDFE FDA guidance 29k g€ BAY: Format and

Content of a REMS Document. Guidance for Industry October 2017.}

SIS
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289.

290.

291,

292,

Adopted by: |CIOMS DILI 2020

S Al = T 2 B180| Zlet BRiEl S

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

Risk identification | $IoHA1 &tQl
CIOMS [X: Risk minimisation 2014QK&=S
O[3 Ee= fI0| EXHSHAL
7ttt ZutE Lord.

Source: http://www.businessdictionary.com/definition/risk-identification.html, accessed 16 June
2013.

{20219 5€ 7] J327} AR gon, og @204 J4E A& = Y5 hitps//
www.w3definitions.com/risk-identification/, 15 July 2022}

Y = &
Od=l=X| HEStD O £4, A2 A2, x| 7[2H 8

-

Risk level / Level of risk | 2IHA &=
CIOMS [X: Risk minimisation 2014JEER=G k=i PN ES=S)
HIZZISHK| Q42 2o S3x A &

Proposed by CIOMS Working Group IX.

0%
J
o
0x
=2
i
dm
0x
LO_I-

Risk management | 2IHA 22|
CIOMS [X: Risk minimisation 2014REEE =GRl =S PN ESES)
ool AlE, EMa}, ofgf to= 2t J2|10 oA 2toh RX|e| 2t X 2 E

BHEEOl B T S,
Proposed by CIOMS Working Group IX.
olH/cHE He):

Risk management | 2IslAd 2tz

| (Z=01 Hi=e xiHoIx| %)

£ 2letidol| chiet o AFZH 2 0] 2 o[22, oA 3= 3l 2[dhA TWIIolM HIZE. Ledzl
QletiMo|Lt ZHE= 2leiA SY/E=, TlsH(consequences)Lt A 72 £0(7| 23t Z=X|Q|
O[HE #8517 It 2AFEEO| O|F0X|= ZEMA,

Source: Risk analysis, perception and management. The Royal Society, UK, 1992.
Commentary: 2|95 QFHA HO[0flA “ o4 k2| " ofl Chgt HHEQI Hol= gix|Th SAXOoR Al

F0 2= T2 240| WILS TSI 2o/ RIHE Olsotn o WStAL | AokSh= o 2Eedt 7= 8
AFRLIAOIM gE2| Mol T2MAE o|0[piCt, 0= FDA= 2lsie TItet 2o x|Aste| £o2
Qs 2t2|E o|ofFtch (A1 Guidance for Industry. Development and Use of Risk Minimization Action
Plans, FDA, March 2005 (http://www.fda.gov/)
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MS

Risk management | $IslA 2t
IOMS IV: Benefit-risk 1998

£ 2lotigofl 2t AAMBEE UL T3l £= B 7ts8E F017| flet =X,
Source: Risk: Analysis, Perception and Management. Report of a Royal Society Study Group.
The Royal Society. London, 1992.

293. Risk management plan (RMP) | £IsiA 22| A=l
CIOMS DILI 2020

—
]
x
=
(7]
>
2
O
o
m
el
=
=
o
2
o
(9}
m
2
m
P
>
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(EU) SIati 2| A|AE0| Chet Atk A2 [Directive 2001/83/ECArt1(28c)]
ZS6{7FARP} 223t QoA Bie| Aol Che 247+ EBEI0{0} $ICF, (a) oHEt Ol2FEo)
ozt Ejelo] Al L B4 79, (b) SIE oofEe) ofrt DN Zojxjoz

S sfot Wi TN, (o) OIONE T I SIHES CISHHLL RSt | Bt ] 3

J2{3t S| Hubd EH0| thst M3 (d) E=817F ZHQZ M RatEl 87t = 9| R0f|
Chet 2A1% [Implementing Regulation 520/2012 Art 30(1)].[15]
Modified from: CIOMS Working Group IX.

(Note: CIOMS IX 211AE= EU GVP EA12| 7HE 30f| ®ISE HolE dtdsh=vHH, 9| 252 EU GVP & 4
9| Ho|= uiaret)

{EU GVPY Yo 24 - OO 5, 20244 7€ 26 YD) 4] HFER] Frt.}

O|H/CHE He:

Risk management plan (RMP) | 2IsiA 22| 7|2l

IOMS IX: Risk minimisation 20 14JREC =Rl I= o NES =)
QIsiiAl 2h2] AIARIO| CHet AP A1 [Directive 2001/83/EC Art 1(28¢)]: S QloE0] oAl
IT2MUS AESILE EME 1 HSI0{0F 51, o S|FEe| oide TEMmUS IO =
EMolot= dHE FAGHL, QUZ 0t 2AE 2[oiadS ofRSEALE 2i2l5H0| @IFh RX| I T2t

— od=
SHe| 2kl tigt ZHE EMOIH, FF0171 ZUQZAM Futel AR = o220 chst
EA{StoHOF SHt,
Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).
294. Risk management system | 9[oiAl 2ta| A|AE

il

CIOMS IX: Risk minimisation 2014gREI=YRaB:I= = INESES)

oloET} 21T QUSHAS A, S48t Ol i 2Asfo1| 2UsH TokE URio| OB LA
25 5 ZX(0|=01 CHet =t B7H 22e)[Directive 2001/83/EC Art 1(28b)].

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

{EU Guideline on good pharmacovigilance practices (GVP) - Annex [ (773 5. 2024'd 7€ 269):
VIGAR 9. O o' FolollAls AIF T B Jfyo] ofd, B%9] "9J%&(a medicinal product)’ Z}
HHE A0 7] Eo] Yt}
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295.

296.

297

O|H/CHE He:

Risk management system | SIljAd 2t2| A| A&

| (B30 HIE=2 xiib[o|X| &X)

oloFZ 3} BRI Qs Ald, S8t ol i elelsly| Pl DOl Yol A2 Al
EM(OIS0l Cet Zakd Tt 23,

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

a
S

o

Risk minimization | $Ioi41 gt}

| (Y=0] HA=L xiim|0[X| &=)

Adopted by:

S 2|0[0l| A HIZZISEK| o2 Zute| offh o= 2l HIEO| 24 (“risk prevention” &H11)
oF 2 Al SBLO| Z(“risk mitigation” &1)E Eelst= TEE 804,

Proposed by CIOMS Working Group IX.

Risk minimisation action plans (RiskMAPs) | 9{si ks F2k|2l

| (Y0 HARS xjil|0|X| &Z)

HiZe| RALS RABIHM MiZ2| L2l 2oidS eeldh= ol 0 E3 =8t 282
EESITE 10t FDAVL &I MafH oftd =124, RiskMAPR S1717 [ZiAr 2
B R H10lM HZ2| st RAMS 7|sdh=s A OldQ= FIMHQI ffaid 22|
TERE BR 2 oh= fI6E0] U= MBS 2loh 7HUEIRICE 2007 FDA WEEHE Sl
REMSZ} =EQI%[7]| FQ1 2005, FDA= 2l 2tat H2fA[=lo] 7k 31 ARZ0]| Ciieh A
X|Z(RiskMAP 710|HA)S wrtist oM o47|0f| RiskMAPS iEsh= 2, 2lsidsS
2ot | flot =1E MEiSh= i, 12|10 FDARL RiskMAPsO| Chal| AS35h= Hig
7|&5IRCE

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 A7 & RuAo A& ¢ & of7]o A A7 0] Yuo|E BH(20174 108)2 2
2] el g )

Risk minimisation-burden balance | /s 2ts}-5ct 78

| (YE0]| AR xjil[o|X| &=Z)

QoA etelZ Qloh Snte|= FEof Chet ZatMdol M (1. Effectiveness of risk
minimisation 5! Burden)

Proposed by CIOMS Working Group IX.
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298 Risk minimisation exposure | SI5iA! 25} .
| (Z20f HA=2 XiiHOIx| & )
Plotid et S| Fodof Chet ZHEO| o2 M F 5Lt SH2 L, Bl 3 7[2t
EHOM 2oty rel Chah(0ll: A= TE7E, SEXhoAH TEE= Bl 2ot E=E
LIEFACE
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

299. Risk minimisation measure, 2/0{: Risk minimisation activity; &11: Additional risk
minimisation measure % Routine risk minimisation measure | Q{oi4d 2t} ZEX|
| (Y=0f HA=L xiiH|0|X| &=)
O|oFE ArZat HEHE! HIZZISEK] b2 Zuh(O|&HIE)2| LMS ol ZIAA|F|AHLE O
FELE S0V fIoh (YH)BH. LotA 2lofldd 2fol X =710l 2{chA iot 2X[7t
ALt

—
]
x
=
(7]
>
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=
=
o
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o
(9}
m
2
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>
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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).

O|H/CHE o

Risk minimisation intervention / Risk minimisation activity / Risk
minimisation measure (synonyms) | $|5H4 2t} Sl / Il 2t} =Xy /
et gtst x11 (S2lof)

IOMS [X: Risk minimisation 2014JRE=G Rl I= o1 MWES =)
HIZIZISHK| 942 Znte| UM BIZE SO0|AL 1 BT E F0(7| 2ol ot ol&te| ffsiA etot
ETE 8= AL
Proposed by CIOMS Working Group IX.

300. RISk m|n|m|sat|on plan Sloi etst |§I
| (L=20f HH=2 xiiHoIX|
7Ht“ o] -I7-I§ol-E‘l|.J_}E4E| 0|0H;g%x 17| 99
7|3t flod 22| Al2le| YR, o7 |0l L —’F—7f—1 01 flofld Rtoh RX|EH RET}
EE*E._'Ef.

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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301. Risk minimisation programme | |5} 25} == 124
CIOMS IX: Risk minimisation 201K GRSt R T A EES)
2ot etet A=lolM 71e 3 EEE= ol RSEEX] AAH]

Proposed by CIOMS Working Group IX.

302. Risk minimisation strategy | SIi4d gt} xzk
CIOMS IX: Risk minimisation 2014RRIoe T R G S EEes
EX =10l TES| o =& 9 Chlol| w2t Al2lE loid atete| giakt He|,

— o T

Proposed by CIOMS Working Group IX.

303. Risk minimisation target | SIHA! K5} CHA
| (Z20] HA=L xiimo|X| &x)
Plolld 2ot SHQ| OfHol| =SS F= CHYRKO: 2/=AH|A HISKY).
Proposed by CIOMS Working Group IX.

304. Risk minimisation tool | S[sHA 2t} =3
CIOMS IX: Risk minimisation 2014 R e IR a AN ESES)
EXoHXIHE QIshES 2Al5t7| 2ot STHE K|Sk S,

o
Modified from: FDA Guidance for Industry Development and Use of Risk Minimization Action
Plans, March 2005.

305. Risk mitigation | $IoiA! gk}
CIOMS [X: Risk minimisation 2014RN¢&i=gksl
Adopted by: |[CIOMS DILI 2020

BIRIRISIR] k2 ZIP M 39 0 BECE AN,

Proposed by CIOMS Working Group IX.

18

=2 xiiH|o|X| &X)

306. Risk prevention | $I5Hd ofjt
CIOMS IX: Risk minimisation 2014JROIae Faet R E N EEEES
Adopted by: [CTOMS DILT 2020

DEE ZETO| SIITT = JHE SXIofAM BIFEISHK] oh2 Zuto] &l HIEE ZaA

—

Proposed by CIOMS Working Group IX.
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307. Risk ratio | /&t
| (YE0] HA=2 xjim[0|X| &F)
SiLtel H|E CH CHE HIZ22| H|. B2 HO[HZ=2E Foh= LRI A2 22| 801
AR H201| LIFICE.
Proposed by CIOMS Working Group X.

308. Risks related to use of a medicinal product | 2|2= Al21} 2HAE 2|
| (2=0f Het= e XiBo[x| %)
SIXt Z0|LE SFE A 2HAE o|ofES| 4, o tE= |2 &0l Tt f{shAlnt eto|
HIZEEISHR| k2 T2 0 A [Directive 2001/83/EC Art 1(28)]

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex [ (7% 5, 20249 7€ 269):
VAL 8-

—
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©»
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o
(9}
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>
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[T

309. Routine pharmacovigilance | 2t o|otE ZIA|EtE

| (Y=0f #ef=e xiimo[x| A1)
THIE=0] 5715t 2E QlFE0l| Choh 2715= Y| ASLAl S, o X[Hoi|M
O[2¢t £[Aoto| 10| HE = 70| BAI=0] ACH

Proposed by CIOMS Working Group XI.
OfH/LIE Ho:

Routine pharmacovigilance | 28I o|kE ZAES
IOMS IX: Risk minimisation 201 4RREI=Y Rl oRql [N ESES

2E 9|9FZ0]| Tl ~sHoF Sh= AFZAIC| 2|4 7|ECENM diEtl= 780 f7ot= YT

St=

=20,

Proposed by CIOMS Working Group IX.

L

310. Routine risk minimisation measure, 520{: Routine risk minimisation activity; &1
Additional risk minimisation measure % Risk minimisation measure | HI 2o 25}
N
| (Y0 HARL xiiH[o|X| &=)
EZ XKoLt BE L ZE 2|24F0l| Cish 2 RHO = MELE|= (oA &tat £X|, A
QoA etol X0z RO = MIE S77 [RiAFY, of=F & 37(of| it H[et 22|
HZel A XA 22 BEXQl &350| ZetErt

[ I S

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
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pharmacovigilance practices (GVP) Module V - Risk management systems (28 April 2014).
Note: 2|2fZ2| WX XA QA7+ f2 MBHOF Sh=X| O, MU GlO| AAZRE] U 4= U=X| HE
L= AF0IM YR O Z Tl 4= U=X| 09} 20| LY,

O|H/CLE H2):

Routine risk minimisation activities | 24t Q|sjlAd 2t5} ZX|

|OMS IX: Risk minimisation 20 14RRCI=SG Fa: ===}
£ oo =0 M8E|= 2dhM st 2502 HIE 51717 |RiAK, O|HE ERHo| 37| Hsh 2!

[

HIZ2| HA XA (Oll: 2lofF L 2l) SOl 712Xl eEat 2Eg.

Modified from: EU Guideline on good pharmacovigilance practices (GVP) Module V - Risk
management systems (28 April 2014).

311. Safety concern | QHHM HESIS
ICIOMS IX: Risk minimisation 2014 RKEI=G Rt =i MNES =)
SRt 7HE Y, et WA 6l E= 85 FE.
Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex | (7§ 5, 20244 7% 269):
VAL 3

312. Safety profile | QM mzmjl
CIOMS Glossary Advisory Board, June 2024
E3 AFE0i|Me] EF 2 AF0l THol, 71 ST BItSHH| elidh= O|&BtE S ZHE5
He5IA| Qs TAXQ! LIS 2|0[BiCt, o|okFe| QFHY m2ImIo]| 25 X|AR2, AjZH0
X'ehof| 2t Crefot Xzl Q 22E] oY 2 HO|E{7t X|IEH o2 A0 LTSICL
Lok ORM Y E2MolE, XE 7|2t Set B E Q17 s e E Q17| £ el THoIA
ZHEE|X| Q42 O &fBES HEi= 7|EF 2| RHOf| Chigh YR et 4= QAT
Proposed by the CIOMS Cumulative Glossary Advisory Board, June 2024. Based on: European
Commission. A guideline on summary of product characteristics (SmPC). September 2009.

Available at: https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-2/c/smpc_guideline
rev2 en.pdf

o]

100 CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

TVHINID :SNOILINI4IA ANV SINHIL


https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-2/c/smpc_guideline_rev2_en.pdf
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-2/c/smpc_guideline_rev2_en.pdf

Final pre-publication proof provided by SeltaSquare, 4 February 2026

313.

314.

315.

316.

=
MS

Safety-related outcome of interest, &x: Outcome indicators !
avgrue* ord pht

| (0]

Q_J-|'k| *"*Oﬂ MEot X2 A 2ol 2ot T2 MOl SHF US| 2ATiE YA 2t
X|H.

Proposed by CIOMS Working Group IX.

=2 XiH|o|X| &x)

Scatterplots *P‘*E

| (=01 el 2 xiHoIX] HX)

ClolE MIE L = B0 JHE H&Z) Bl LIEH= J2iE Co[o . S M2 THE
7|22 BABI OIS FEY & L OIE2 Lo B (Of: Al =2 HAIE 2} 2Hte)
2t 2K M2l M= ¢S LE= ol 35 ARBEICh
Proposed by CIOMS Working Group VI.

Sensitivity | 2IZT
CIOMS DILI 2020
=1 RS UHEESHE AR S A E2F MRl ARl HIE.

Source: JAMAevidence® Glossary. (Webpage accessed 29 March 2020)
O]H/CHE Hel:

Sensitivity | RIZT
IOMS VI: Clinical trlal safety information 2005RKE e R == PN ES)

BEMo| A™E0| = |( |:||7I—o}7(|) ;=1 == BEMe o8 oS0t 71Aof| BI2tskx|,

%, a1
(OH7HEA SO ChSH 7P§§0| HAE [ 24 20t HFEl=X] o0 gt AEE 2|ofg == Ak
Proposed by CIOMS Working Group VI.

M

Sensitivity analysis | BIZtT 2
CIOMS X: Meta-analysis 201 6QRECE=G Ll == PN ESES)
o7 = M ZES At Aol s =
2M QT BM2 AZE H0|H 3 gl E5talo AN = J7PYo|| Cis 227t Lot
HIBHX|E "I I5H= of| AFSEICE

2 o
ne
[
il
rg
oy
rot
Ral
i
T
0x
of

Source: Glossary of Terms in the Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)
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7.

318.

102

Sequential meta-analysis | &A1 HIEFEA]
CIOMS X: Meta-analysis 2016JREIElaE=c i INESES)

SUEM E= SAIEMS 78R AUARS Z7|0f BEE 4 A=(EE ALE &=
AIZE AR | Hol| SHe 4 ) CHS HEE 18{ohs 75 HERZA. 0|28=:E
2t LYAIROM =XV etAedo] 22T St 247t SEEA=X HRE

ZFol= ol AFBE = T

Proposed by CIOMS Working Group X.

Serious | SList

CIOMS |V: Benefit-risk 1998

‘O[SIMOZ FCHSICH = 2|0[0f|A ISHALE X|BHO|HLE B2dE E27 =

RICHO|Lt AE =, AIT=01 TSt O AMES B O|R5 61| (s BHSO1Z! A/
S Fa|. o2 A7 [2oM RAFe HOE ARSI UX|TE 2= OIS EASHH
A2l AZE A Z22| 2| (International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use, ICH)'2]

A4S0| S| ALE 0] 2hot 710|=221(1995' )0l MIA|El SAIKCl Hel= Ch3at 2T
FLieh O|AAR|(ZY) = BHE2 CH30l| stz oot 8HOIIMEX] Ldg U= &
HIZZISIX| 942 QstX AfZio=,

- AMUS 2

- AMHE 0|E>‘:I

B

rin

co= Tig
- 8l = ol 7Izte] eigo| He

=
- &8 = SHigt 27 7|s MolE Z2H
- AN T[/o01Y
SA YES FotALE Al = YRS E2HOHRIE HRIT, SRS IO BIEER = UALE
Qlof LIZE HatS S oILIE YRBP| 2foh SH7H R 4 A= SR oo Azt S0
ChotME M&ET B GRS 2T0l| 2loh oot 5l nfet TS LH={0F 5HH, Of2{
AMAS2 LRHO2 Frifet 22 7HRE|0{0f BiTt,

' Gordon, A.J. Implementation and Impact of ICH Guideline E2A: Definitions and Standards for

0!
0

Expedited Reporting. Proceedings of the Third International Conference on Harmonization, Queens
University, Belfast, pp. 461-469, 1996.

Proposed by CIOMS Working Group IV.

{Severe2} &90l7F oFd}

{1 Serious adverse event(FHF OJ4AH), Serious adverse reaction(FHF Q&0 4ERES)}

O|F/CLE 2

Serious | Lzt
|OMS II: PSUR 1992
K|EHO|HLE MEE QIpistHLt, Yo Ll BE= HAXO|LL X[&X = SList 27715 XNotE

—
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Xaffel, o= CIOMS A5 1E0| SCifst AF0[MHE H S {3 112t5H “CIOMS 2F4!" 0|
XIGE Hl 71X (4) H30ICHCIOMS &5 1& I). CIOMS A4 oRtdE = B= oFF MDA,
ofE HEAIR 3 SCifet CHSE AlZ|IS 1248Hof oICt, W2t of2{sh Afzll= “Stfet” Xz
23E[0f CIOMS 2|4 QPG E L 2fel2| AT S=0i| Zefe| AL B0l #2M 7t = UCt.
Proposed by CIOMS Working Group II.

319. Serious adverse event | SCHSHO|AAR|
| (Y=0] o= xiiHO|X| %)
Adopted by: (E20|M=oRICIE H3OR “HE 220N "El= 271E TEsI0
AM2E|T Qlon, o= Of2f “O|H/7|ELEe|” TS0 MAIEI CIOMS IX Holet RASICE)

CIS0i| SHESH= HIEISHA| g2 Ol AR

—
]
x
=
(7]
>
2
O
o
m
el
=
=
o
2
o
(9}
m
2
m
P
>
[l

PR
- e = elel 7jzie] eimo| Ta

Ir

- MAX 78014, i
- OSHOR FQTH AR Ei BIS,

[

Modified from: ICH harmonised tripartite guideline. Post-approval safety data management:
Definitions and standards for expedited reporting. E2D. 12 November 2003. (PDF)

Note: 22 ZAI0IA] “AlZd(event)"O[2t= 8Os O LAY = FBH0| QFE0f ofsH Op7|=l WO = ABX|X]
UALE Q| ME[X| Qb2 AFSTICE
{ZF11: Serious(EW2h), Serious adverse reaction(EH8F FEOJHHRS), Adverse event(O]4AH]), Adverse

drug reaction(9Fgo] 4+

— A Serious adverse event following immunization (AEFI) (TERMS AND DEFINITIONS —
VACCINES

O|H/CLE 2

Serious adverse event | SCHSH O] AMAL|

|OMS IX: Risk minimisation 20 14RRCI=g Fal: =P [N}
OIfSt SEUMER] AFLS EefotLt, MHE IpiotALt, Y = 2l 7|7t HEO|
LQSIALE, X|&H = SCiot 27Lt 7|5 KMot EeffstALt, MHA 7[&/o| M| sEst= 2E
HIZZISHK| k2 oSk A = Fat,

Source: Article 2(o) of Directive 2001/20/EC.

320. Serious adverse reaction, & Adverse reaction | ZCHS AFZO[AHIS
| (o] Hej=e xiino[x| &)
ARIS FRHSIILE, MBS QIESIILY, gl T olel 7|7to] 1R0| WRBPILE, XI4H
= oot 2L 7|5 XSS X2fstALE MMA 719/0| 40| si=idh= =0t
[Directive 2001/83/EC Art 1(12)].
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104

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex [ (7]3 5. 20244 7% 269):
BIGAR 915 GVP Annex 9] g9]o= o83} 22 F4]o] o]ojZ}.

‘o] Zujoll] ‘S g’ oels Hd2, o] BAol GA] BRETF YA 2 Apge] fJlo] A QAH
F>E 9jnjal, thed] Bhgo] o NS F-> APFO) o] =k e TFYF Y 43E 9njele A2
ol THGVP Annex IV ¥ ICH-E2D 7}o]E2}9] ZFR),

9je}a] 3feld] wke, ofZ Y30l ‘SHieH A L2 [IFE]0oF shexlE BT o F-EE|ojof 3}, A&
£, A AEE Yol AY A B o2 o]0 AL ghrjal, 3R ¢lglof WAL $]o]
o)A AAE o2 HIFEE dfitolr] Q8] o2& AR7F B st FR3F 9J5IF ALFAE 0] o] 5T
Aot o]l Al 9] A2, dH 27 7] BRG] et SFH EE THY Y9 HEAE, YYOZ o]ojx[x]
o Y B FE, o2y B §89 B 5] YTHGVP 441 IV ¥ ICH-E2D 70| =29l =),
3l QRS Eof FGY WA ABE S TR0l YREE F2 GA SOk o] RS0 2 ZEeIT. )

(&t Serious(&43h), Serious adverse event(Z it o] A}

O|H/CLE Hel:

Serious adverse reaction/Adverse drug reaction | LSt A= 0|AHES

| (=0 HI= xiim|o[X| &=)

A2 ZeifSiLL M SIS, el i el TI7te] Ro| BRSLY, XI&H Es
BOHSE S 718 MBS ZeotHLE, MEE 7|5/0|M0)| stz 2FS0[ MRS,

Note: MHS 2l L= AIYE ZefistrLt, LYHCE F2t O|0{X[Xliz K|t SXIE o] e
AL 2ol LIZEl CHE Zut & SHLHE WX[sh7| s SH7t LY & Qs QlShd A7 UdtHo=
BCHEE A= ZHE(0{0f BT, O[2{et AFZ19| Ofli= ChEat 2Lk LR=7|M 7| 2HX| ZEof| Tt 354 =
HollMe HE KI=; LS Xef6iX| ohs Bl et £ 2, e AUS oFY T U HEQ U4,
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 | ZCHSt 0| AAL|

O EOAMEX| YUMO| 7tstt BE HIZZEISIK| g2 QoA AM;

- At el

- MHZ 2e*

- R = R 7|7k HiEto| EHe

- K|&H = BOipt 271 7|s A6 el

- MEH J[H/0|M, =

- O[StHO=Z ZQTH A = BEE,

ZA| HHZ ESIHLE AL EE= 2212 XelSHK|= UX|TH SHREE I=iof| e o~ QUFALE
2lofl LIZEl Z21tE F SHHE EXIst| st M7 ERE & = SR 2[SH Al S0
CHoliAl= AlEED He R E ZF6E| 6l 2 5 ufetd MEtz Li2{of 5iH, 0f24{3t
AASE2 LEN O = Frifot O = 7HRE(0{0F BTt T OfA2E= LBIET|Y 7| 2HK] Z=A0f| CHSt
S = oMo TEK|Z; URAS XefshK| b= HoH Flot fr= A, LE AE0|EM =

LS
=82 ZYo| ULt

i

=
of2
MBS QIS Olts BOf AR i 1S TAA| BIAPH AL SIB0| AR ARI T
422 olfsind, T ZZ0IRLS I A0l 0|27 S K5 40| s ARIOILF HHS S ofnlet

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

TVHINID :SNOILINI4IA ANV SINHIL


https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf

Final pre-publication proof provided by SeltaSquare, 4 February 2026

ok=Ct.
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.

QUAFAIol| Cit EU Directive 2001/20/EC: “SCHSH O|AAR| EE= BCHSH 2FS0|MEES " — 20 2AIRL0]
AME e LE MBS IFSHAHLY ) E= 71E YO HX0| BQSIHLL, XIEHO0|ALE SChst
EFLE 7|5 MSHE ESIALE MHA T = MMA olabs Xalish= ZE HIZZISHK| 942 OfStE] AtA
= Zit

Commentary: ICH 7t0|=2tQ1 E2D0IIM ARt = MBS 2IoH BLHS O|AAR| (AE) EE= 2F=0|ARES (ADR)
Ofl CHet ICH F27H KHEHEIQACE. CIOMS A1 2F0lA= ICH FlollM “oletH ol mteb mitt "oz
AlEfSh= £2Ho] 91o™ 99| EU Hol= SRSt Aoz 75t

Serious adverse event or reaction: standard criteria | SLHSt O] AFAR| EE=
S O[AHLS: YU 7|=

IOMS VI: Clinical trial safety information 20058K¢ gataRkul:==pufi INES S|
O S20MEX| 20| 7t5t B E HIZEISHA] o2 oA AtH:
- AlS =2
- Heig o
- 8l = Qlel JRtel oo HR
- X4% £ B2 7l KIS X2
- MM T[S0,
- O[EIMOE QT A =t
ZA| MBS UESIALE AIL e RIS ZafShK]= QEXITH SIXLE /R0l tEeR! 4= QALY
2ol LIgE 215 & SIS YX[SH| o SM7EeE & U= Qo 25t Al SO
CehA = A&EET EHe R E 26| st 2ot Sl afsky metks Li2{of st, of2{st
AAS2 LEHOZ Fiifot AOZ 7HFE(0{0F BT, O A 2= Y27 |4 7| 2K ZTH0l| CHt
STA E= FoMe] EHEXIZE; LS Xelot| s B Rlot b= ZH, T A4S EZY I
S8 Ehdo| ULt
* Note: “MES 2[&sH="0[2t= 0= At = BHS TA| SIXPItAILS 2E0| QUAE A = HSS
o|o[stH, T Z30|US T A0]| O|2A| S 7t540| U= Arzd0|LE IS S 2|0[5EX| Q=L
Source: ICH Guideline E2A: Definitions and Standards for Expedited Reporting
EU: “SCioh O] A | EE= SCist AS0| 4" — 0] 2AIRI0] MU ZelisiHLt, MHS IHSIHLE
QU = 7= R 7|7t HEO| HRBIALL XEN e SCHSt 2L 7| XS ZelistALt, MEA I
= MEN 0|AE Eeliste 2E HIZRIGHK] Q42 ooty At E= At
Commentary: ICH 7t0|=2t0l E2DOIIM At = MES 2l SCioH O &M (AE) = 2f=0[AEES (ADR)
Oil Ciet ICH Ho|7t AEZ|RACE CIOMS A2 JE0A= ICH HoloflA “oletd o ufely met  "o=
AlZfSh= T2Ho| g1oH 212| EU Hol= STt A= 7H3iCt

321. Severe/Severity | 559|/35 %
CIOMS IV: Benefit-risk 1998
E- MY IS ZE(FEL)E 2E0k= Ol AEE(0l: 35, S8k = 5 el 8M). “Siiet
(serious) "1t S2|0{7} OfL|CY.
Proposed by CIOMS Working Group IV.

{F: Serious(EHehH}
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322.

323.

106

Shared decision making | 3S2|AIEH

| (2=0] Hol=e XiiHo[x| %)

SIXtef Q2 METTt SIH| HElsto] SHXIE Qs 2| MOl X| 2 Al2lS 2XsH= 11F.
SSOYAEHEE U mioll= 2HXte 7HK|, 21 I REAretE DeSiCt

Source: National Cancer Institute. NCI Dictionary of Cancer Terms. (Webpage accessed 23
February 2022)

Signal | A0f2|HE

| (B30 HYE2 xjiH[0|X| &Z)

Adopted by:

{Note: DILI WG 210x2| OFX|af 301 *, AT TX|E Mot & 4 = ZEP 7H540] QT THEtE|="0]
M| QOLY, 0= gfele| Znprt OfL|2t £3=2/01| oIt 0|3}

ATY HRMOo| S T Rl (2 2 A eholA Lt
HE, EF St RU;MSAHLE RS AlR| = Al|2] et 7ro| M2 TRHE QlufetA|

= YTl Kol 2R XS AN,

= ==

rl_r
of
il
il
rr
2
m
o >
A
rio
)
5t
0
>
oF

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.

— &2 Signal (TERMS AND DEFINITIONS — VACCINES)

O|H/CHE He:

Signal | A0o2|IEE
|OMS XI: Patient involvement 2022 = Rab= 1o e Nk~ )]
Adopted by: [VledDRA Labeling Grouping 2024
QIOFE O Ql8f Hilieh o~ Qli= MEZL AT EEZ0)| gt HE, LHHO = i 282

ot
H7h ot 2 0|¢fel 29 YYE ). dife|gEE B8t ofs 7io| Xl QIuAIE

AR = gLt BEX O == H|0|E] 8! =9lof HE0] /Ml HIte| EQds SIUES,
7P 0|2k= FEol| F2lohof BiTt.

Source: Uppsala Monitoring Centre (UMC). What is a signal? (Webpage accessed 9 February
2022)

rir

Signal | A0l2|"HE

X|Zote| QIntEAl= & 4~ QoL 71ROl ZALR K|LZ{Q1 ZA|S DS I7HK|7} U=
Z{02 mte|=EH,

Source: Benefit-Risk Balance for Marketed Drugs. Report of CIOMS Working Group IV, CIOMS,
Geneva, 1998; and Dictionary of Pharmacoepidemiology, by B. Begaud, John Wiley & Sons,
Ltd., Hoboken, USA, 2000

Commentary: 14t Zl@ & OFL|2} H|QA SERION T A2 H Tt EHalst 4 QI Ofi= 0[=20] Ofl
CIOIEE 7|8t 2 sHof S, AHF (0 &fSHX| R HMHOE ZQ3t Alzf| #0tOtL|2t EX(S0(M), L,
LM H|E = TAL X2 SO AZHARYER ZTOA 0ll&=l= Zi0AM 20| U= HSHE LIEHL = 7|Et
QUMHOZ Izl Zufet B2l OFEZ0[ARES(ADR)0 CHet ot 212 0|0] Q4TI Aol Chst ol ASSHR|

Fet Fnte o0 = QICt. DRI E 2fQlE Hik= OfLEIM BE ABSIALH (" H02[YE det”)
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BISHOF She 7 S &fRO|Ct. A 2ofF HLIER-IS ffet WHO &2 HIE|(BMJ, 304:465, 1992
22 2292 HDf2IFE0| Tigh 0T Foli= Al = 2240 £HS S0 ICHOIM ERUE O AR 3
Ol &et30]| Ciet 22 YIS MLt “OlMARe 2fF Ato]e] ZHsT Qlat2tA[of CHSH 2 el FEO|H,
Ol OOl REAX|X| QUAAL; SRFESHH ZASHE 2HAOIC LHFHO = ARo] Sthgzt FEo| ZZo|
et A0R[YEE dgoie{H SiLt ol&el 217t Hesitt”

Signal | A0l2|"HE

| (B=0] Hoi22 xiHOIX| %)

Xzete| QIntetAl= & 4 QoL Z71HQl ZAR X|LZQ1 ZA|S DS IV} U=
Z102 mLte|e= H1,

Combined and modified from:

Report of CIOMS Working Group IV.

Dictionary of Pharmacoepidemiology, by B. Begaud, John Wiley & Sons, 2000.

Commentary: 4f =13 & OfL|2} |4 +E RN A0t [FE T} Elist 4= QI 0f«= 0[Z0] Oft
CIOIEIE 7|22 &f{of S, AHE L (OASHX| =3 A= Zodt Al 2t ofL |2t E4(501d), 5,
YU H|Z = DAL K2 S AZCHARKERL HEOIAM 0fatel= 2301 Q0] U= HSHE LIEIL = 7|E
YAHOZ oiptzl Zufet 2eiEl OFS0[|AHES(ADR)0 Ciet FEet 22 0|0] 24T AlZ|of| Cist ol &15HA|
R 20t oJ0fg = UCH ADRE|HE= 20lE Bih= OfL|2tM BE ASSIALE (“HOREIHE Z3t)
BHafsHof St JHd S Af=to|Ch =A| QlofE ZLIEEIS 2lot WHO &3 HIE|(BMJ, 304:465, 1992
922 222)9| AOI2IEE0] Thigt 01 Foli= A & Z£210f £HS W31 ICHOIA =4E OF&AL| B
Ol &EtS0]| CHol 22 HoIS AT “OlMARQ ofF Ato]] THsBH 2lat2tA[of CHSI 2 1 El HEO|H,
Oli= OJToi| XIX| QRA7ALL 22HISHA| SM2tE! 2A0ICt UBFK o= Afzf|e| Szt FEo| ZHo
et A0RIEEE Mdsi{H SiLt 0l4el EuM7t Eesiet”

Signal | Moj2|HE

IOMS |V: Benefit-risk 1998,
SHLt OfArS| oFZ0f| CHaH QU22tA7E RIS 4= U= AR CHeE H 1, Of= QBNMEIS| Fo|E
SIIAF = G otH, 2Tl AP EHRSIC

Source: Hartzema, A.G., Porta, M.S. and Tilson, H.H. Pharmacoepidemiology: An Introduction.

Harvey, Whitney Books. Cincinnati, Ohio, 1988.

Note: A Z ZQ5111 MZ2(0lI4SIX| o) A0 Chet FE 2|0l A [YE = 0|0] 24T AR|(o]l:
X

EY(501Y), ¥ = LS 2T C|0E)of el ollotR| Ret 2 = AEE S Eapst=

ZUE ojnjg 4= At

324. Signal detection | A0f2]HE EiX|
| (B30 Y22 xjiH[0|X| &Z)
Adopted by: [CIOMS IX: Risk minimisation 2014] | (2201HH=2 xiimo|x| &)
[CIOMS XI: Patient involvement 2022]
DE SHAUCERE SHE ARZ2| HO[EE AESHH] A0 [HEE 1/E= AlEsH=
o

Proposed by CIOMS Working Group VIII.
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325. Signal management - Alojpde 22|
| (B=0] HI=2 xiim|o[X| &=)
E’éﬂ *'Diﬂl’gwi OfSHA ZH0|| 2 F7HEQ1 HWI OAAE E= T|E} s
S EX|7F Hee Mol 2iAS LIERI=X RS 2Fst7| 23t T .
HOR[EE EX|, @M59| 2% 9 Wy ZSHEICE

Proposed by CIOMS Working Group VIII.

326. Signal, verified | Z4SEl Moj2jHE
CIOMS VIII: Signal detection 201 0fNEE SR i MINE e}

0 EM £ TR0 PRIQIHHE QA[E i ZAIFOl Digﬁ:ri.o”kl H|7 =l 2RO

0L o
0|2|' |:|:l— A-I':E=i ol EJ_}A‘I)O Ea‘H 7—17‘E| O|‘I|. 7:”7'- Ql)é!ElE |- |7gIE

=771 M

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.

327. Significance Significant Significantly - 7eld, sl felsHl
| (=201 Hiet=e xiiHo|F] 4%)
%ﬁl%i’é*ol HaX sliMs ol0jet. Ol2{et AF2 &Nl X107 gl B9 ZFE AI0[7F HE2X|
(REIBHR]) H2X|(RUSHA| §42XK]) LIEILE= 2HE 7 (Pat)2 dMoltt “|oletof Ciet
SR FEAEE2 LU O = P=0.05(5%)0|Lt, Pat EE= “ R4 0|2t o|ESh= A2
R3}{2| AX|7t UL} O|AEIS2 ESH| Wdidh= 227/ Mot 0| Henz oz

Eaet 217t JAS0E 271t SAKLZ Relot Zuprt LIEILIX| 942 4= QT
Proposed by CIOMS Working Group VI.

328. Simes | A|HIA
CIOMS VI: Clinical trial safety information 2005§REES Rat: == [N}
EHEL| (A7 L8 HX)1t FABIKC LS Z%=0] 2 W,

Proposed by CIOMS Working Group VI.

329. Special populations, &2: Vulnerable populations | S4= EIE
CIOMS XI: Patient involvement 20220 REI=URaEI=C i [N ESES)
CHel QITETHS ZRtsl{0f SHH, 0]0f = ot=|X| 242 4= AUCE.

- A0}
ey

- Qph s Agu

- 2PEs MRSt S SHHESI0| i B}
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Source: ICH harmonised tripartite guideline. Pharmacovigilance Planning. E2E. (PDF)
O|H/CLE 2

Special populations, &1: Vulnerable | S48 BEIC
linical research in RLS 2021
A0}, QAHEL, T2} S UNTOIN HE2 TR0} SH= M2|X SMS JhE FTHERE 1 34%),
F K| $7P E5E s UL
Proposed by the CIOMS Working Group on Clinical Research in RLS.
& Fol= CIOMS 47 & B 1A AH 41914 8] 7159 &l 24 16,/

—
]
x
=
(7]
>
2
O
o
m
el
=
=
o
2
o
(9}
m
2
m
P
>
[l

330. Specificity | £0|x
AAL A EH Hol7t gle A= LIEfL AIIE § A= J2{ot AlZISC HIZ. 0[2{8t
dAkE YMPEE FHE[LE 0| Zele 4= ACH

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

331. Sponsor | YA E|Z|X}

CIOMS XI: Patient involvement 2022QREEE GRS i PSR e
UMAI = Aol o] A, RI2| WS X REHS MQUK|E HE, BIAF, 7|2 e

E)
Modified from: CIOMS Working Group IX.
OFH/THE Hel:

Sponsor | L&AIEC|Z[x}

| (Z30! eielze xiimlolx| A=)
Adopted by: [CIOMS VII: DSUR 2006]

CIOMS IX: Risk minimisation 2014] 1 (201 gied=2 xjimo|x] &)
CIOMS DILI 2020

LA 7HAL, B2| SYEE= K= ZEE MAX|= 71, 2lAf 712 = =

{CIOMS V1} 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.
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332.

333.

334.

110

Spontaneous report | P& H1

| (01 Hefee xiHo[x| %)

O|EHE7} = AHIXIZH 171 0|42 Q|ofES Foot 2HXIof A Hot 121 0|42 ol Mx|
AFZ0|MES 2 QAL HIE = = 7B 7|20l KIZSh=s ARl QAAE,

Modified from Pharmacovigilance Planning, ICH Harmonised Tripartite Guideline, E2E, Current
Step 4 version, dated 18 November 2004.

rir

Stakeholder | O[SHZAFX}

CIOMS XI: Patient involvement 20220 REI=URub:I=S i [MINESES)

O|oFZ XMF7| St N, w1A| 3 obrot Argat 2HAEl JHRl = &RE] 0f7|0fl= CH20|
IotE == QUCE

- O|OFE HHRHM|2f/2| 24t 3 A

- SEXY}, 2ERp | S 2t CHEHE!

- A7 12

- H0|27|s Hot 7|2
- HalA}

R

Modified from: Innovative Medicines Initiative (IMl), 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)

Standard of care, #: Current Practice % Normal Clinical Practice | H& X| =t

| (Y=0] HA=2 xiH|o|X| &H=)

E3 XY = 2 E0lM s = A = ZOHof| CHE |23 9|(SAXR! X, Rt Es
Of|)). 2z | =27 [ 2tofl A Ealioh XIRof| LIIUALE, A HIE= SYEE ogY=0| Hoz
HYUALY, = Mt O ETEII LMo E Slst= WY 4= QUCE

Proposed by CIOMS Working Group XI

O|H/CHE Mo

Standard of care | = X|2H

| (Yeo] HA=2 Xjimo]X] &Z)

O|E MR/t MBStz Tt H/E= Xz, Ol 2otz QIYE= ZHE 7|HIoZ S, 0T
Y0l SHHCI 2M XigHS WECT

Proposed by CIOMS Working Group IX.
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335.

336.

337.

MS

Standardised MedDRA Query (SMQ) | = ZM0| SE
MedDRA: XkA[S LIE2 MedDRA (Medical Dictionary for Regulatory Activities) &1
MedDRA Labeling Grouping 2024
Z ZM0] 22(SMQ)2 HE2 Hofst OfsHH Alef te= THAICHAF 2ofot 20| Q=
XI=

MedDRA 20/(X2 CHE BO{[PT] £ 20 £2
i 521 QT 0] At S S Kjglsp| et Z00[Ch TREIO] 2l BOISE Fe

AN
B, TS, B3, M| ZAF 2ol Chet 271, AA 9 7|E} e[t A

S o,

HRHEICE SMQO| LIEHt= [t £[512| 80{(Lowest Level Terms, LLT)=
AEE PTO| ¢EE= 0|H, CIE 2= A2 MR EICE

Source: Introductory Guide for Standardised MedDRA Queries (SMQs). Version 24.1. September

2021. Available at:

https://admin.meddra.org/sites/default/files/quidance/file/000595 SMQ intguide 24 1.pdf

{1 the CIOMS Working Group report on Development and Rational Use of Standardised

MedDRA Queries (SMQs): Retrieving Adverse Drug Reactions with MedDRA. Report of the CIOMS

SMQ Implementation Working Group. Second Edition. Geneva: CIOMS, 2016. ©] EXAJE CIOMS

websiteoA] R22 Fael = Qi)
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Statistic of disproportionate reporting (SDR) | Ex&E1 S
| (B=0] HI=2 xiim|o[X| &=)

i LS )= IZtIOIF—ttHlol*Oil MEE 20 EMS ALZ510] H|0|E{0I0]d 12| Z0i|A
AT AR AIRE QIAZE Olate] 4] 2Bt 2L S5 olokZo| chsf Hnl
7RI RAHHQDE E7 O|AAR|(2IUE-0| &Mtz 8 E |2 HIEXI0lA| 2Ich
Note: X&t& 21 H|O[E{H|0|A0|M HIRE @1 SAl= AE 0t O[&AR| 2H QIIFRAIS 275t | st
SN ZH 2 SAME 4 glo ==} LAIXO| HASHHTL0| MO EA|A HatM b= JEEIC}

=T = Do

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.

Structural alerts | XX Z1
CIOMS DILI 2020

HMH =4 ZHPF A= stetEs HES| fioliMs eigfzel 725 F1, ShetE340|
=2 A 27 = 7t 240 ofth WHIZESIE Sdlf ofeliiS 40l &2 =0 = Heta
== AE ZZ0l| 53| F2IE 712040 BTt 0| JHE2 oAF22 M0 Dl2tel 22 =HO0|

HIZIEIOH] 2 SHETE LI 1542 S]] 9I) ZsIgiCt,

Source: Limban C, Nuta DC, Chiritd C, Negres S, Arsene AL, Goumenou M, et al. The use of
structural alerts to avoid the toxicity of pharmaceutlcals Toxicol Rep. 2018 5:943-53. (PMC full
text)
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338. Summary-level data | 224Z H|0|E]
CIOMS X: Meta-analysis 2016QRCEEY kb= MINFSES)]
THY AL LY AIRICHARE JF(0l: X2 3 CHER) 20| 29F SA|(ol: B,
ZHK.
Proposed by CIOMS Working Group X.

339. Summary of product characteristics (SmPC) | HZEEM%
CIOMS IX: Risk minimisation 20 14RRE =y Rabt= =Nl ] INESES);

{SrCefik g

EU 2fF &= 517t 2FEollM M2l 2fel=o] ZHdEl FE. MES QEstl aaxoz

AFE5h= Ao tiet o| 2T =7t Ched FE9| 7|gho] FTt.

Modified from: EU Guideline on good pharmacovigilance practices (GVP) - Annex | - Definitions

(28 April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex [ (% 5. 2024d 7€ 269)°]

Z3pE 9= o&a) 2} “Directive 2001/83/ECY Article 119] 7]&H JHE Xgol= B} 7 &0
AES] BFolE AFetE FAIol= 7R YRo]T]. o= Al FE SFSl B F 0 2 ARE-SRE B gt
2R} gy FuY A7) Hh (BAHYFREAL AEEHR %] ek FHFTHA Guideline on
Summary of Product Characteristics, Volume 2C of the Rules Governing Medicinal Products in the

EURev2)."}
ofFI/CHE Fel:
Summary of product characteristics (SmPC) | HIEEMQ°}

MedDRA Labeling Grouping 2024

QBN OIOFES| SN BAHOZ 01| AIG TS T1&8h 2AS Beict

HMEEHQd2 o|AES Qs TUHO R AMSSH= O] Cigt 9|8 HME7HE HEO| 27H0]

Efi= EAfolct.

Modified from: European Commission. A guideline on summary of product characteristics

(SmPC). September 2009. Available at:

https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-2/c/smpc guideline rev2

en.pdf

{CIOMS®] MedDRA Labeling Grouping 224914, #19] 3] & AFEEYAF 4.8 “BFgZerA]

%2 A7 (Undesirable effects)” F-22] BHEi2o] o]ojA]n, o] s H 11419} £3] #elo] Zlr}.}

{3} o] goj oA CIOMS IX(2014) Risk Minimisation BIA0] A H Ho)g HA] o2

AJAIBFE =T, ol EU Guideline on Good pharmacovigilance practice®] Z3He &9/} ©f
RAFoF7] ot} }

340. Survival analysis | MZEA
CIOMS VI: Clinical trial safety information 2005QNEsag kit i [INEES)

Hells & Xz LAY SoIM S = IS Ol AFI7EKIC] 7|2H Y

o
Sl ZHEE SAHEA 7IE. Ol4EES = HIXEH 23 S THE Kl ARITIKIQ|
7|2tof| thet 20l = HES 4= UCH LR FHO| MEZA2 2059| HE(Log Rank

112 CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

Z712hE et
o

TVHINID :SNOILINI4IA ANV SINHIL


https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-2/c/smpc_guideline_rev2_en.pdf
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-2/c/smpc_guideline_rev2_en.pdf

Final pre-publication proof provided by SeltaSquare, 4 February 2026

341,

342.

343.

Test)dt 22 H|ZH HFS ARZSIL, 1 2l0f= Cox ZH2t 20| “HIR2eX"U 0 U1
(&7l uig &2 DeMY £ ACHE|S == Weibull(5H| LHE E22)).

—
Proposed by CIOMS Working Group VI.

v
R

Surrogate endpoint | CH2| T7jH4

CIOMS VI: Clinical trial safety information 2005 RN EaRubr= NI UINESES)

YAHOz Qo Aot HHE[CF O Fl HIHHSX|RE 1 XiH|2 YolH RHolLt
PUolld, = RGOt 2loidel FES ZHGIX|= 4Z2(0ll: MHIEXIXY). Che| BIMEs=
oM, X|= M, HEl2 S = 7| afolX 2AE J|e aX Z1E o5 A2
Oflef=| MBSt 32 LK HotHe2 AR E £ QUL

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.

{2 Surrogate outcomes(H 2] 22}

Surrogate outcomes | CH2|Z1}

SiE Bt AME ZUHE CHMISIO] ARZE|H, AMH ZIIE o Fg 4= ACHD ZHREICH
CHE|Z2te] of| 2= S8 ZeH0|Lt 2EfRt 2210] ACHY HAX|= HRBEX|XL S&PA 24
= HAR HAFZDH S0| QUL

Proposed by CIOMS Working Group XIlI.

{ZF11: Economic outcomes(GA & d2}), Patient-reported outcome(ER}F 7|71 Z3}); Surrogate
endpoint(te] 7))

)

Survey | _’EAf

| (22201 otz xiiHo|F| %)

%WEEE OSTE7I=RH o A0f2 |-, H7|E O aAl|ol Chet X|A)) (£3] Mot
ETHollM AFZE[ZLE 2] F7|Afedo] & H&E ZR) S{7IAF0]| [ME HE ALE, =
HIZE| Y2 = Q20| FARH ZRO| ALK} 222 HIIGH | Qo HEE +HoI=S
HAE|ACH MH Al Moz BEZAtS] =20t ¢ HitHo)| Ciot XtA[St MHO| ZLel=(0{0F
oich

Modified from: FDA Guidance for Industry: Good Pharmacovigilance Practices and
Pharmacoepidemiologic Assessment. 2005, March.
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344,

345.

346.

114

Suspected unexpected serious adverse reactions (SUSAR) |

of| &¥olx] et SChieh o]t

A& ET0] Chet EU 2AAIE X|IE(EU Clinical trial Directive Guidance): “sHg
UAAIHOA LSt IMP(ACHS IMP & CHESE) 2 K2t of|&fsEx| et Scifet
O|AlE|= O|AEES(SUSAR)2 25 Al&ETISHOF SHCH [E4: IMP = QIMAIHE 9[oFE]
[Note: IMP = investigational medicinal product]

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.

&0 Detailed guidance on the European Database of Suspected Unexpected Serious Adverse
Reactions(EudraVigilance - Clinical Trial Module. ENTR/CT 4. Revision 1).

O|H/CHE Ho:

Suspected unexpected serious adverse reaction (SUSAR) |

of| &¥stx] 2t SChTt o 4HtE

| (Z=0f HA=E XiHOIX| HX)

A ET0]| Chst EU LAAIR-R™ XIA(EU Clinical trial Directive Guidance): s
AR LSt IMP(AIZCHA IMP % CHESH)RF ARt A KASHK| 2ot Srict

O ME|i= 0| MEHS(SUSAR)S 25 Al& 2 TIoH0F BTt [A1: IMP = YMA[EE QJfE]

[Note: IMP = investigational medicinal product]

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: 47] A5H 2|32 o] Y EHAS.}

Systematic error | AE2x}

CIOMS VI: Clinical trial safety information 2005QlEEa k== i MINE )

PURL X = OFL|LE 17H O At 37 LioflA ST Weto = Eish= %t OIE S
HE 2 7|7t SOt XME2|E HA6k= 82 Y7 (|Xel 2uE AlSHO = MHAHIISHA| EICt

Proposed by CIOMS Working Group VI.

Systematic review | H[A|H 2sin%

| (=0 ot xiimo|F| %)

EF ATER0| 25| I8l AR X-E HAY 7IF0 5= 2= afobd 24 8l FEs
SLREMSH= A2 SHE St MAE Bt

Modified from: Cochrane Training, Handbook, Chapter 1. (Webpage accessed 14 December 2021)

O|H/CLE H2):

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

TVHINID :SNOILINI4IA ANV SINHIL


https://training.cochrane.org/handbook/current/chapter-i
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Systematic review | H|#H|H
IOMS X: Meta-analysis 2016JR€:

=
EAME17| 2loH A0 BAMQ! HhiHS ARBY. ZotEl Ao ZutE EA6I Qofsh= O
SR SH(CIERRA)S ARSE 25 QLT AKBOH| 942 = L
Source: Glossary of Terms in The Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)

347. Target population | SEE!C
| (0] ol xjiHo|x] &1z)
0| GlossaryoilAl 2|0fst= SEETH oA ket ZX|EHHO| CHA0| &= SIRHER,
S{7bAFe L MSE Gl 27IAFe = Hated Folof| 2t sl QlotEoR X|2HE 4 Q=
A O

o
SiRfo] SQIEIEH i Olot BRE 4 Ol $IXIS XA,

—
m
)
<
©»
>
2
O
o
m
2
z
:|
o
2
o
(9}
m
2
m
P
>
=

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 (7]% 5. 20244 7% 269):
WAL QS

348. Targeted follow-up questionnaire | SH FEZA} M2X|
| (0] iej=e xiimo[x| 2%)
SR o[ AARZ|0] CHEH B NXIZRE] EXot It YHE +ESh= | A8El=
MEX|. Yoy ok 2EA|Q] Ueto|Ct,

Proposed by CIOMS Working Group IX.

349. Targeted medical event (TME) | SH 9|&HH Al
CIOMS VIII: Signal detection 2010RREEaY RIS p: PN ESES)]

£ 2|30l Chet EB2tYCh O AR,

[ )

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)

350. Telemedicine | ¥Zo|&
CIOMS XI: Patient involvement 2022
UMM XA B XS HRE St= Q| ZAH|A XISt CHE 2ZAfH|A MSKE 7t
OIMAS (MBS 7H HAC|R) = O ZAHIAS HRE Sli= Q2AEKIRt | ZHMET} 712
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351.

352.

353.

116

Cli MS

OAAS(UA-HSKE fH2|=)S Sl HH2= & MHIAS HSdt= A.

=1

Modified from: WHO guideline: recommendations on digital interventions for health system
strengthening. Geneva, Switzerland: World Health Organization, 2019. (PDF)

(2 9= CIOMS 4% 1§ HIA 44 5.3.1, 2% 4] 89 153

Time-varying exposure | A|ZI7HH L=

CIOMS XIlI: Real-world data 2024

AZI718 0| HOloflA, SIXIER TS E T AMEE FHEH, 252 & M=
AlZtel Zutoy| w2} e 4= QU= HEZEICh

Modified from: Suissa S. Immortal time bias in pharmacoepidemiology. American Journal of
Epidemiology. 2008;167(4):492-499. https://doi.org/10.1093/aje/kwm324

{&1: On-treatment exposure(A & & &), As-started exposure(A & A&} 7|& &)}

Traditional data sources | MEX x}= ¥

HAMZH|0[ES] Hel= YUMo R 9JoFzo| ROl 2Bl dS T2t A 282
EHot= O AF8Y =~ = BEE MSst= E719| = H|0|e X2 R0| ZRHEICE 0245t
Hel= FHSIX|2 MG |= QI 2710l = MG 2HYol|Me] HEE XASH= ZH0M=
MM o= FHIX| 8X|2 M2 CHE QI &M HFe| et f2d, 12|10 HE
HElS Wotsh= o 8%t CH2 H0|E] XIZRIEE ZABICE O[ofli= XHLA 21 A|AH
(SRSs) & HBEZAL SO| ZREIC}, 0243t H|OJE AAS2 =4 H SOt HiZQ| Foldat
PSS Gotoh= O AR /ACH 2 EMQ SH, 2l0ilM gt 22|z H|ojEf S
7Bt Az S 2 HEX X202t £27|2 ST,

Proposed by CIOMS Working Group XIil

{ZF1: Emerging data sources(Z17F A2}

Trial | L&A

| (Y20 HA=S xjib[0]X] &Z)

271X O|&2| STH( & Stz CHESM = “Sd K=" Y 5 UZ)E AILHAKI0IA
FEI|2 HIESIO] H|wdh= AR, CHER2| Alofid= 2t ZHelof 17He] STt HHEE|LY,
== S8 HEHO: 710l STHIEBHEEIALE 2 7HR! LHOlM THE &M = AAIRE2
St HFEE]7 | = BiCt,

Proposed by CIOMS Working Group X.
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354. Tumour-agnostic therapy | S22 X|=A|
CIOMS DILI 2020
20| R = o] AR £20f 2AI210] | SHH/EAY EXG 7|HICRE o=
7|Et SEE MBI 22 KF5t= KEH2 YE. dTEE KEH = A= HEO| EIE
FUE SCHO|(HE) E= MHEXX = 2E Y RS SYT A=S A0
X|=ot= YE2| HAMX|ZH[OICE Tissue-agnostic therapy2ti = SiC},

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

355. Type | and Type ll errors | ®1Z5 U H2Z Er
CIOMS VI: Clinical trial safety information 20058NESeuiER

A 7:10*0“)\1 H1E 2F= ?1Ldo|H, ®25 vE IO 2 LR M2 0| AlFS
ORI LUSH= S HOICHAY| LHE EZX).

Proposed by CIOMS Working Group VI.
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356. Unmet medical need | O|=Z o|24Q
CIOMS XI: Patient involvement 2022 =S Rul:ES o NS eS|

0:|||:é|', Xlg I:I:t II_|EI_|-0| o:|IH -|-|-__§_-5|‘ I:II-AIOE'— X-II-I‘é'l.j.” 6H|72:|E|X| Of— AI‘EH

LS

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

357. Validation | 2|gjo|M
AL B = T179| ME50| o2l SHof| Hl6hK| 2olsh= TZAA,

[ B |

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)

358. Vulnerable populations | %|2Fst gHA0]| A= Fct
CIOMS XI: Patient involvement 20220 REI=URab:IS P [N ESES)

AHA19] 0[olS ATHHOR i HrHO= Hwst 50| gl AR Of= JHolo] ApAlo
0loj2 Hs o W 2H 52, 8, XY, ¥ i JJEH S0 o] Mrfs Ei=
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4\
CI{{&
\ Y

RO 40| IS T S 4 9Tk OlQI0E IS0| AT Y= U (UAH =
GRER!) £ SHO 2 ol Etelo] 15| 0fool ol MBS 7I2017| 02t
Agjol A QIC}

Modified from: Guideline 15. In: CIOMS. International Ethical Guidelines for Health-related
Research Involving Humans. 2016. (PDF)

of3/ce Be:

Vulnerable | ¥|2Fst Q%"Oﬂ U=

AN EESHHRE t.':*71|-f ZFIMQI IBHE U2 7tsM0| =2 JHel = R,
iEEOR, "E43t DI 0f2Hs 80fis 40f, 2tk 9 TEiKiel 20|
Teisiof st eI SAIZ 1 TEHE Mt H ARBEICHRE 1 24T), 0| £ HEs F2
N

Proposed by the CIOMS Working Group on Clinical Research in RLS.
& Fole CIOMS 47 Iz BuA 44 4.1904 el 7ks8 I 21 16).

359. Weibull distribution | H|O] 2 £
CIOMS VI: Clinical trial safety information 2005QlESE k=R (IS FES)
D MESAM 2HAE H0|E 21,

Proposed by CIOMS Working Group VI.

360. Weight | 715X
CIOMS X: Meta-analysis 201 6RO IR =S S EE)
MeE|Zof| ciet 7HE A+ FEX|Q| 715 K| AFE FHKX7 M| ME|2E FE5k=

| g
7|0f5h= ATHEQl ofoltt ¥R RO VISK|= E5 EF U 2 +0|<zl,_/,\_§ 22|t
DA H L 24k 7t ZHEA o A2 AREEICE J2iLt JHE A X9
olo

SHElo) e eyt £ 2o st Wt g el S Tl
TRl Y w2 4 Ur,

Proposed by CIOMS Working Group X.

361. Yate’s correction | OFE E’“
| (20| Hej=2 XiHO[X] KX)
?folxﬂg 7:1’5;% 2t 2 x 2 EEHO| Hl0|E{0| HEE|= B, J2iLt 2|4 HEE
AT EN0ME LB OZ Fishere| MetAXMO| MSEICE

Proposed by CIOMS Working Group VI.
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TERMS AND DEFINITIONS:
VACCINES
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1. Absolute risk | HCiSIS&IE
CIOMS Vaccine safety surveillance 2017
XISE AF40| EF DECHO|A Lt SEZ | ARA2| ATHRH b= CHENQ,

Source: http://medical-dictionary.thefreedictionary.com/absolute+risk, accessed 5 May 2021

— Absolute risk (TERMS AND DEFINITIONS — GENERAL)

=

2. Active vaccine safety surveillance | S-S5 A 2t
CIOMS Vaccine safety surveillance 2017
X|ESHHARE ZENAS SOl 017 ZEITIM o2 EE = O|AAM|(AEFI)Q =&
7ttt o 2HHEHA| 2fl5E = HIOJE £1 AIAH,
Proposed by the CIOMS Working Group on Vaccine Safety.

-

— Active surveillance (TERMS AND DEFINITIONS — GENERAL)

3. Adverse event following immunization (AEFI) " | OJ&}HZS S o[Ahul2
CIOMS/WHO Vaccine PV terms 2012

Adopted by: [CIOMS Vaccine safety surveillance 2017]

OYES = LI il ALZat SHEA] QUIREAZ Q= A2 OfEl = HIRFAISHK 842
O[S AL, O| A= REHO[ALE O|=51X| b2 =, HIEEHQl AFdA 24, Y

L= ElEHol A olrt
4 =2o=2"T M-l
Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

[1] [CIOMS/WHO 2012 A% 28 E1M 2 1] 2 Folof] ALZE “ &S (Immunization) " 2
Hog RXOZ HiMg AI"R‘F: 2N ofnfBtt “ALE "ol Al MIZ0| MIZ/AE A it & YMsh=

[
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120

RE Oy, FuAo| F g, Meh 3l Fo{Ut SHEICE
{1, Adverse event following Immunization(AEFI)9] ¥91% £7: Vaccine product-related reaction,
Vaccine quality defect-related reaction, Immunization error-related reaction, Immunization
anxiety-related reaction ¥ Coincidental event.}

— H11: Adverse event (TERMS AND DEFINITIONS — GENERAL)

Aggregate data | ZIelxl=
SA0IM HEAt=2 o2 SEKX0M ZetEl HIO|EE LIEHHTE C|O[E 7 EA|=H 2o
BEK|= 0[2{ AEK|Z 7|HIOR St= QUIEA|ZFO R CHA|EICT

[ ]

Source: Aggregation and Restructuring of data (chapter 5.6 from the book “R in Action”, Manning
Publications)

Background rates | H{Z LME

CIOMS Vaccine safety surveillance 2017

27 HhAO| G m X[GAr|of|A et WO Ofl &= ALzl Holof = 2E ARIZ QI
A2/ 2 T/ ) IS,

Source: Guide to the WHO information sheets on observed rates of vaccine reactions. Geneva:
World Health Organization;12 April 2012. (PDF)

Clinical vaccine failure | QIAFE HBHA] AlmY

CIOMS/WHO Vaccine PV terms 2012,

{&7: Immunological vaccine failure}

Confirmed clinical vaccine failure | &AM BHAl Almy 2tol

HE7| W OB OZ Qlst o= =S77IX[Q] EAMQI XS 112 A|, MAESI D 2LHSHA|
Ol HE S BE2 ALRO|| A BHAIOZ ofefet &~ Ql= EX ROl dhdl 0] M9
AlR| Zlo| BiA O ot 7HsEh & HHAl0| HRIK|(] {

AZ) U LABHS EO0IMOZ HMIPICH= QAN Sl MMM ol silEtt|= E2

AN
SHIE Al[of| CHet HotA ¢ity)o| HRdtT

— 717171 O

o Of|A|(AE el Moyt AUX|): 60M| SHXI7t 237t HE 1w Citm ShAIS BF 1 HZESID 67HE = S.
pneumoniae Type 19F Alz4 HE XITHS BIQICH= B0, 0| 22 StXt= MESHH| HES St silo]| Chst
HAS S AIZRHO{0F Sh= Al7 [0l ol ZRICH =3, HE T Ao H=7|7t0
IHE0] O9| =2 2o{H0| oA £ = Al7|of| O|R0{FE £ T
o OfA|(UAH el Moyt SUKX]): /20, 1 X 6712 YHOE BY 71 HiMS TESH 23M| BtXfel 10,
SiXb= 0K} R0 23 20f 22t LHo| YMHOH SHBc-IgM* X HBsAg* 2401 24O = =ol(QICt, 0]
AR St HEHSHH| WES WAK|TE BY 7t Hio[2{A0]| Ciet &2 2H HE7|(2-67H)E 7[E0= BE
BHAIMZO| 25| ELt7| Hof| WAhS Z40|Ct, o= = 2 O Hof| 2of2o| =HAlstA| 2SEX| tS
AO= O ME|7| 20l Of= B4l AT ZHFE|X| ob=Ct,

*lantiHBc: Hepatitis B core antibody. IgM: Immunoglobulin M; HBsAG: Hepatitis B surface antigen}

=
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https://cdn.who.int/media/docs/default-source/pvg/global-vaccine-safety/guide-vaccine-rates-information-sheet.pdf?sfvrsn=c0c7422a_10&download=true
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Suspected clinical vaccine failure | A= Al Alnjf oA
A AT O A2 ZHESI D 2ATSH UHE S B2 ALR0Me] AE WMo = HolF|Lt SiE

AFo[ WHOZ offf Vit £ HEQZ &RIT|X|= 442 FROICHO: 2Tt oSS
22 A0 2SH LRRIR] of2 Pyl Had HEFzYd 2E). 0| HelE MEsiH

=2 o LS 2 oo O =20
7| U oSO 13t ol SIS SArNel XIS D{sof Sict,

o O A|(U&] el Anf oM UK|): 24| HOWE M 2, 4, 6 3 127020 BY S|l Z2RA QIS TAX; Tt
HAS U 1 FEACE 2= H. influenzaeZ FES0| LUK, 3 |7 [4[ol Cist 2 24
SIUCE. O] ZR EtXh= RIS MBS FES LA, 52 HEI| W IS AMUE I |1EC=
OflAt=l= Alofl 2rigiofof BHct 2Lt o] Z2to| BY H. influenzaedl| s RLEIRU=X],  H#AOR ofjdret
UAEXI0]| ChstM = TSR] gL,

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
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7. Coincidental event | SEX A}z
CIOMS/WHO Vaccine PV terms 2012
& FJoJ= Adverse event following immunization (AEFI)& {9l ul2 HZ3F oAl 71x] g9 & fLfo]m,
Y z] o] 7RRE ohea} 2o Vaccine product-related reaction, Vaccine quality defect-related
reaction, Immunization error-related reaction ¥ Immunization anxiety-related reaction.}
A HIE, LT @F = ofUTE 2010] OH CHE QIO QloH WM oHE =

Ol&tts.

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

8.  Common technical document | ZHZE7|&2M
NS E7|E22M(CTD)= M LS rHIER 2|9/ (ICH)2l 371 XY HZ=0l 2AES
SEOP7| 15t AME MT| U HAHOE FH|Y=0|| MEY Aloof 25t AMEA ZHE
LUl FHH = etolEl MAlo|ct,
Combined and modified from ICH, Wikipedia, and FDA definitions.
{&31: 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.}

9.  Immunization and vaccination | GiI4HZ gl HHAIMZE
Adopted by: [CIOMS Vaccine safety communication 2018|
O] EDMOIM AFZE “0f T E (immunization) " 2 7012 HARIS SXOZ HiAS
Ar85t= A*S 2lofolct, YBHHORE (1) 58 3 5 HAS XHsh= “odEE "2
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A SICH O] 9ISt 80(0[ (2) CIMHTE QS| Feiet TS S olofsict
o SRE" Y HAEE Ofaks

LS 20t £ Zeint OREZIKZ S 20 Mo o
S0l YstoR 2 ofn|2 ALBEICH™
Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
[2012 B31A]]
al

*UARE T2 W HIS0| HIE/EY HES [t T Wdsls ZE Z2A|IA, F MAMO| FF, A Y

-

4m

0]

i

EEICY,
*QUEHIE S5l B0} eHAHOPILL UeHHOR ABELS 2O 215S|= B IR SE 277t RAIERICKO
Do 202", “CHE A T aoL)

10.

II
I
l'

Immunization anxiety-related reaction | 0|4 Z= 2t Sot vl
IOMS XI: Patient involvement 20220RCI= G Rl ISPt [N ES?

(&0 Immunization stress-related response (ISRR)}
A XL ) T T2 il Bao| 23t s

METR T AE| A BHRATI YT FB0|

Of2f2t #ES0lle OJZEAIZ D HHS, BHEE ol ¢ %x‘iEEﬂ o} prtsl HAlTIN uhe

- -O

& SOt S 49U

L4

0)—
9 ot g

Modified from: WHO Vaccine safety basics e-learning course, Module 3: Adverse events following
immunization. (Webpage accessed 29 January 2022)

{919] 7= 2022 7€ 299YE 2 ©f o]y} L ast] P2 g 22 WHO Vaccine Safety Basics learning
manual (PDF)}

O|H/CLE Fel:

Immunization anxiety-related reaction | O'EZ 221 ot a2
(&2 Fo= Adverse event following immunization (AEFI)E @ 9lof] wje} B2l o}l 7[x] Ho] &
ofifoln LFHR] o] 7FRX]E cRe-#F 2} Vaccine product-related reaction, Vaccine quality defect-
related reaction, ]mmumzdnon error-related reaction ¥ Coincidental event.}

Ol HHZ0]| LSt SQHOE Qlol WMSH= Ol E = O|AHES(AEFI).
Proposed by the CIOMSIWHO Working Group on Vaccine Pharmacovigilance.
{20214 6¥ CIOMS cumulative glossary team Note: £ 9= #|< ¥4 (evolving) 5 2. €A
WHO 74 ] tfst 29k 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 full text)of] A 891 753}

1.

122

Immunization error-related reaction | 0| E= @20f| ofst ut2

IOMS/WHOQO Vaccine PV terms 2012,
{2 9L Adverse event following immunization (AEF)E ¥l wle} HF3F opAl 71X] §9] & ofLfo]H,
Uz ] 7}R= oRea} ZHe}: Vaccine product-related reaction, Vaccine quality defect-related

reaction, Immunization anxiety-related reaction ¥ Coincidental event.}
1 " " = Lo -
SRt wAl $12, M s SOIZ Ol WASIDE 1 SAIA oo| 153 O EE &

O|AES(AEFI).
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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://www.ncbi.nlm.nih.gov/pmc/articles/PMC7343055/
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| REEE 2 Dt 2 mis M2t D AR et et 2RO S17kE| 0 HRE|E 2 ol2lo] AL
(7=, Mg 8 £o)S njpict,

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

12. Immunization stress-related response(ISRR) |
Ol ZE AERA 2HH BH2

CIOMS Glossary Advisory Board, April 2023

HAES T20 ESEA| et FHZ = Qloh 2dsh= Ciet 34 8l Y=, ol2{et
232 A HIE, Wil SR Hel e oYES TR0 0| RFC} AT gl= Ao

2IE|H B0l st AER|A BESOR QlsH LAMoICY,

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)

13.  Immunological vaccine failure | THISHE BHAI Ay
{&3: Clinical vaccine failure}
Confirmed immunological vaccine failure | TS} siAl Anjf 2ol
QIAIT uAl AT 9|0l HAIO = Ot 2 Qlis el QIAEALTL HIE Al PIBIEIX|S oie
iofaf bl AlTjo| 7} 50| QICH BB AlTjE SIS XESPY HAS TS
= o] HALES | HolE BEXIXE MASHK| Rtz MANEAIC| M2 Ho|EICE 0]
HO|0f| M= Lhofol| ot HOlEl AttA| EE= EXIXEZE QLO{0F SHH, BiAIEXT O UHE
etE 2 MAEs AlZt ZHHO = HALE 2Hofof BiCt
o Ol|A|(HHSHR e Al Mot UX|): 32M[2] Bt O|F ZAKH= 0, 1 X 67HE YHOE BY 7t il A H
HEEAD, M| HE TE 62 =01 42| il st & HBs &HM| ZIAH 21t <10 U/l o] LIEHLIT. 0] o=
A= B M & HASHA MmE 7HElCt

Suspected immunological vaccine failure | HISHE 8iAl Alnf of Al
o CiJA|(PICHSHR! Al Aot ZRAX): <10 U/lS) ZHOR M Tl HE S 81 2lo] 31-HBs 81| ZAF 23s|=
NS HIStn= flet SUDH izl ShM| ZAL AlZH ZHH0] ZESIX]| got HSA Ml 4~ oL Ol=

SHRIE|X| QAT

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

14.  Knowledge gap | X|AIZ4k}
sl £0l, MZE oA S|, OIS T2 Sajol v Sof skziof 2f2fe| Ht
HROSIALL +SLAHAZH 2XFTH Z7101|A Bi410f CHoH 0|8 Thstt HETF SALE 4|

o 4§52 nleitt. O2{St HE 852 SE29| HHEK| 2 H7HX = HE
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https://apps.who.int/iris/bitstream/handle/10665/330277/9789241515948-eng.pdf?sequence=1&isAllowed=y
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ST,

Proposed by the CIOMS Working Group on Vaccine Safety.

Medicine or vaccine use within label, $2/0{: On-label use |
S|7FAFE LY 2| okE/MHA AL

| (U=of Hof=e yiimjo|X| &)

A[ES{7F Z=240] [HE 2|2FE2| ALE.

Proposed by CIOMS Working Group XI.

— TERMS AND DEFINITIONS — GENERAL: Medicine or vaccine use within label
&1 Antonym — TERMS AND DEFINITIONS — GENERAL.: Off-label use

16. Passive vaccine safety surveillance | 3% A OFHM ZIA|
CIOMS Vaccine safety surveillance 2017
OUEE = O|HS(AEFI)0l| Chet HIUTE MH|A HMSKL H S SRE7E =7+ ZAIK A
w2t 2t 71| Zkfol| w2t K 1ot B E O|MAR = 22Y AEF| ZAIE Ed5k=
=H| 7|2 HMIEILY,
Modified for this context from: WHO Global manual on surveillance of adverse events following
immunization, 2014. (PDF)
— Passive surveillance (TERMS AND DEFINITIONS — GENERAL)

17.  Serious adverse event following immunization (AEF]I) |

124

O YEHE = SCHEH Ol LAk

CIOMS Vaccine safety surveillance 2017

ALS EefSHALE, WEHS IS, YR E= 7|E LU HEO| HRS
= Bt E7/71SX5H = AMA T7[H/0|42 Xelidh= P-E = 0
Qo] Bt F SILIE LX[S5H| ffoh SIH7F HQTt OlShY AR HA| BLifet A2 7HFE

AL,
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https://www.who.int/vaccine_safety/publications/Global_Manual_on_Surveillance_of_AEFI.pdf
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Source: WHO Global manual on surveillance of adverse events following immunization, 2014.
(PDF)

— Serious adverse event (TERMS AND DEFINITIONS — GENERAL)

O|H/CLE 2

Serious adverse event | SLHEH O] AkAL|
|OMS/WHO Vaccine PV terms 2012

0f 7Hid2 ICH E2A % E2D 710|=2f010i| HOI=|0f ALY [EZ 24, 25] L2 &RHAR 2t
L= ZX| 71ES 7|EoZ ol M2 1 o| RS FolSHt, of|UTT = O|&AI(AEF])= AtYS
ESIHLE, HEHS IFSIALE YR = 71E YR 7|71 HE0| BREIAHLL, X4 E=
Bt ST/ ISHMEIE EefotAL, MEH J|d/0|ael HL oot 242 ZIEICE ICH E2A
S E2D 710|=21012 HESH SRS IR0f| tEER 4~ AL 912] Zit 5 SIS WX[SHY| 2Ioh
M7t HRY = U= J|EH SQ0 OfSHY Atdut 22 7|Ef At OfSHM/fstA TES Kot
Ol BCifph A= ZHRE|0{Of S HASIL QAT O[2{3t “7|Ef afet” 2 diiAde] (X|7} A
2EHOICCHE 4= UCH "Bl (serious) 2t ‘S5 (severe) € 3& =80t=, E2 ANI=
CHE 80{oll Refsliof oitt 552 58 Atel 28 HE5h= O ARBEI=H(EF, 5

L= S3) AR s iRz ooty ZR40| HE 4= Ut St tiet 7|E2 Current
Challenges in Pharmacovigilancedfl izt CIOMS V 2100l =2|=|RACt, 7|Fe| HE2 EF
SHE0IIM 2| SifA] Sl o] =y w2} CH2CH oS S04, H 20 et FHo| 27| Ci2Be,
Mz CHE 2H8 S HIO|EfH|0| A0M = HnE SCiek At S SCHSEX| 852 Arziel HIZ0i| X1o|7t
ol2 A olC}

ME T A .

[CIOMS/WHO &5 J& H11M &% 24:] Clinical safety data management: definitions and standards
for expedited reporting. E2A. ICH, 1994. (PDF)

[2 EnM EEo 25:] Post-approval safety data management: definitions and standards for
expedited reporting. E2D. ICH, 2003. (PDF)

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance
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18.

Signal | &0[2IHE

IOMS/WHO Vaccine PV terms 2012
EZot X, 22|10 A3 &S Mt 7Hs40| SRS TEte[= (YA 7t
QEfStALE Qs M2 FXHE QlnfatA| e 2Tl HAREO| MZER ZHE AA[sh=,
SiL} O|AfQ| TR (2HE Bl Al Ioh)of|Af Alist ME,
AN HE ZE0|A WAl oF=o] Xto|Hol| Cheh 2fsior & Ak 2007'A 102 2[QloiiA 0] ¥ 282
CIOMS A= 2E VoM Aoj2[YE Z2=0] s £ S01 2ol =3t Al AFSZAIE Qs “Aol2[EE”
o| i Mo|E JHUE WUt QICt 2Lt Q0| AR IE2 WA An2|HE HE0| tiet &2 11
Af2tE CIOMS VIl 1A Zetste S FH(e 24 QAL MM Anl2|HE HES (ot 112 Afetof st
AR OF9| £|F E1ME 20084 420i| S21=|CH AOl2[YE AZE0| 25t CIOMS AR I VIl 1A
(Mol B2 ZHL| =S MZE(RACE sHE AFol| Chet ME M| HA A2 2 M| ZEE(/ACHAM 3.4
EZX). EESt CIOMS &2 2F VIIIe| Aof2[™E Folot 2 H Mol MEl=RACHE0E 3! MM 3.4 &=x).

Adopted from: CIOMS Working Group VIil on Signal Detection.

— Signal (TERMS AND DEFINITIONS — GENERAL)
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https://www.who.int/vaccine_safety/publications/Global_Manual_on_Surveillance_of_AEFI.pdf
https://cioms.ch/publications/product/current-challenges-in-pharmacovigilance-pragmatic-approaches-report-of-cioms-working-group-5/
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
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19.  Significant knowledge gap | Ar=tst X| A1z}
IOMS Vaccine safety surveillance 2017|
RIAZXD} oSS e AlRSSO] oFdol ATt 2f3re OIR FER #alol Qo).
QoY =m0 SHAQI FS 0|E 7ts40| /e B2 0l= MEet XA AHXKSKG)
2t 2red 4 ok
Proposed by the CIOMS Working Group on Vaccine Safety.
{&13: Knowledge gap}
20. Surveillance | ZHA|

|OMS Vaccine safety surveillance 2017
QlFo| 71ZE E51Y| ot QAAY Bl =XIE 7HsHA| 57| o 241 W HHZE =
X|&20|20 MAXR! Ci|ofe] ~F.

Source: WHO Global manual on surveillance of adverse events following immunization, 2014.
(PDF)

21.

126

Vaccine approval, authorization or licensure | 1 {7}

Adopted by: [CIOMS Vaccine safety communication 2018|

Of2y 2ret ol BiAI(S O|oFE) A 2H2tol|lA “approval(317h)”, “authorization(&171)”
% “licensure(517}) "2t 80l ZE T ME2| R y-2ldid T2mlo| SHEQ!
0= HSIHOM Al 5l AFB0| SQIEIRCHE Y=l MOlS Q|n[oic), YtMS
QI P2|= Ol2{eh A B EEx= MRS CHFE = 802X “licensure” & MEHSIRACE
“marketing(AITH " (= “post-marketing[AITt 2]” )2 YUIHOZ MZH|7t
HHAIS TSty |2 Aot T Mg REsH= TS AESH= O AFSEIC RMEK=
THIZ=0IM S17HE BUTRE HES TolsHR| ob7 |2 28 2= QICt “marketing”

2 0|07} CEX|2t URMS 2[510] 2 H1 M Fbtol| 2K “pre-licensure(s17F &)” &
“post-licensure(517t ) "2k= 8HE AHEHSIH MZS|7t 0|2 E TR EESIES SICH
(%, “post-licensure "0lli= slie 8017t AL El= EX A=0M MEE|= AT = 12{AFZO]
o).

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
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https://www.who.int/vaccine_safety/publications/Global_Manual_on_Surveillance_of_AEFI.pdf
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22.

Vaccination failure | Gi|2HHZ Moj

{&3: Vaccine failure}

HLTEE A= 2 o{0]| Tk 22| o= THE|EXXPE EXch=s Y% HofHe
L= HYSN 7|E g 78O FOlE 4 QUCH22, 23], 2Kt AImH(0l: YETSt = PR
BZ)= O|X} Hm(EH|ZA)2t TEHE(0{0f BHCE, o UHE Anf= 1) Al Amf(vaccine
failure) == 2) Ol HEZ2| Af(failure to vaccinate), Z O{E O|REE XIA|E EiAl0|
HESHH FO=X| 7| 2 2= UCHA™ 1).

[2 21 &= 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.

[2 E1A &= 23:] Cherry JD et al. A search for serologic correlates of immunity to Bordetella pertussis
cough illnesses. Vaccine, 1998, 16:1901-1906.
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B._OI2TE | Af: (3) A2 2A: (a) £ 2F; (b) HE

| HAE| 814 HES T8510] RS A HEO
H; (o) ME 2, (d) AHB Al RF 70| K|l (4) HE T2 2A ZH: (a) HIZIE HE AR, (b)
HHA| HS

= =208
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Final pre-publication proof provided by SeltaSquare, 4 February 2026

2! 1: Vaccination failure algorithm

| Suspected vaccination failure |

A\ 4
| Failure to vaccinate? |

Administration error |q—| ComPliance- or usage-
related issue?

Incomplete Yes
immunization series
Storage-related v Suboptimal

recommendation
Vaccine beyond Immunization program- regarding number or
expiry date related issue? | time of immunizations
or booster

Yes )| recommendation

Y
Vaccine failure? |

v

Confirmatory test Suspected vaccine
done? failure
@
Confirmed vaccine ) .
failure @ No vaccine failure

23.  Vaccine failure | Bl Alnj
{23 Vaccination failure}
IOMS/WHO Vaccine PV terms 2012
2f240] S7 wAlofi= S7 ol SH} QLoD F7p e T2 S5 o|o
w2t AFZEIC w2t EF siAo| HEe 4 Q= Wil ATHof 714
3Lt ukl Aol o) Fol7t HHE 4 RO, Al Alnj 2
T Ex[0{0F STt
{Z31: Clinical vaccine failure(¥4F& @41 415) ¥ Immunological vaccine failure(98}2] vi&l Aaf)}

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

o T

128 CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition

SANIJJVA :SNOILINI4IA ANV SINYIL



Final pre-publication proof provided by SeltaSquare, 4 February 2026

24. Vaccine hesitancy | 41 =X
IOMS XI: Patient involvement 20220 N EI=GREEI =P W INESES)
HAFE MH|AS 0|8 4= UB0I| S0t HAFEQ| 82 AHV[SHALL HAHES
et
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.

O|H/CHE o

Vaccine hesitancy | B2l =X

CIOMS Vaccine safety communication 2018

A 7 |I= MASITI0IM DASI710] 0|27 [7EX| T HANIM & 2= QI 0] 801= 0|8
7ttt HAO| 285 XML ARSH= IS Ql0[olCt. BiAl J|Il= SESHD aiegof| w2t
CHFSIH, AlZH &4 S HHA H|F0i| w2t CHECE [HEd 37] 2Al 7|m|2h= 80f= WAl

HE0| HIEHO AL MRl HSS HEEH| 8l ‘D] AHEE| AL LetEl JHHO[2E | Eih=
HEHQI HZF0ICH [RIEH 38] Ol= ZHR! LHoilA 22|10 Q17 THA|0fl 2K Of2{7EX| Ao[pt §42l
% EM| e H= DR HERIT B X WSS Z2Sh= W= FFEICH FTHEQI HICHRE
XIS =80l 0|27|7K|Q] AHMEHO|M SEFS XIH, Z 7HRI0|LE A| TA|| TA| TS
HefoIA| CHESHK| R o Q= AITE A= A= ERICt oIS ST, £5 o]l ChisiA
O|ZE 7XI X|A|0| SHE1 HAlof @ O[MQl Al fr= 22, RE WA HIIHOo = Bithsh=
20 02|30 MO 2 HETE SFSIALE FoE| 01219 XHAA| oLT-ES A7 IX| eb=
S0E SAOf TS |2 EX| it J2Lt G2 0] HaM= A 7|n'S oo 22 Cret
712 X|A, EfE, A% (knowledge, attitudes, practices, KAP) 12|10 H2HE QAL 8l HE
27E 2iE5h= 802M 2igst it

[CIOMS &% OF E11A &= 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 E1Af &= 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 the CIOMS Working Group on Vaccine Safety.
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25.  Vaccine pharmacovigilance | Sl 9FZZtA|
IOMS Vaccine safety communication 2018
Al O HHAIRIZ = OAARY 3 7[EH Al = of
OfsH 3! TSI, Al EE= Off 0| [HE HEZFRISHK]
YSO2 FolElh.
Cited from: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
OfFH/CHE H9l:

Vaccine pharmacovigilance | 2 F2ZtA|
CIOMS Vaccine safety surveillance 2017
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il oS UAIE HATS = O|YAL| EE= 7[BF M = o ATS 23 EXIE BIXI, B2, Ol
Ol 5! TSt 2 afet 8l 2SO 2 YolFLY,

Modified from: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

Vaccine pharmacovigilance | X 2F2ZEA|

A S A= HAUTHE = oA B 7|BH A o= ofUES 2 2H|E 'K, Bt
S RS, S = OB 0f TS BIAISH 852 =t offdat 2 f
HolElrt.

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
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Vaccine product-related reaction | 84 2MHEZ
CIOMS/WHO Vaccine PV terms 2012

I

{# FoJ= Adverse event following immunization (AEF))E @9lo] uje} H-23t opAl 71x] Fo] & ofLfo]m,

Yo X] o] 7} oRe3} 2o} Vaccine quality defect-related reaction, Immunization error-related
reaction, Immunization anxiety-related reaction ¥ Coincidental event.}

wAlo] IR THBT B oL 04O QIof K S el GRS 3 OIAHIS(AEF).

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

27.

Vaccine quality defect | A Zist
CIOMS/WHO Vaccine PV terms 2012
O] HIIMO| &AL il Hel” 2 FoliTl SR A0 LEE HARZEC= Fol It

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

28.

HHA| Z43tH0]| O[3t Bt
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Vaccine quality defect-related reaction
CIOMS/WHO Vaccine PV terms 2012

{# ZoJ= Adverse event following immunization (AEFI)E 910 ufe} H-ZoF ofAl 71x] F2] 5 ofifo]m,

Uz 4] Z}X] &= o237} Z'ok: Vaccine product-related reaction, Immunization error-related reaction,
Immunization anxiety-related reaction ¥ Coincidental event.}

HZAH St SOIRAIS EE6(01 A T2 5 ofLt olael B 253t
A0 Of6} QeI ST B O[AHS(AEFI)

| 2 S| SR Al ZEe MEE B3 TN HEE WAl Ee| R Folglrt
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Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
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Vaccine safety | 4 QFH M
CIOMS Vaccine safety surveillance 2017
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T2, A QPN Y2 o TE QR gol YHolTt,

Source: WHO Global manual on surveillance of adverse events following immunization, 2014.
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30. Vaccine safety communication | @41 OFHM AE
IOMS Vaccine safety communication 2018,
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Proposed by the CIOMS Working Group on Vaccine Safety.

31.  Vaccine safety communication plans (VacSCPs) | 21 oFHM A E 7|2

IOMS Vaccine safety communication 2018,
CIOMS Working Group on Vaccine Safety2| Topic group 32 =7t XF2| BhAl OFHA
AE A2l A QY S HX| Aol [ME JHE Bl o d AE Al O R Mo AS

H|2tsr ALY

Proposed by the CIOMS Working Group on Vaccine Safety.

32. Vaccine safety communication systems | B2l QIFM AE ||
IOMS Vaccine safety communication 2018

LENOo=Z AIA-R EF SHE S| ¢
S AL AlZlE ASS FH(St0 Al
(Checklist 5.1 &=x).

H32|AES5.1:

- T2 A Q8 9 AR Al QR AS A2l(VacSCP) THe!

- Cl== O[SHRIAR} HERZ 1= % ]A|

- X|ed, 27t X|of 3 2HE Kfelo| Ha

- BHALX|A, B, 2HH(KAP) & 212 @8] AT, 22 3 FE £ DU EE
- W OHelS St 2ol 28

- 28 HAIK] & Xtz 7HE

- A5 B A

- A5 74 Tt

- HHAL OFRIA 2|7| 2

= o T

o P Y IR AR LRI, Al obH
o4 QUEE S Y J|50= PYEICt

Proposed by the CIOMS Working Group on Vaccine Safety
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The Council for International Organizations of Medical Sciences (CI-
OMS) looks back on several decades of strategic influence in phar-
macovigilance. CIOMS convened its first pharmaco vigilance working
group in 1986 with the objective to harmonize the diverse requirements
for adverse events reporting standardized format proposed by the
group, the CIOMSI reporting form, was adopted globally. In the years
that followed, new working groups targeted additional emerging as-
pects of pharmacovigilance, shaping the thinking and methodological
approach. When the International Council for Harmonisation (ICH) was
founded in 1990 to harmonize the regulatory requirements for pharma-
ceuticals, the CIOMS recommendations were taken up in several ICH
Efficacy Guidelines, forming the basis of modern pharmaco vigilance.

The science and practice of pharmacovigilance have evolved over the
past decades, and so too have the related definitions. This glossary
compiles all the definitions within the CIOMS Working Group reports
on pharmacovigilance and related topics. The glossary does not cover
CIOMS reports on the subjects of research ethics, pharmacogenet-
ics, clinical pharmacology, publications on the development and use
of standardised MedDRA® queries (SMQs), or publications resulting
from CIOMS Roundtable Discussions (19671997). CIOMS is maintain-
ing this glossary on its website and welcomes all feedback.
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