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EPVELEE

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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https://cioms.ch/publications/product/development-safety-update-report-dsur-harmonizing-format-content-periodic-safety-report-clinical-trials-report-cioms-working-group-vii/
https://cioms.ch/publications/product/management-of-safety-information-from-clinical-trials-report-of-cioms-working-group-vi/
https://cioms.ch/publications/product/current-challenges-in-pharmacovigilance-pragmatic-approaches-report-of-cioms-working-group-5/
https://cioms.ch/publications/product/guidelines-preparing-core-clinical-safety-information-drugs-second-edition-report-cioms-working-groups-iii-v/
https://cioms.ch/publications/product/benefit-risk-balance-for-marketed-drugs-evaluating-safety-signals/
https://cioms.ch/publications/product/international-reporting-of-periodic-drug-safety-update-summaries/
https://cioms.ch/publications/product/international-reporting-of-adverse-drug-reactions-1990/

5114 oF HD - olof i

o R A T N E R 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

80T T 2.12 2H=01Z HAL|UCH, 017 |0l M R-FEH 018 4= UFLICE
A= H2 S 7HsoH s 4 MEFA0f(SeltaSquare) | OFZARt= XIRI0H| 20| ZIALEZILICE

rE rir

n)
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https://cioms.ch/publications/product/chinese-translation-management-of-safety-information-from-clinical-trials/
https://www.rad-ar.or.jp/pharmacoepidemiology/files
https://cioms.ch/publications/product/chinese-translation-practical-aspects-signal-detection-pharmacovigilance/
https://www.rad-ar.or.jp/pharmacoepidemiology/files
https://www.amazon.co.jp/ファ.マコビジランスにおけるシグナル.出の..―CIOMS-Working-Group-8報告-くすりの適正使用協議...疫.部.海外情報.究./dp/4990206460
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-ix.pdf
https://www.rad-ar.or.jp/pharmacoepidemiology/database/pdf/cioms-working-group-cioms-x.pdf
http://cont.o.oo7.jp/51sup39/51sup39contents_e.html
http://cont.o.oo7.jp/51sup39/51sup39contents_e.html
https://cioms.ch/publications/product/chinese-translation-real-world-data-evidence-in-regulatory-decision-making/
https://www.seltaglobal.com/en/cioms-glossary
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TERMS AND DEFINITIONS:
GENERAL

Absolute risk | ZCH SIET

| (=01 HAEL jinfo|X| &%)

oF ZCHLHoll £ RolizatE Zett AlEe| 8 s ETolM O folizasE e &
U= AEe| & L= 2k

Proposed by CIOMS Working Group VI.
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— Absolute risk (TERMS AND DEFINITIONS — VACCINES)

Academia | |
CIOMS XI: Patient involvement 20224 REIE S a1t i [ ESEy)

ST, ws Sl otZat 2 o = SEA

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

Acceptable risk | $& 7Hst 2lsi A

CIOMS XI: Patient involvement 2022J{C= Gkt i MINE e}

7HQl Ee= FTHO| oS FH|7H |0 QAL BHESICH M2sh= Q2| (0 aAR|
= Aol U 7ts4). J2 Lt ofH AR = ETol| 8 7+sTt 20| CHE AfRIO|LE
FChojl= K| 942 4 QICt

Hi — — S L= T M.

Proposed by CIOMS Working Group XI.

o

O|H/CI2 He:

Acceptable risk | £ 758t lolA

CIOMS VI: Clinical trial safety information 2005[le Mk =T WAk =)

O[ ZHHol| CHet Hol= MIASILD UX| 242,

Commentary: 0] 801= £3| 22d-2(si42| N2t 2SI X3 ARBE|LE, Folsh= A2 27ttt
Ao AUTEUCHOIE SH, AFRIOICH 22|10 A=o]| [t 8 7+540| THE = UB). JHE2 L1 AU0{0F
SHR|ZE, =8 7Hstt loh«10|2t Agtut 2HEo]| w2t of2] CHE OJ0|E 7HE = US0ll |deiCt, o

THHIZ[2H0] JHE FQI MIZ 2| THKILE AFS S WIIE mf O] JHES MBSkt & 22, it T2 gHo| EX
Aglol| w2t mEtstof ot [.] " R84S JHES T[HIOE 8 Jhstt 2lee Folot FFlE = ATt

[=]
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https://www.lexico.com/definition/academia

RARACHLane, 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.

Active surveillance system | SSX ZtA| A|AE]

4702 02| AE] SO Al ety S sl Al
SSH Al rigm U2 4 9
1, 912 7t ST NES B3l BHROIM OIS Al 2.
8= S o2 S0 O|AARIS Al 3, Al 7|k ol=xiE2
ORI (0 MRS Al

_IT'__

rir

HH |E§EX-IO_'E_
| A= JIsAM0| Q=

LT

Modified from: CIOMS Working Group VIIl.

— & Active vaccine safety surveillance (TERMS AND DEFINITIONS — VACCINES)

O|H/CHE Ho:

Active surveillance | SS& ZHA|
|OMS VIl Signal detection 2010[iE g Rk ==l NESES)

HARH7|IHWHO)E 58X ZAIS “XISHZ 02| AlglEl Yo=M Al EY FEE +Esk= A7

o Holsirt.

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

S A= T3 22 += Uk (1) &2 7|gh EH HES S83h= 2X0IM OIMARIE AlE, (2) 2
7|8k 7 X2 E SMOR ot £ 9= &4 (0l: S22 S)0lM O[MARIZE AE, = (3) Al 718
o|ZHFEa 22E TH5H0| A= Ol LAR|(0f: 24 URT)E AE.

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

Additional risk minimisation measure | 37121 2|l 2ts} Z=X|
S2|01: Additional risk minimisation activity; &1 Risk minimisation measure %! Routine risk

minimisation measure

ICIOMS XI: Patient involvement 2022JJEI= S Tail==aNu IRz}

£3 ch’ﬂ = FHOIM EE fFE0l| MEE|= YA 2ol it Z=X|of H{SHod
FIHO = fAE|= QoY 2tet ZX|.

Modified from: CIOMS Working Group IX, glossary definition of ‘Additional risk minimisation
activity’.
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https://apps.who.int/iris/bitstream/handle/10665/42493/a75646.pdf?sequence=1&isAllowed=y
https://www.fda.gov/media/71546/download

ofzi/ctE Hel

Additional risk minimisation activity | Z7}=Ql 2[siAl is} k| it

&1 Routine risk minimisation activities

| (L=0f =L Xjimo[X| &)

EX X|HO| oM 2= 2fE0| MExl= QUOE HO|=|i= U fsH tot K| HHo|
Cio10d, HIZIZISIA| 942 Zule| TIs4E OlEf EE= ZAATF L2 Al ZBE=E £017| 2let SX.
Proposed by CIOMS Working Group IX.

Adoption | xHEH

| (L20f A= xiiT0|X| HZE)

RE-AIM Z7t 2&o| 57 28 & SiLK(E0{[Reach], 21HEfficacy], X{EH[Adoption], &
[Implementation], ?XI[Maintenance]). A{E{0|2t =xH(Intervention)7t +=A&|= 2t& 3!
EME MY A= T 2FO| MOS0 CHEHS UoHH, YetNo= X 2t =
X%} HE = MERAE Solf WO HIEK 2H(nonparticipating settings)2

LYo mioll= MELS Wsloh= ZoiZ(Barrier) ot ZESHOf LY.

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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Adverse drug reaction (ADR) | 2+20|AHI2(ADR)
S2|0{: Adverse reaction, Suspected adverse (drug) reaction, Adverse effect, Undesirable
effect

CIOMS IX: Risk minimisation 2014]KEi=yRal=t==S oIk =)

Adopted by: (BE22 U7HCHE ooz AEE

O|okZ0l| Ciot Rolfst 2| =5tX| Q42 BES. 017 |0f|A] BESO|ZE X[ATH |2k 1t O AA|
Zrof QIak2tA|of| Z0{ = EfEfet 71540] ASE 2l0[ett}. E=5{7F He| L =
He| ol M| MF AHE0|Lt RN =2 Qo AFS0[AHES0| 2iliet 4= QT
A He| 2 ARR0l= 17t 2| AR, BICHRE, 28, J8 3 FAF I HetEIL,

=]
S
o|
AN
==

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]3 5. 20249 7¥ 262)o)l A
g Yoz HFR o2 vFEA goron ogip Z:& F71 Ho] ZeE):

(..3HEIEQ 7F5Y.) o] ERS<S o A9} B 2] oFEa] WY AR k] QA ) Y e EYE
Rt Al B 5A, Qi aRpe] o2 BT} &H]Rp] olef QRHAE & 7 g0l AL FAIEA]
ke, AF7E AP0 8 B -2 g AlEe oFEo| RS- golo RESITE(GVP 441 1V,
ICH-E2D &%), wlepA] 2 HE7 A|R7F H ek B E kR Bk, YR IR} g A3 7} 9JokEs
o Yok F2p] JespAL) A HiAe = Yoty Aol g o R ALY 9IS dYohs
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf

O|H/CHE o

Adverse reaction (AR) | O[4IS(AR)

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

MedDRA Labeling Grouping 2024

MZ2 2|9fF = 2ofFE9| MZ2 Z'Hol| Ciet 5171 T & ZHoIM E3] K|z 80|
SHEE[X] Qb= B9 0= 8O Z FOfSIE QAFOZ QIoh Relfst Ok [X| 42 BIZS
OfS0[HIZOZ ZHFSIT, “QfF0]| Chist S Ol2h= 22 ofofFat O et Ztef QlukatA|7t
Hoj “Eldel 7570l AZ F, ARRAIS HiHE 5= ¢SS 2l0[Stt,

ATl ofofE 2: Aol o, TIE = X, = MElH 7159 HetE 2lol Aol
SYHOZ AEEl= 80N BYSh= Folsn 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 AHEYU3]= CIOMS IX: Risk minimisation 21419 &8 dF §o]2
7Sk, o] 201749 W 20249 7§ T EU Guideline on good pharmacovigilance practices
(GVP) Annex 19] 2oj2} A5}, GrA] Q1-§-H EXH o} 4] 7j-geto]7] wjio]t.

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

| (B=0f Hef=e ximo|x| &%)

HZ0| BISE RLUUS EIgst 7t580] EXfidhs, 2|50 tiet Foist o =x|X| g2 B,
“O|oFE0 Cifet BHE70|2k= T2 |40 o ofFat O AR 2t2] QlaktA|of X0k EHED
7t540| AZS Q[pICt. “Etget 7tsd 702t 22 QFao| QIRAIS HEHESh= AR,
T/ = FHO| ASS Kot

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

Note: 74| 2FEOIM 2= XA H = Hxte| o|¢ls HEHSH= FoM “olyEl=
(suspected)” ADRZ ZIFEICH 4| &=2] Qb HWIHE Sal| 2HEHE! O &AL |0l| Chol
Qoo 0[2Ief LHE HHO| /S &= UK HRE & 4= ULt ALH=RE2 FF617t = 2E0iM
OFS0|EI3o| Helof| Zele|Xli= X2 it 28, HE 5! 2&0] 2ot Y= BE 2oF0
Cheh 2fotd BIte| Y= HHE|0fof SHTh= FHofl FolBiTt.

Adverse Drug Reaction | 2+20|AHIZ2(ADR)

IOMS VII: DSUR 2006
MER 29K L= 2okZ0| MER /0 Tiet 5171 M &t ZHolM 3| X|280| ==X
o2 R, 0= SHORZ Rool= AAF = Qlot Relfstal o E|X| g2 2= 2SS
AZ0|YES = ZIFoITt “QobF0 et BHS” O|2k= 22 O|oFZat OfMAR| 7| QlaktA|7t
HOo|T “EfFet 7hs4 70 B &, QIS HiFE &+~ gIZS Ql0[eit.
Source: ICH Guideline for Good Clinical Practice E6(R1)
ArA[ZH0] CHet EU directive 2001/20/EC: “O| &S (Adverse Reaction) - £04El 2E &2t
TRAE ALAHE 2oFZ0]| Chdt R3St O =E|X| §h2 BE HHE”
Commentary: = e} 20| %47l ICH Hloil= “ &, QH2AIS HiFE 4~ giCt”
UL, CIOMS &5 2E0M= T ARIS 7|Ete = ofF9| Hg 2h4ld):
AHA 271SSICH 20t Wt O] 275 AF[SHL, s o2 nte| QIufetAIS ST ES=

]
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https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/good-pharmacovigilance-practices-gvp#final-gvp-annex-i-definitions-8712

AH, 37 = FHO| AUSE S| lsiA] ICH E2AL| “Efefet 7tsM "0l2t= 871 MBS
A3 20| o KLt
Adverse drug reaction (ADR) | 2F20|AHF2(ADR)

IOMS VI: Clinical trial safety information 2005]N€gtRuls: =i PNE )
MER QIofE = 9oFE2| ME2 80|l Cish 517t ™ A Aol E3| X|ZEZ0| SR
U2 Z2, 0L BHOE ROSIE AECE Qlot Rufistil O|EE(X| g2 BE HES
ISO0|MHIS O = ZtZolL, “2|oFEo| LS BES ™ O[2t= T Q|FE} O|AA| ZHe| QlutatA |7}
HO{T “EfEt 7Hs4 70| IS &, QITtEA|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 aE0M= T AMHIE T[HIO= of=9)
AHAA E7+SSICHD 2L M2kA 0] 278 MRS, et eiE2te| QIutAIE KIEHElsl=
AR B7 = THO| Q28 B | QIsiA ICH E2AQ] “ElEdst 7t "0l2te 87t MEE
INECT=RAE Ty )

Adverse event (AE) | O|AHALZ|(AE)
=2|01: Adverse experience
| (2=0] s xiimo|x| &1X)
Adopted by: [MedDRA Labeling Grouping 2024
(222 9RICIZ HHOR AIZE)
O|UEE FO{Eh2 SIX} o= A[RCHAKIONA] LS HIZIRISEK] QF

FOojet HEA| QIupRAH|IS b= 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 [ (7§ 5. 2024 7€ 26 2)oA]
g Yoz AR o2 YAFEA ghoron], YAl tgT o] = 7}R] AR Y97} Y9 A& of2
F7FE Sl

- “AIF S W) AI"(EU 778 536/2014 FX),

- “okE A1 wgpol A, 123 YA G FolA"(ICH-E2D 70| =2}9l 7]4E)

E3FGVP Annex I9A1= 9] ol o 2-& F4]0] o]ojFlc):

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

S|
LIEHH= HIZFAISHK| 9410 O =5HK| 042 Ew(0fl: HeldX HARK|S| OY), Tat = A

49t

MedDRA Labeling Grouping®] t#F CIOMS H114Jo)419] Fol& [CH E6(R2) 7Fo]Eol*S &3] 2
gh}. o Fole CIOMS 447 15 [X9] 99} AFF o2 o], flof HAE 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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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/E6_R2_Addendum.pdf

OfF/CHE Ho|

Adverse event (AE) | O|AARI(AE)

| (=0 HI22 xiiHo[X| &)

olotES F0{8H2 X}t AISITHARIO|A LAt HIRIRISIR 92 olets Ao, Foiet
BHEA] QIRIEIAIS 2 242 OfLICH,

Note: O[AARL= QIOFE(UAA[EE olofE)a B110] QUEX| G0l EHAIRI0] QIOFE(UAAIRS
olofZ)2| BTt YAIHOR IRl BIRIRISIX| fm OIE51X| 0 B (AIEAT ZAIKIe| 0[4f
T3, S4 EE TEY £ 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|

9|tZ S T2 Sk} EE= A[CHAKIONA ZATH HIZIZISEX| 942 oalM Afio =, F0iot
BIEA] QUIFRAIS 2h= 242 OILICE, OJAAI(AE)E (LA )etZ el 2edd oSt
BAGIO| (YLAIHE)AUZFO| ALZ0]| 2Jsl AR E LIEN K= HIZFAISIX| 5 O =51X| 52
o (AU HAKI2| O]y §), Ta = HEHY £ UL

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

2 &tA[&o]| 2kt EU Directive 2001/20/EC: “OAAR|” — 2|2FZ0| FO4E St =
ASCHAKIONA| EAiet BIZIRISER| Q42 QlstM Al =M dlE X|Zet BIEA| QINAIS 2=
22 OfLCt.

oot

Adverse event/Adverse experience | OJAFAL|

(CIOMS VI: Clinical trial safety information 2005[Jes RN BNk

O|AE S FO{E2 SIXt Ee= A[RCHAIKIONA EATH HIZIZISIX| 942 QSlM Atio =, F0iet
BEEA| QIIFRAIE Zh= 22 OLLICE. O|AAR(AE)= (A aAEE)edEnte| M oot
TAGIO| (LMA[HEE)QAZO| A0l Qs LA R LIEHH= HIZFEISHX| i O =31X| b2
(MU ZAK|Q| O|M 5), BA = HHA £ QT

Source: ICH Guideline E6: Good Clinical Practice

EU: “O|&AR" — O|Z0| RO SR} Fi= A[HCHAIKIOA| 2heist HIZIRISHK| o2 oSt
AHSZ M et X|Zet HIEA| QIDIHAIE ZH= 242 OfL|Ct

iy

rlo

9.  Adverse event of special interest | S2HALHAH O] AFAL|
| (=0 HI 22 Xiimlo|X| &)
Adopted by: [CIOMS VII: DSUR 2006]
{£9]0]: Targeted medical event}
SR O MAI|(SCHE EE= SCHSHX| §42)= Ql=IXAte| HIF = T2 T CHSH
WolH ofstdoz EHS| Rikl= 2HE & SHLIZ, XISKQ 2LEZ 8! AledXtet 2|2(xt
2H0l| A0k QARO[ HQSICE, Of2{eh Af2i|2| EAIE melstn 0[sHst| 2fsh 2=71&el
ZAZHEROIH, BIZ2| S0 Mt AAY 2|Z(Xtet 7|EF 2AXES (0l 4|7 |2 Atolo]
A0k Q[AA-SO0| EEE|0{0F SHTY.
Proposed by CIOMS Working Group VI.

Commentary: S'E2tthet O[&ARI= Q=X T2 BLIEZSH 1S ot £8 NIF L= AF A0
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Cifet S| RS Bist AfRYOICE, Ol FCHOIAL SCHOHR) 02
Sl o S 1 ) S 2 S i 5
UMABIAEIN i AMAJR HHAEINO| 7|E{0fof St AR
X[2/0] 210{o Bict,

[OM(0f: =2, 012} &4, &7|2%H),
l= AlZIS Zalet &= QICh Of2f3t Alzll=
OIZ[XIofA| 2105k= 2iat Al7|of| CHet

Advocatel Patient advocate | (BIX})Chedol

CIOMS IX: Risk minimisation 2014JNCIEGREEISINIEINESES)

{%J 077 Patzent navigator}

SIRte| ZAZol| Feks O[X|= MRS F, QAL EC’*RW 3, Alo|A DHLI?H(case
manager*) % HS AL St E2{5l0] SIXtE F= AR, SHX} ORI SiXtel 742 22|,
O|=zH| HLA| 5l Aetut 2HEAE & KHEHo| IZH._ ZH|IE sl Est= ol =22 ECt
*eixfel AR TR HEM HIL 0|8 &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 el ESES)

X&) JHet A] AR o2 O EYNS BRI 7.

odit——

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

Alert | OFX{AM _+_E

L0

CIOMS VIII: Signal detection 2010jNeSEag k==t MINESES)
SRS Eoolr| 6l Ziget ZXI7F 2t 2|oFE ARgat 2eist 7EE flohd.
Proposed by CIOMS Working Group VIII.

Analysis of covariance (ANCOVA) | ZEAH 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 2449 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

As-started exposure | X|2 A&} 7|& =

CIOMS XIlI: Real-world data 2024

K= A 7|E &0 Mol FAR(HIE AMA-(RCTs)0A AFEEl= intention-to-treat
AT QASHH, X|& BT 022t 2ARI0| XIS AlZfoh AR FHAE Z& A
SIS FM5t= 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 k=2)}

Baseline characteristic | 7|X &M
CIOMS DILI 2020)

O A AP0 ARICHARIS Aok Q0I(0]: 9, 4, T FBE). Bl 70/,
XS0= O[22t S40| I 210l RAHOF BICH I 7t S| RABHA| BZALE RASHX
242 S40| EAHOZ HHEIX| g2 A9, RS O[5tD A7 ZTHE BRI 4 UC

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

Bayesian | H|O|X|Ot

| (B=0{ HA=2 xiW|o|X| &=)

Thomas Bayes =AH1702-1761)2| O|ES & =& 0|2, HES US| Atio] L
HI0]| 7|dtsh= Ao R 7H5she DN = BIEF0| Eo= CHEMOZ SHEX Ho|E
2=22| Fx(degrees of belief)=M CIFE = SASIS X|&SH= | AFSEICH

Proposed by CIOMS Working Group VI.

Bayesian confidence propagation neural network

(BCPNN) | H[O]X| Qb2 EMAY

| (B=20f H= xiHo|X| &Z)

KPLX H00 H|O|E{H|0| A0 A A0f2IFE X0 AFBE|= ZeX H|o|X|et 2a|E
Proposed by CIOMS Working Group VIII.
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https://doi.org/10.1210/endrev/bnab007
https://jamaevidence.mhmedical.com/glossary.aspx

18.

19.

20.

Benefit | 2l

CIOMS IX: Risk minimisation 2014| RS Ra: =S NES )

7§l Ee= Tl Tl FF&|= OIS,

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

O|H/CHE Hel:

Benefit | G2lA

CIOMS |V: Benefit-risk 1998
QoS AuHEO2 sl i kol et 0[S (3Rl A2 oJfBitt, “olyEl=
ChA

QoINS HarHoZ HHE 4 QIOM YHHHOZ 0|58 LSt g ol XHK|E
IOISHCE O] E0M0l|A "Ry’ 2 Ol21et 2|0|= AFESIRLT. 72140]| Ciet H4xHe|
Ho| £ YR UAE JAet oLzt Cheat 2 Alo) E Y FXIN ol ciet oiF
TotEIct

(23 1] “ARRel 1, At 2AE 42| F Sl/%E= JHRI0|Lt EEH| et ZHIA

01 Zel0| QlolEoz 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 | f-21A-2lsid 28/ g2lMd-

-?—|3Hé'>' o2md

OH” EJ_MOHH FU-- ‘-’rIOH’S T 204 (benefit-risk profile)2t FUA4-2shA 7
14-2{silA =14 (benefit-risk profile)

(benefit-risk baIance)OI Xi3= AR EICH |2ld-

2 O|OfZt 2RAE TTHA 2lohant RALS 7HESH] 7I StALE ROt S olosi,
SAXRI Rl M-2[ehd HWIE HAS & A1 HAIX| & % 2 QI HHH Qold.
Pl TE2 QFF | TR elofalnt RAL0 Cigt SAXCI Woto| Zut = ZES
o|Ofetct.

Proposed by CIOMS Working Group XIL.
{ol Foli= CIOMS 47 15 211419 A& (Foreword)d] +55°] 2, Z}¢ ig g£.}

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

Proposed by CIOMS Working Group X.
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21.

22.

23.

Binary analysis | O|&} 24

CIOMS VI: Clinical trial safety information 2005[{ I =II WAk e=S)
T IIX| HF0kS Takohs 2M(0l: 7|23t CH| 215 2L AeAN ZAk|e| £at ZHo| Ak
ZH0IM of2] 2tES BAohe 2ot tHER), =Xte| 22 T 237|128 (cut-off point)S
MFI0] ot MO Metet 4 QIO02 HO[E= F 7HX| 7kstt gh(oll: 7I1&3k o 7 |1&3k
O|= Z[CHZH) =Tk LIEICE

Proposed by CIOMS Working Group VI.

Biomarker | M| EX|X}
CIOMS DILI 2020
X-IAI'I-IO| AH‘:'E'SI-?H _ll-I-I

, BRI, oLt

SNERI S0l B, ZAISH, WAHI o Aol £400] 2100 Exje)
7|5, EZ0l| et B7h= 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)

O|H/CLE H2):

Biomarker | *X|HEX|X}
IOMS IX: Risk minimisation 2014[{¢I=S 22 xjimo|X|

0 e &z
X=X STHO| gt Yool d=otX nry, X by = oo Higo| XIEZA
HpHoz 27 9 Wlsl= £4,
Source: Biomarkers Definitions Working Group. Biomarkers and surrogate endpoints:

preferred definitions and conceptual framework. Clinical Pharmacology & Therapeutics. 2001,
69: 89-95,

Bonferroni correction | ElliIEL-I mEs

CIOMS VI: Clinical trial safety information 2005{{ESa Rl == ke

CarIo Em|I|o Bonferroni(1892-1960)2| 0|52 E_Eh STHRI of2] Ate| =& S 1E{stY|

flot Wl SAA feld AE|M, oIS ST Stte HlojE ME(Ml: 10712 M2 CHE

AlsiAl nHyH%_J'k_)o“ CHoH Zt2t CFE QoM ZAS 103 2ulist & 2= QIX|EH O A &S

&2 P=0.005(%, 0.05/10)Z AtE3I0 102]Q] HHS 22 o=l 1022 A8 &
SLtof| CHE 71| Rl P=0.052 | 4= QUCH

Proposed by CIOMS Working Group VI.
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https://www.ncbi.nlm.nih.gov/books/NBK338448/

24.  Boxed warning (‘black box waming’) | HIAS] EEA NS (“SUIA AN2”)
CIOMS DILI 2020
Xeforol 2ol TA|=|0| BCHSHALE MHE ISh= lshAof CHEt Fo|E 25|
ot Z0E, L2 BAZ(0f: O]=, Y= 3 L=2)0i|A] 2FE L BfAS SEH1E(boxed
warning) &S Alst QUCH O[F0M= P o= MEXIA Chg A &
LS| lo AFZPICE (1) ERHA FMof HIsH 2FZ0[&HEHS0] L SCHSHO(0!l:
K|BHO|HL HEE I@otHLE G+A &4 YUdl= UZ0|HELS) U= ALl fI6hA
U UGS Wt mf BtEA| D2{8H0F St B, = (2) BOHD A20|4EHE0| dES
MESHH AFSROZM (0l XIS MET MlaoH ZLIERIE EN B8 X|Z2E T3,
CHE AE2 FIRILE EXE E8 WAooz PE(gt EF QA AgolMel AB S I

O o Oo-1 oo =
oA=Lt SE=7t BUE o UE ER, = (3) FDAZL {& = AFES HBtotorzt oie
20|85}
O L1
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USS QIISHA| ALEY 4= UL TSI QRHoE AFE S BERGH| et Mete 21
2. ESA, MLUXIolA £o| SQt 210 HE(0: S 2kt REHOIMS Rad AME
LS| 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)

e

25.  Burden of a risk minimisation activity | $I3H4d 2t8}EX| M BCt
CIOMS IX: Risk minimisation 2014/ KC oS Raa R A EES)
PlehA ot ZX|EHHOZ QIs (1) BHXL, (2) 2HEe, (3) EHARNEIE Zedt= Q=
AAEL (4) RIE=, MU2|Al, S5 U 2AE AFEel T2
Bilz|= FIHE0l 2O Z Ho|E, o€ S CH3t 20| g2k 0|& &~ QICH
- SIX}: AMEef Sl/tE= TRTt O|ZAJH|A0| Ciet T2, YAAe o= UMEE0]| AdFAS &.
- Q|2 AH|A H|SKE: sHE 2= AMH|AL| UAMOI 2
EE= MH[ATEZRIHEL
- BHOZ A|AHL: ZIHEQl QI Xl 8
- B0 = A|ABIC| 7|EF F=A|: fIshA 2t A=t
YItE 2o,
Proposed by CIOMS Working Group IX.

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

[ 5! 2ok Thigt =74l afelx

26. Burden to patients | X} 51}
| (Y20] HA=2 im0 x| &)
O UelX 50| SHHQ LTI =0|M Heddh= A 0|ato= SHRI0i|A| F7HHQl 2315
Fapsh= A
Modified from: CIOMS Working Group IX, glossary definition of ‘Burden of a risk minimisation
activity’.
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https://www.fda.gov/files/drugs/published/Warnings-and-Precautions--Contraindications--and-Boxed-Warning-Sections-of-Labeling-for-Human-Prescription-Drug-and-Biological-Products-.-Content-and-Format.pdf

27.

28.

29.

30.

Candidate gene study | & QMK 3t
CIOMS DILI 2020

S QH HOIo ST 2T

MEE W= EY BTl

17
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Caregiver | ZMH9QI
CIOMS XI: Patient involvement 2022[KE2

SIXt O], B = FoKz Qlsh 4

ACH, 20E &= £ AL WX| =+ UL

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

Case report form (CRF) | S|7|8A

CIOMS VI: Clinical trial safety information 2005{REEnulEE:ta=p i SN ESES)

Adopted by:

ACHATIE R A @A Mol @+t RE Ha FEE 7IS5I0 ofZ|XIof|A| 2oy
SxO= Mzl o, B = FKH2A,

Source: ICH Guideline E6: Good Clinical Practice.

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

Causality assessment | 212} I7}
CIOMS VIII: Signal detection 2010;

Adopted by: [CIOMS DILI 2020 | (=01 %22 xiimo|x| &%)
o]

OlofE0[ EF FHRloA|IM 2FEE! o] Al|e] #Rl QIXtE 7hs-dol| Chet Bt @ity Eot=

o= SiglEl Y2|B0f et O|FOTICY,

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

{RIo)A] el &8 §ol g tf o] LaelofA] o[ &g 5= Qirt}

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

TVHINIDO :SNOILINI43A ANV SINHIL


https://jamaevidence.mhmedical.com/glossary.aspx
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://database.ich.org/sites/default/files/E6_R2_Addendum.pdf

31. Censored/ Censoring | S
CIOMS X: Meta-analysis 2016QREEEY kb= MINESES)]
2M0| +AEl= AT £ ARIS 2EY £ 2= ER, 0| 215XI= AlZHoi| Chsh
t

=
S AJROf BIESAI7HOF| BSEIX| 22 B

B AT censored) 1 BICH 79, S e
7 st FL

4o
O
|.|-|
[l
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é.
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>
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Q
2.
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e
ie)
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TEX| Y AIFHO| 2F AIHE AO[ofM 7|=E F2*
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oF A O
= T BA

mjo
rir

*Translator's Comment: 2% 717t L £% AIZ0f| AFZ10| LUK 2, kst 2 A|-

o
7C:>l_l_-

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

| (B=20] HH=e xiimo|X| &ZX)

EA0lM CIO|EIS MHSh= Ael. SF SHXjol| Ciet 2t5X], £3] Arz10] g mimx|el AlzH2
FRELSR/TY = QUCE F, 22T 7|2H S T ARES FHJOL M ofFHo|E EF
AFZ10] OF%] MUSHR| QRS 4= AUCH O[2{et #EX|E “ S HTHEl(censored)” 2HEX|2I1 SHH,
O[2{¢t Z2NAS “SE=HEEH(censoring) "0l2k1 BHT.

Proposed by CIOMS Working Group VI.

32. Channelling | M2
| (LE0] HA=2 xiil0|X| &Z)
SR} 21| of = QIX} R20]| Wt 2EXtol|A| oF22 XISH = MUdh= &F.
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
| (B=0] HAE2 Xiib0|X| &)
SN fold dH, £= J10IMlE A™o| &= I(Z, 7lo[HlE 2X2). 282
UL O Z HIZ2| H|WO|H, 2 x 2 EUHE ZH= 72 ZHTSE HERE XtRZ(degree of
freedom)7} 12! o[zt BICt OIS S0, 271 JE<| StXfoi| A O| &AL HIZ2| SAIX
H| W= 710K HEE ALESI0 O|R0{ZICH AF Zat 710[H|Z 240l L1 o47[ollM P
2 27 ==t o= & HI0i A| Xto|7} gle A2t 2HEE Xt0] 0|A9| HIE X[O|E
UHY =ES FMAIBICE HI0|E = 37H 0|42 X{2|(treatment) J2|10 37 0|42 BES HF
(categories of response)E Zalet 4 QUCH Cf 2 HOi|A] LI HIO[E{2] 710[XZ BXS
XbRE7HH 3L

Proposed by CIOMS Working Group VI.
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34.

35.

36.

37.

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

EEUYEE %J% Eot st oz 201 OM 17RO BFIE|X| 252(unlabeled)
SHATIX| HE= f%ﬂr 20 YEO| AE Jisot

AR oh= ZRE Eo), OyEl=

Proposed by CIOMS Working Group II.

Civil society | ATl AFS|
CIOMS XI: Patient involvement 2022 KCI= Gl IR i IINESES)

YR = 49 72 20N 2S5k 3| B EE.

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

Claims data H8+ H|o|E

| (Y20 HA=2 xiiH[o|X| &=)

(OI=0llM) 2l=ZMH|A HMSKEPtH K= 2 7 |EHSTHO| CHet Hl22 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 Y79 H2 02 n]594] AR§-5}7] F8] ICD-10& f gt Aoz, WHO9] $:2&
Uk, RIAISH AFSRE TR9-& 11 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=URub: ISR [N ESES)

S KST0IA olofE0| QXY U KA CHt KIS BTISH| IcH 21718 Thao=

SBE 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
https://www.cdc.gov/nchs/icd/icd-10-cm.htm

38. Clinical development plan | Ak 7t A|Z]
| (Zeof #oj=e x Iﬂlolxl*”‘)
O|oKZ Ol £|Z QXM E Al (first in human)SE S1717HK| TSt | @Iet H HEfR| HRE
HUSH= OFAE 2.
Proposed by CIOMS Working Group XI.

39. Clinical endpoint | QAN TIHH ¢
CIOMS IX: Risk minimisation 2014 RN =g Ruls: =i PN ESES)

SHR10] 2, TS, MES Hieots SX T

S, o= |_—|O—l—

Source: Biomarkers Definitions Working Group. Biomarkers and surrogate endpoints: preferred
definitions and conceptual framework. Clinical Pharmacology & Therapeutics. 2001, 69: 89-95.
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40. Clinical practice guidelines | 2I&ZI&X|E 52lo!: Clinical guidelines
CIOMS XI: Patient involvement 2022REISy RSP WESES)

AES o, T YEE K=dh= ol Cheh A Al JYTI=RXIER 2|4 oot X4,
Clot S8 SIYHESHE afot 212] T A=, MAPE A DAflol| =Eoh S

Q9ftiof 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)

4. Cllnlcaltrlal °'**AI§.*
| (YE0] HA=L xijim|o|X| HZ)
’“°IE|" EX|El A0 AIZTHAIRIZ} SIL} OfAte| FRY(FE= HISKH)0| FExoz
HIRE|0] ME0labs] Zf trl= 7424 2 Znjol| Tt S| Z1HE WofsH= ¢, H7ls
MEH QUAASAZIA O] w2t SEICE Sh= QIOFE, #iAl o277, ZITh = QJubs XA,

G O] BsHOl: Al0|R8)7t 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 | &[S
linical research in RLS 2021
olst X|Al9] ZTIZ I8l 17t RFHAHEZ KRN E 8 E Eetdh= A+t AAA[ (clinical study)
2 3A| ZMHP(clinical trialo|2kn e &) 3l AT & 7HK] R80| QICh.
Source: ClinicalTrials.gov. Glossary of Common Site terms. Definition of ‘Clinical

study’(Webpage accessed 3 April 2023)
(2 Hoj= CIOMS 42 7§ 1419 44 13004 89l 7153}
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https://www.informedhealth.org/what-are-clinical-practice-guidelines.html
https://clinicaltrials.gov/ct2/about-studies/glossary
https://clinicaltrials.gov/ct2/about-studies/glossary

42,

43.

44,

45.

Clinical trial/clinical study | QIAAIH

IOMS VII: DSUR 2006
UMARE QorZ | oM Q= REME 20l | o LA, of2|SH g1/t 7 |Et
ofolx Huto| WHO|LH AE Bl/E=, oAk [, B4, 2%, CHAL i8S
AT | fltt, 217t AIMCHAXION O|R0{Xi= BE 7. “U&A[&(clinical trial) "2 “ LA
(clinical study) "2h= €01 =2|0{0]LC}.
Source: ICH E6 Guideline (GCP).
{ICH Guideline for Good Clinical Practice E6(R2): 73 At H5.}

-— O

Cohort event monitoring (CEM) | ZSE Al2f| BL|E{Z

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

E3 A2 FOL2 AHE X0 AZ0|4HHS0| o al==X] of50f| 2tARM0| 2HEE 2E
O|MAIHIE B 0St=S MYXI0H QESh= ZA| 2, M2 Alzl| ZLIE{Z (prescription
event monitoring)O|2t11 & $iCt

Source: Glossary of terms used in Pharmacovigilance. WHO Collaborating Centre for
International Drug Monitoring, Uppsala. (2 -§0/%:& 22}QIo) 4] 5] o] A[§8 5= 315}

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

| (=0 et imo|F| 4%)

EF DECo| otelEThS AEotn A)Zte] S0 T2t 0|52 FH5I0] 22| X10|E

Solsis o1, ASE P HYHOR 5 017 501 ARAZ A 23St Saxjoz
AL APt 00| Wilol = O|RT|F) ME E= QIERE Sl I AFHE K=

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

MedDRA Labeling Grouping 2024

SE=67FATHMAH)7L 2Aet= BME, oFd HE Qo M3SE, 89 -8, A=%st 3
MSot 2AE T |EF HEE ZaBit

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 M QFHM HE
MAH(S=5617FHXH 7t 245t S|AF 2l XtE2A(Company Core Data Sheet)ol| Z&tH=|0]
U= BE 2 Y FEE, MAHE O|E i A=S AR B2 ZE 2710l S{7FAIZ0|
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https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://database.ich.org/sites/default/files/E2C_R2_Guideline.pdf

Hote| 2 Bl(Th K| AP =0| 58| £82 270t R M) Al HZE2
H7|E0E 2ol 7 [M=IU=X (listed) TE= 7 [M=|X] U= (unlisted)E BHESH= X
HEO|L, AMEEDE {610 O|AE|AE=X|(expected) == Ol &BEK] Z3H=X](unexpected)
£ MRk 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 olokEe| 22
G2t 2(44) LMAIH|A Lalish= ARIS0| Cigt A&ET 7|Z02 CCSIQ| AFEE efsliof Pitt 211 IS,
A3 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 [REGEY kISR MNESES)
MAH(ES517FHXH 7t 2%t 2AL 4l XtEEA(Company Core Data Sheet)oll ZLet=(0f
U= HE 2 oM FEE MAHE 0| sliie =2 AR £ 2= =7101M S{7tAr]
ZOlE| =5 el(Ch oIX| AP =0| S5 2EE @+1%k= 2= M), AR S FV|80E
2t 7| XH=| A=K (listed) EE= 7|KHEX| 2iRt=X] (unlisted)E TESHE EE FHOILE MBS
2[5t0] ol A=| A=K (expected) EE= OIASHK| =X (unexpected)E ETtSH= 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 ZAPE ZHEl= S0t UL XIH0fA AR F21 2| Z9)
B2 AR Z(44) AMAOIAM LASH= ARIS0] CHet A& 7|EO 2 CCSI2| AF8S Ta{sHof ottt
21 QAS, A1 7H, MM b (3).
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46. Compassionate use | SHH Al2
CIOMS VII: DSUR 2006
CHA| 7hset QFSE D SatAQl K| =7t glo] UBE(X| b2 K|=2| ALZ0| HYetk|= Sris
20| L= 7HE SAXof|A| 0517t dEE MEdt= AL
Proposed by CIOMS Working Group VII.

Commentary: 25 o[t AFHOlIA= “SEHE ALZ "2 AIZIOIA ALZS17| I3t AT w7l S T A=
KzEE MSol7| flet Y2 Holtitt, S5 LIE A= S0 gl i OFE 7H0)7| O] EXIE &ttt
CHA|, Slofs = 7IEF R#O| “SEA A" of Choll Al Y= 2FE AlE2 5215 2otof pitt.

—_

47. Completed clinical trial | 2t2El QAAAIH
0|8 7ttt 2T AUMAIH ZntE nM7F EXHdh= S
Proposed by CIOMS Working Group VII.

Commantary: ICH 710|=2}2l E3 (A&A[ed EuMel 71 Sl LIE)2 TR A=l Q=X ArZdk=
A|E 71 HMQ| BIZElo|Ct,
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48.

49,

50.

51.

52.

Ok

Composite endpoint | St L}
CIOMS X: Meta-analysis 2016K¢
Sot WotHS= 7HE HoHA
oz Qolfet. =8 Bt
HIX|2 B0 280l MACE(RR

Proposed by CIOMS Working Group X.

d
[}

ne
mn
<2
e
oor 19

7>
rE

I B
|0 ok

Confidence interval (Cl) | 22|72t

| (B=0 HA=2 xiino|X] &)

HURIPE(RR) S, EHE 20| ==Y HeIE LiEti= 712t LEX Oz 95% Cl
= HoIE|L} 99% = CHE 24 4= UCH 95% CI7H0.26~0.9621 B2, K=ol M2 At
HUES Y010 ASS LIEHHKIZE, FH| Z44(RR = 0.26)2 HIO[E{2F ;! =5 Z2(RR
= 0.96)%F HIO[E{ 7t Alet2 oottt S| LoHH, 95% Cl= O[219t 1172 95%7t
H7|Xo= 22 mf A 227}V (0= RR)S Zetetth= 23S |0[giCt. o] i ZAl=
512H(0.26) ! 2¥eH(0.96) 412|7ZH0|Ct HAOl RR=12F 22 null 20| Z&H=|0f U™
Xto|7t EAXC = FoloHX| giZ= 2[D[RCHC]: C1=0.5~1.8).

Proposed by CIOMS Working Group VI.

Conflict of interest | O[slAkS
CIOMS XI: Patient involvement 2022 REI=y LIS i WESES)
20| 2 71% IO 18, SX, BB ¢

g, SX, TSR 17 i wem 22 Mol ofey JHolo) He,
2 e WS0| SEIY S W(ES NS U Z10 B0 MY,

Proposed by CIOMS Working Group XI.

Confounding | w2t

| (YE0] HA=2 xjiH[0|X| &F)

w2 kS = OfSlA MK AR (e 2|m)of FE2 0|X| 1 Zote| Ed =& ot
HStA|7 = HTF EXHSHH, Of2{oh et OFF B KX|2FQ| ¢IEH0] A S0 U= B

b At
Epielg

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

2

e

l

Confounding by indication | H2Z0]| 2|t
CIOMS X: Meta-analysis 2016JREEYIEEI==piMINESES)

ol ZN0|Lt M} FOfR KR st HSB(ES 37))0R HEH of 2ot Ao
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http://sphweb.bumc.bu.edu/otlt/MPH-Modules/BS/BS704-EP713_Confounding-EM/

. — —
(= =70)2 2Eat 2z EEP f “e**cﬂ%* E*EOI IZ‘I %Ef.

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

>

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

53. Consensus techniques | &°] 7|
CIOMS XI: Patient involvement 2022 {EIES =R W NE=<ES)
7He1o| RIEL Z10]| ©t9| LE= Al 42 JHSSt Sl Ar0)| E26h= O] AFRE|= B

TZMA,

rir

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

{20224 78 159 7]1& Y271 R asR] &2 Alternative source: The Consensus Council, Inc. agree.org.
Consensus-Based Decision-Making Processes. PDF (undated), accessed 5 July 2022.}
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54, Context of use (COU) | AF2HHA
CIOMS DILI 2020
(EMA) M2Z2 Ald0] AtSEl= A Sl 2|oFS T 221 ARSSH0| Chet 2HH5t
BErotH 7tz 43, Oli= 2E MAE BoHLUIHO| et #rE=2 IS ¢t F2
7|Z0lct.

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

(U.S. FDA) 2|9F= 7t =717t AFZE]= HA] 5! o|oFF JiEn 2HAE AR = H0f| Chet
REHSI D Hafor 4,

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

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

55. Contingency Table | £2H
| (E=0] =2 XiHoIx| EZ)
ot Ho| HE= HHEE C|O|E{2| . T 7HEHSE A2 4709] MIo| Qli= 2x2 HX|TH Aot
Fo 7H==01| H[$H2 SiC.
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/

56.

7.

58.

59.

60.

Contract research organisation (CRO) | QA |EIEL |2
CIOMS XI: Patient involvement 2022 REE =g kb= ]t (MINFSES)

#11: Research organisation

Core data sheet (International prescribing information) | SHA X2 A

O|%E MIZ=HA| 7t &’é St ZME, sig A=20| AlHEl= 2E I 71011 ST AR

TOE| 5 ot A20|aS 59| RE 2 oy FEE Tret HY|=[RI=X|(labeled)
OF-IX|(unlabeled)E EtEtSH= HZE EA0|E2 g HIAM0f| ZeHEICE

Proposed by CIOMS Working Group II.

Correlation | AZI2HA|
CIOMS VI: Clinical trial safety information 2005glEEag Rkt [INE )

= JH(ES 21 0A4)0] B4 7t EAlo] M. M| ZEo| Mzl AEac] el

O

A (RHf5t 30| M) MEE] (MBI 912), +1(R1Efst 2ol Msa)IIxIolCt,

- O o [MLye i Lo

Proposed by CIOMS Working Group VI.

Covariance | 224

CIOMS VI: Clinical trial safety information 2005iREE GRS

T HEIE ME HEE|0] Hot= HAZ SAHNORE X0 21 ARtAlS 3 2R {AI Akt
AFEEICE,

Proposed by CIOMS Working Group VI.

2 XiiH|0|X| &)

Covariate | StHZF

CIOMS X: Meta-analysis 201 6jREE === pESeS)

AT B ZUE o|E o U= B, SHE2 ZTANQ| AL CHAY 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/cke Fel:

Covariate | 2tHzk
IOMS VI: Clinical trial safety information 2005RE gy k==
CHE HaQt O 2AVE JEXIE AHEE Ha, YUMo == MH(F3)H~E o|0|SHK| T
PHAIAL utStas crl AT o|Ch
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Proposed by CIOMS Working Group VI.

61. Coverage M8 H2|
CIOMS IX: Risk minimisation 2014

&10: Reach

62. Cox model | 2A 24
| (&=l
1972400]| O] &4 TIokst David Cox 22| 0SS I HEHE!, WAL ASE|= Cizt
ol 2ol of HEf, O|AMEIS Tt 22 UL ATt AFA EMTIEX| 2| AlZHo]| CHEH S 7HX]
HFHO| HE TAKE 4= QUOH, O2{ot MEHATL Zutof| 0|X|= FEof| cist 2 71X
718 E BHSO0{LHLE

Proposed by CIOMS Working Group VI.

AR xjiH[o[X| &%)
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63. Cross-sectional study, prevalence study | CHHE QHE ¢
£ Survey
| (2201 wofte ibo[x| 4
ET AFS| BRCHLY Hap(0f]: =&, A, 2E)2 REES SHok= AT
A2t E Bt AFFHO0f|A THHA T = RRCHLY A =
22 gl ot £ REE 52 ot ol AR &+ UL

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

z)

64. Crude pooling | 2 3
CIOMS X: Meta-analysis 2016 IO S E TR WA E<ES)
0f2] 710ilA L2 HIO|EHE iy HTES| EXME PAISHD T A0

FlEoto] SEfohs Yd

rlo
N
5
ot

Proposed by CIOMS Working Group X.

65. Cumulative meta-analysis | % HEH2A
| (0] wiotee Xiimo[x| HZ)
(BHY = E2 30| mef) X™E =AMiE AFE St FI16H0, 21210 M= ¢t
Z71E moiCh Z2uE Q9f6t= HEREA], =& HIEREAIS| TR0l 2f SHME T
Aol At} oL} 2F O] F=710] HE Bt ROFS LIEHACE
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66.

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

Current practice, &2 Normal clinical practice | Z|# Tzt

| (20 H=e XiiHo|X| &)

E73 X[H0i|M THZ & iLt 0l&k2 EF5h= Tt RLE = X2X EAE 2
Yo gt 2= Tk

- HE0| RTEII LUK OZ M, AlCHOf FIEOT HAOZ KAKIX| g3,

- 270l 7|2Fok TIEE7 |0 w2t ~3E,

- 2 ofst EHofl A Eretiot XAl Ltk /LS.

- HEE SYEE o2 E=0| oz Hel.

- B0 = RIZEAZEHO| HEE.

A M FZ2HS BEE K2 (Standard of care)22 ZHEE|7|E st OHX| 42 & ULt

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.

68.

Data and safety monitoring board (DSMB) | Gi[O]E{ QIFIA DIL|E{2! 2213

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

Data lock point for DSUR | DSURS| XI= 0z} A|H
DSURO| Z&t|= Xtze| 7t Ot A= XIHE S, &), ILh-2f 2=
AN AISCIY(DIBD)S 7[¢te = BiLt,

Proposed by CIOMS Working Group VII.
O|H/CLE M2

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

EZoH 21U P L0 SYEl= Xtz7t ORE Int QP B M 2ERt= 0] AR TS et
=5 FES0 HESH HRDiC,

Proposed by CIOMS Working Group II.
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http://aaz.hr/resources/pages/57/7.%20Cochrane%20glossary.pdf
https://www.encepp.eu/publications/documents/ENCePPinterpretationofnoninterventionalstudies.pdf

69. Data mining | CI[O|E{OIO0|!
CIOMS VIII: Signal detection 201 (RICE OIS SR SEES)
Adopted by: [CTOMS DILI 2020

CHEC| CIO[E=2RE RE% HEE XNS22 F&0k= Ul A8dhs 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.

70. Data monitoring committee (DMC) | Xt TL|E{Z! 2|213]

{&31: Independent data monitoring committee (IDMC) S8 &9l X1& HZLEZ 9J¢l5]}
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71. Dechallenge / Rechallenge | £0{=tt/ RS0
CIOMS Glossary Advisory Board, April 2023]
E0{Ztt(dechallenge): 2HX10]| LSt 2%FE FOIS FTHSI0] O|AAR|(AE) 7t RISEIEX]
O{SE 2HESt= AL O|MARIIZt X|&E R FHETH S S4(negative dechallenge)
OF H7|E|H, QIRRHAZE UE 7Hs5/40] KLt O|MARS| EBL7t ZHASIAHLE AR 22
E0{Z Lt H2 2k (positive dechallenge) 22 E7|=|H, QlatztA|7} IS 7HsA{0| of 3t

E0{(rechallenge): &Xtofl7ll HES CHA| £0{SH= 2. O|MARIZF CHA| LIEILLE H2
Ol= RHEO Bk 24 (positive rechallenge) 2.2 H7|=|H QInHAH IS Z=2SHH| AAFSICY.
O|&ARA|7t CRA| LIEILEX| Sb= B2 [T HHS S (negative rechallenge)2= B2 |=|H,
QIpEATL S S AIAFSICE
HY Eo{SH(partial dechallenge): OIMAR|7 RISE| =X (RS 2HESE| 2lch S
FoE 0= A
HL2 HE0](partial rechanllenge): O[AAR]|7} ChA| LIEHLF=X| GRS 2HEISE | 28
Of2S MEIXOZ CtA| FOjSH= .

Note: E10M0f|lA, CIOMS &% JIE2 “SXjoilA| Y% R2ld0] S 7HsHo| =

o

202t oEHo=

MEHE o DTt FAIICE [W2tM, X| 2 2JAte] e et ol &el= 2ot 2txiel K= 3
Y HFHOZ 0| A= FR0i|2 Bl HRlol|AH| THFHE = AT (Current Challenges in

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

72. Designated medical event (DME) | X} oStX Atz
| (Z20] HeiEe xino[x| 4E)
=0 FOfSICHD 7HRE(H ekEat 2HEEl 0] =0t 1-371 F=r k| rete 22
(alarm)E LSAI7|= O|MAR. O 0|2= AE|BA-FA ZF, SR 7HEN,
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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/

OfLFEIZFAIA, TMERF tid 5! CHd 2l 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€ g Rl =Nt [HINFSES)]
Adopted by: [CTOMS VII: DSUR 2006]

M|
(Company core safety information, CCSI)2t 7127t S5t HE 2 oY FH9
29f0| Zet=|0] QM 0= IB 2= LHOI|IA T XtAMI5| A o

7|TH=|0 =] (listed) == I=X| 242X (unlisted)E B2Esh= 71E0| = EE QR
=A0ILCY,

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

74. Development international birth date (DIBD) | ZLH| X QA EIA|Z]
ol
CIOMS VII: DSUR 2006
HANA 0= LI ME SIHE AadAled
Proposed by CIOMS Working Group VIL.
{1 International birth date(=FA] B 5]71)}
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75. Development pharmacovigilance and risk management plan (DPRMP)
W CHY olekEe| A=A A flold A=
| (B20] HA=2 Xiibo]X| &Z)
Adopted by: [CIOMS VII: DSUR 2006] under the heading ‘Development pharmacovigilance and risk
management plan (DPRMP) or Development risk management plan (DRMP)’
YHA T 2lofF Fellzatel BX|, Bt oA, 211 5! of g} 2 252 £As| 2let
A2l O] Al=l2 Z710i| HA|=|0{0F B1H, =2 oF= = 8HC| JHE 2 A|A Tl 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 ok=, WSS MM = wiilo] Rold-2lsly el S Ry

ol
1o
0
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FEOf Tigh 715 QAL M. AEAH =X 7|2 HiES SX2 ZdelLt,
Modified from: CIOMS Working Group VI.

Commentary: DSUR2 00| SQIE 22Fz2| MZR Ek (O: M=2 M[d, B3F, RTTHol| Chet A[HS
EBIS101 JHE FQ1 2FS0]| Ch RE AAA[HO| oFHd HY Qofo| Aats ST A2 Ol LAAIX
XEd /e i Sy oM HEB(DCSI)2l 2E HE ARlol| Cifet 7% ehs o 4 UL} 0] Holoj HZE
FAY-2d 2= MZ KNS CHR s TEXRI JHES 2{0[6HK] 4o, AR} BE= SARS0] et

[ = Lo =

Gl T2 S B K|t QURIO) Cifet X401 TS olnfsict, 27FKQ! TS 1A, MM ¢ HTBICY,
OfH/CHE H2l:

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

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

N EE= o B0l o F, WECH H|K| = dAo] RAM-Q(sld Al & o FHO||
CHEH E7 1M Q1AM A&AY 22X A7 |2 HiES SX = sttt

Proposed by CIOMS Working Group VI.

Commentary: DSUR2 00| &QIE! 9|oFEo| MZR SX(0: MER MH, HSZ, ZETH| i3t AlHS
TEketo] JHd S0 oFF0)| Chst ZE AMA[R| O ZH Qoo FEtg AlfoiTt MR 0l YAAIER}
RHEE Qs i sl oRd HE(DCSI)e| ZE HE ARgol| Cih 7|% &S g 4 lrt CIOMS VI
AZ JZ0i|A= 0|2 (IND Sl 210M) X EU (A2t QP E11A])2| AFAIE0)| Clistod DSURO| 3
MECH2 7|20 2718 ZSID Z3hA7 = BHE 98e o 4= AUCtD 210 QU0 XAst g2 738
Aottt 2 BOME 71F 0= T F21 CIOMS AR 2E Vii= 0[213 HuAfe] &, Lig 3 Al7|of ciet
MIE AREHS HMIALSE| 2le HEstn QUct.
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77.  Direct healthcare professional communication (DHPC) | S|2FI27}e}e]
A AL S
CIOMS IX: Risk minimisation 2014RREEIEY Kbl SN (MINESES)
SRO7HHR = 2rE=0| oAdF 0t TSI £ XIS FoHLE ARIE 2HY BRIt
UCtE RS LE7| 28 2 MEE QA SHE IHHRI0NA| 2 MESH= QAAE FH.
OIS S0, DHPC= MY HEHE ZHSC2M O|ofZnt 2iEl EH foflde| 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§73 1)
EMA/118465/2012 CF7 1, 20179 10€ 994 R-a1& g2l o] Er} 941 Rules Governing Medicinal
Products in the European Union9] Volume 9A9] Z 315 Y2

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

‘BESTFIAF B YUY ro] 9oFE I FEolo] EY XA HopAY YHE XYY LU = AS
ga)7] Qe £ FEE JZHET} IPAHINA A dLol= YGALE A d/E £9], DHPC= A JHE
2o 24 OFRT FEE £ Yo yo] gl Y/ E L= o] ke RHE ZAA7E e EHE T Y
DHPCE 9| 27279 9]0 tjgh o] opi{r}.”}
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf

78.

79.

80.

81.

Disability-adjusted life year (DALY) | ZHOHEH MZELi4

Clinical research in RLS 2021

A7| NYOZ Q1610 M4l5h= H(years)2t ZOHE Ot MOPh= Ao of, 2zfE 44
7)2to@ Mo|g|7| T $irt,

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

& Gl CIOMS A7 T& HiA19] T 194 8191 7153

Disease outbreak | 2 CH3

Clinical research in RLS 2021

MAEAZIT{WHO)= “LEHQ1 7|CHX|S Zntsh= EE AllQ] 2" O 2 FOIBICH Al
= HEO| 2IQIM|, 2|1 ofoi| gt O] S 7|E eEL| 2 3 R0 [t CHFSICY,

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

& FoJ= CIOMS 47 15 B1A9] HE 304 2}9] 7153}

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

Adopted by:

SAN =2 2EO| of|Z0] Hish SrHNMOE O ER2 YIEE HIE o=z
HANMORZ AHg ZEX0| CHZ OFHA T|O|E{H|0] A0 CHot HAKE
HE,

ol
¥
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 (2=of
ZIEHL| Zfol(0l: AlIChAIRHO] 12, 21,
M, CHHE2 ot Hofot A, 215
S ok

Proposed by CIOMS Working Group XI.
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https://www.healthdata.org/terms-defined
https://www.who.int/teams/environment-climate-change-and-health/emergencies/disease-outbreaks

82.

83.

Dominant risk | £ 2lHAd

CIOMS IV: Benefit-risk 1998

TA| 2ot ZEnio| £ IR 7IRE= [0,

Note: =2 2{8lde HHSI= O| A8E|= CHE E0f= YKt 2l EE= 2fsiM S2(driver) SO| AUCE
ZQ M2 sieh MEe MEFEl lsiA T2m 5l 2fshA 2|0l CHE RQISELT H SR0t 6tLte|
OfAfEtZolCt,

Proposed by CIOMS Working Group IV.

Drug-event pair | 2|2=-F2| g

| (E=201 1A= xiimo|X] A=)

KPR 20 H|O|EJH[O] A L Z|4 17H O &of Afzi| 2nAof|M RAE|= SHLo| ofofZat
SLIQ| O &AR|2] =8t

Proposed by CIOMS Working Group VIII.
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84.

85.

86.
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Ecological bias (also known as Ecological fallacy) | A4EHSH H|Z
CIOMS X: Meta-analysis 2016REIEY =S MINEseS)

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

LIERLHAL BIEBRIE 87| 0] 2l &~ Q= EHRE FE.

L Lo

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

Economic outcomes | ZH|X Zat

SXLE =E0| ZHA ZH0i| 0= Jgs E-ok= 20 X E

Proposed by CIOMS Working Group XIII.

{ZF1: Patient-reported outcome(EBHRF 7] F 7} A7), Surrogate outcomes(H 2] dzp)}

Educational tool | W &=+
CIOMS IX: Risk minimisation 2014 O S LS I=I=R It W INEES!
QlAl Bl X|AlS HMuErst T EX M0 Chst O[sHE 57| {IoH 1ot=! Xt=,

Proposed by CIOMS Working Group IX.




87. Effect modifier | &} HHZOIX}
| (0] Hiej=e T[] 2E)
K= = IRt 20| she EM| 2] £+ZUIM M2 CIE ZUHE LS of
AJECHARIO| E4. = 441t X|2 Z1o]| ASXHR0| IS ofnfsict. 0] Boj= X2
ofsyRiol R0l A AFREICY,

rir

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

88. Effectiveness | &}
CIOMS [X: Risk minimisation 2014JEECE=G k=S i I ES=S)
O™ SV Lol AN MM AR E 42 &8 DETO|M oot THE +HE|=
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 kxR =Pt MINES )
K, HD = STIARRO]| 7|RHE 27 5ol S|AE (= 9lET[£)0| Wit 2ute| Mk,
Proposed by CIOMS Working Group IV.
Commentary: 2EEORE o5t ARM0|| LIQ= HEXQI Mol= M| A0 Ast= fltt 22E TS0
LH7| 9I3t ExH2| S=i1t SAISICH

H

Effectiveness | sajd

Kb PO = S7RARRON 7IXHEl =7 B10f| 2UE(E= 227 (=)0| Wists Zate| M,
Note: =20[2t LetMol UM SHA(“real world " )ollA 24=0| 2|3t watE A0t & HMSH=XIE
|08t HFLIE|O|AC] FEHEICH 20l 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 2tsle| Al
CIOMS IX: Risk minimisation 2014JICESG k= I ES=S)
OISFE AlE 1t AHSI RO|0[3H HES LIZ £ Q= HEA2| oy etet Tutol M,
Proposed by CIOMS Working Group IX.

{&F31: Burden of risk minimization activity(Ya Y812 2] H-§& BT Risk minimisation-burden

balance(Sla4 95-2E #3)
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90. Effectiveness threshold | 23 Azt

CIOMS IX: Risk minimisation 2014RKE =gl M INESES;
St SZE0lRkD Btel7| Slsh ZHsHor Sks ek eielol 24 518 27, Y
RJ7Ike Ploaio] s, SHAIEre] FIot, FOIEI HSB0IM ofB0] KoY, Mg U

MBi7I5Y ZH12 TRfole] FasoR AYEC

Proposed by CIOMS Working Group IX.

91. Efficacy | f2M
CIOMS |V: Benefit-risk 1998
Adopted by: [CIOMS VI: Clinical trial safety information 2005] | (E=01 H%=22 xiiH[0[X| &)
O|&HQI A8 =71 Sl0i|M EF ot Ex7E s E4 BT LY 7HloA| 2=ttt R
RIS O|20|L= O|AE = Q27|50 3.
Proposed by CIOMS Working Group IV.
Note {CIOMS IV}: REA2 OIS S0, LHHOZ AAAIH 2HE|A2L 20| “O|AFQI” = H| O AFQ!
oM EF o2E0| oot ZutE oMLt H THME ZQIXIE LIEHALCY,
Commentary (CIOMS VI): 242 &R 2HZ0f|A2t 20| O|4HQl Ee= 79| O|AFQI RN EF
9|okE0| Yot= TS HOMLL & UOF|=X|E LIEFHTE 2|oKZ0| HESHEAHA Z210/|M O=E X8 Z3IE
QUBBICIH “QEH0| Tt
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92. Efficiency | 82
CIOMS IX: Risk minimisation 2014 I eI laet N keS|
EXot X2l CHH| et 2t

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

93. E-health
| (0] Ht=2 XiiH0|X] %)
AZEE| MH|A, HZZA|, BAHOE 29 3 B9l 2 nK/X|A/HT 52| 2719 2(H)
2OFE X5 | 25t WESAI|Z(ICT)S HIE 22HH0|1 QFMSHA| AF8dt= A.

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

(2 Y= CIOMS 47 15 X1 21149 44 5.3.1, 2 1941 321 7152}
O|H/CLE Hel:
eHealth

linical research in RLS 2021
NAEHZ|F{WHO)= “EAHS 2t HEEMT|Z(ICT)2 A" C= Holstct

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



https://apps.who.int/iris/bitstream/handle/10665/20378/WHA58_28-en.pdf?sequence=1&isAllowed=y

94.

95.

96.

{&X]: WHO. A 27 A7 (27]0] 7], 20239 4 39 §< 7]2)}

"HIAEZES|(WHA) Z2I0t58.280]A= “ZAZTtE| MH|A, HAZA, B719|2 231 9l 22102
US/X|A/AT SO H7io|m () 20HE XY | /6t YESL7I=(ICT)S HIE=2A0[1
OFHISIA| ArE3ts A" 22 YolErt.

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)

2 F 9= CIOMS {5 15 Hi1A9 22 394 g9l 7}53}

Electronic health records (EHRs) | X227 |2

Clinical research in RLS 2021

WHO<= E-Healthoi| Chie A Hif S 2 A= ZAH|A “SQIE AFXI0A £2&0| 1
QPHSIAH| HEE MSsh= At Sale| HARE 71872z HORICt EHROl= €RXoz
Stxte| e FTh 8l K|z, ok, Le27], ofUTT, PAR S 5! Ad™ 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)

&2 FoJL CIOMS 42 1§ B14Jo] HE 2BojA] 3F9] 7153}

Emerging data sources | 4171 A2

HATIE A MY =0 =iut ZHIY 71719] AFE B7h= OfX0)| gl 2 S=-E8H0R
MAEl= MER ZEYE 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
ARE 7= DeotE B4 T iE LMo HX|QM0F | QJAFEH oM Fatt
HAREHO|H &M 2 XI2|&E Z0|Ct.

{1 Traditional data sources(FE3 A-&2)}

Endpoint | "I

CIOMS XI: Patient involvement 20220 kai:t s i PN EES)

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

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

O|H/CLE 2

Endpoint | ZI1HS
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https://www.who.int/observatories/global-observatory-on-health-research-and-development/analyses-and-syntheses/digital-health/background
https://apps.who.int/gb/ebwha/pdf_files/WHA58-REC1/english/A58_2005_REC1-en.pdf#page=125
https://apps.who.int/iris/bitstream/handle/10665/252529/9789241511780-eng.pdf;jsessionid=02E5BCE084F49F4A5204B7BE99F4CCE1?sequence=1
https://www.cancer.gov/publications/dictionaries/cancer-terms/def/endpoint

Ex AERS BiZsl| 2el SAOR BAlsls SH AIS vielst| 2lstol Felsh Hels!
He LEPHOZ HWIFRY, Yot AY|, ARBEl= BIH T, J2(1 (SHEEl= ER) Aldtiet 1
HolM CHS HIIE Safohs YWY 2l 7[EF MIF 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 | "WIHS

| (Y=20] HA=E xiim|o|X| &=)

(“HA" Ha = 2 SHQ EH oz Root RS TAfSh 4 QIOH, HEREMQ| £F
SE1 RHHOD HRE Q2 218 MDY 4 YEES XIH U DT HE,

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.
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97.  Endpoint prioritisation | W74 2MA2| ZH
%)

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

98. Epidemiology | &t
CIOMS Xl: Patient involvement 2022 JRC= K= MIINESES)]
DECHE= EMEIJHRICE TAE FTOM 42 Bt AFH0| 2ASH= A] Bl A|7| 8l
Helof| st SkE,

Proposed by CIOMS Working Group XI.

-

99. Epigenomics | SMHK[E!
CIOMS DILI 2020
HIZLO| BE SMHQTSI BolS Hpsts 312, THRTSH Hate MN| CISAl2|=etAt
(DNA) ME= HESHR| 210 RTRZ 2gete] AL (switch on) =2E-getEl=(switch
off) &419| #2}0|C}, Ofi= Lio[ot 0|2, 25, o2 22 2 Qolof cet
LS Qlol Lel o QIC} SHRTE Hsh= JHolo] A ofedof FEs 01 4 QloH
o

SEL0fAM RHA0fA HEE 4= QUL

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

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



https://www.ncbi.nlm.nih.gov/books/NBK338448/
https://www.cancer.gov/publications/dictionaries/cancer-terms/

100.

101.

102.

Evaluation of drug-induced serious hepatotoxicity (eDISH) plot | 2= RL
3 15 HWoleDISH) E2

I3 TBLEF ALT ZH ARIEEAIS 20/202 HA[SHZ. S TF 4 ASHX|(ULN) Q| BHi4=0|H,
M RN HyO| A UAZLS LIEFACHS, ALT = 3 x ULN, & Z2|281 =2 x
ULN). eDISH 222 J2HZo| & Alth AL2TH0|| X[oHs, Hy2| HE| AaA 2| 7|E1t
HHOZ UXSHe ACHARIE FUHOR Hefs|H| HO{ZLH.

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)

Evidence-based medicine | 2= 9|t

| (0] Hej=2 iT|o|x| &)

Z| Ao Wetd AHE SAE0| 10 HESHH HESHA| AFESH0] 7HE ehXte| X|=0f Cist
ZHE U2l= AL

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

| (=0 HAE2 xiH[o|X| &=)

Adopted by: [CIOMS VII: DSUR 2008] under the heading ‘Expected and Unexpected adverse drug
reaction (&11: Listed and Unlisted)’

OfatEl OF=S0|4EFZ(ADR): O &4 e 37t At EZ o FE(ofl: 0[517+

LMAHE QotE0 B2 L.AEXL KEE EE, 671 MiEQ 22 MEEAM[package

insert/summary of product characteristics])0ll ZLefE! LISt LX[SH= 2F=0|AHES,

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

{CIOMS 47 717 V H Ao F4]F 9] §ol 2 FoE|x] gIIX]7 B 11 419] of 2] FojA] expected?] 7/ 0]

=9JE] oG, HIA] A9l ZF1.}

Of&fSHX| ot ADR: 1 £ EE= SZE7H T MIE2| S17FARH(0l: O[57 UMA[EE

o|okEo| 22 UMARL AR Ei=, 671 MEe| 22 BEEAM[product information/

package insert/summary of product characteristics])2t LX[SHX| o= FZ0[ A4S,

Source: ICH Guideline: E6 Good Clinical Practice

Note: ICH= “Ofl&lEl AZ0|MHE " S HISHX| 843.

EU: “OIMSHR| Rt AS0IMEHE " — O EM E= ZB TS JEC| S{7FARNOH: O[5{7 AMARE

olofEe| A IS RRE T, 171l HiZS S Q001 ARISH b oFRolAS,

{CIOMS VI} Commentary: “0iI=4d" 2| 7HiE2 OF0f| 2 & EAMBIE|RAE = UL THX| b2 = A=

AZ|Z 2|of3tt, o= s ofS0l| Cieh 2T of2|atx] EHOZRE 0fod=AUS = U= A(CHE 20|29

Ol &kEl)2 2|0Jskx| QH=Ct, 2i2tof| kA oAkl (expected) 3 Ol AISHR] 23Hunexpected) 80{= (AT
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https://www.ncbi.nlm.nih.gov/pmc/articles/pmid/25352326/
https://link.springer.com/article/10.1007/s40264-014-0184-5
https://link.springer.com/article/10.1007/s40264-014-0184-5
https://doi.org/10.1136/bmj.312.7023.71

MS

olorE el ZAIMQI H|0|E AEHEE M (package inserts)2| 2<) “E7|E(labelled)” X “ E7|=[X] k2
(unlabelled)” = (LA X2, JHY A OFH HE(DCSI) = S|AH A oFH HH(CCSI)e| 2<)
7|7l (listed)” %7 IKH=IX| @42 (unlisted) " S 2l0[gh 4= QICH 0[2{3H CHE 80l= & S0{E0IIMT FOlEICt
{CIOMS VI[} Commentary: “0I=4 "2 JHiE2 O[Fol| 2 U 2MI=|AS £= A JHX| 42 =

U= ARE O|0[BHC, Of= RIZ2|QFZ0l| Ciel AT of2[StE] EH0M oilAtEl= Z4(CHE ojo|29| olatE)S
O|0[&HR] eh=Ct.

[y

103. Explanatory trial | EMHZ] QIAMAIE
CIOMS Glossary Advisory Board, September 2022
o= SH|E 2HFol|lM EF K=o 222 HIH5H| o] AIE 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 &
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104. Failure modes and effects analysis (FMEA) | DEFSE] 9l HekHEM
[CIOMS IX: Risk minimisation 2014] RSl e e E £
T2MNAS HIISH0] OC]0flA OfEH| nEO| LM 4 UEXIE AHS
AN JekS HWI5I] TEMAO|M 71 HZ0| Hest 222 AESH= KAXQ! 2,
FMEAO|= LIS Arefol| ChHet AE7F ZetEICE
- T2 M| A0 ZUSHE THA|
- DEHEEH(F0| BRE 5 U=XI?)

- DTN IO HlSH=X]?)
- DEES(REOR oISt Zte DOIX?)

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 2005QEsag kit [INEES)
Lot 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

106.

107.

108.

109

110.

False negative | 9124
CIOMS VI: Clinical trial safety information 2005gESgkak:r== (i [MINEES)

USHEOR HHAAOIA AR|Z TS 91 Yl Ar%; | 20 2Pt 240l 39S Tt
SR 28 Zapt QUSIX| 24O FIRIHI(=AO17} 812)0] ALk 715101 BRUE
SEICE, 021 20| LSt SIBS AT 1{0]2| 7|0 ufe CISCY, SN 2ES W |
# 0| 2718 7K1 o670l 2 2018 T 510 OIS Ao o
ADR 480] S0} R/t 0|2 2oIst| 024 LD2 B &7 LIEK 4 2Uct

Proposed by CIOMS Working Group VI.
{&1: Type I and Type Il errors(A1& ¥ H2F 2-7)}

False positive | S/
CIOMS VI: Clinical trial safety information 2005QEES ko RIS E e
|

UHKOR THHPIAIO|A HHO| Sl ARRIS] A 2T 240l RS et S A
it QOI6HE AR H(=A1R] 11017} 21Z)0| A B0l A0z FBEIC 0f21 o
dst BEe AR} Oj2| SEE 4 9k

~
Uw~‘

17 Type I and Type Il errors(AI1 & H A2& 7))

Family caregiver | 715 ZHg9l
CIOMS XI: Patient involvement 20220 REI=URub: =S i [MNESES)
£0: Caregiver (2H8¢21)

Fisher’s exact test | I|A{2| H&tAH
CIOMS VI: Clinical trial safety information 2005QlEE k== MW E e
UL Mlo| X7t &IZ I ARBE|= F10[MlE &2 Chet, O ZitE Pt

Proposed by CIOMS Working Group VI.

2| ElCt.

njo

Fixed effects | ’Hz 1}

| (YE0] HA=S xjiH[o|X| &Z)

7HE AROMS| X222t FHKIE HERZAM0IN SEot= W F SiLt D™= 2E0)|A
W AROMS| =FK| 7t HESH2 2401 ZE=(X| @=Lt 2t A7C| 7|0= YO = Zf
Ao YO QfshAet AFEICE (R2: Random effects)

Proposed by CIOMS Working Group X.
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111.

112.

Forest plot Forest | 22

CIOMS X: Meta-analysis 2016QREEEY kb= MINESES)]

SeE HEHEA Zutet 9H| HlEF2 o] ZakEl 2t Aol JHE ZtE IO = FHitt A,
o EXS Sofl ¢+ 21t 7te] O|REE =elet o UL} 7HE Ao Bt 2 419 A
FHAE R St= MAHHEOZ HAIE|H, TA| 2M0i|lM S| 715X|= H X0l
T2T Ao HAEO 2 HA|E|= A7t B SEME2 2 AN S S3t6t0] 2t 3719
A2 2ZHCI)S LIEHH, g4t JX|= QX2 Yo = 95% CIO|CE.

HIEFEAM S| MEPM M X|2t T Cl= Sfttofl 3 CIO[OF2EE HAIEICE CHO[OFRE SY2

SEE M FYXE LIEUH, 28M 22 CIZ 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| SA|
CIOMS VIII: Signal detection 2010J GRS IR AR ES)
HE7ts MY e BE FE HPUES 7161 A7 1Mtz 2 2E.

Proposed by CIOMS Working Group VIII.

113.

114.
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Genome-wide association study (GWAS) | HERHH| HztEM
CIOMS DILI 2020
Ales FEHf| CHsH 100,000~1,000,0007 O|Ake| HEX|XIE AFESI0] RTIA #HO|2f

e £ 70| HENE B BT,

Am

g 21

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

Genomics | RHAIS

AZ{OIL}CHE R7IM[0]| U= HISAZ[EHADNA) (ZE SR Ieh)o| FH| MIEO]| Chst
AT AR 2| A2l 2= MIZE0l= FEAIQ] et SRIZ0] S0 AU, REMOl=
AtEho| el HEsh= o et 2= FE7E S0 U KM 7= HFRS0] St
FER7L CHE |TRIQL = 2N MoAE0h= WA & P, MEEen 22 £
EH0| Pykl= WAIS Ofdlidh= Ol =20| & 4= ACH, BES TIT, K= 3 ofYdh=
MZ2 WO dAHOZ O|0f= 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/

115.

Good Clinical Research Practice (GCP) | QAAIH 2t2|7|=
Clinical research in RLS 2021

QUZt AT MR} {5t UMHTO| A, 3, 7|1F 9l E10f| tish 2lE 22(H
et 28 BES S8t "Rt

H

Source: WHO. Handbook for good clinical research practice (GCP): guidance for implementation.
Geneva, Switzerland: World Health Organization; 2015. (WHO Institutional Repository for

Information-Sharing)
2 o) CIOMS %7 78 B1419) 44 3.2004 89l 7153}

116.

17.

118.

Harm | gdf
CIOMS IX: Risk minimisation 2014 IO e IR I EeES)
O

A o
AT, S E= XS ARIE 7122

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

Hazard | 98
CIOMS IX: Risk minimisation 2014RNEE =GRl =paii PNESES)
S5 AMgollA SIS 7A 4 QU MY EE FofE R0l 9zl 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 xiio|x| %)
EX MEolM SHE T|E 4= U= M 23 2.

Proposed by CIOMS Working Group IV.

Health literacy | ZZHH Oslf's=
CIOMS XI: Patient involvement 2022QNEE= gkt S i WIS E )
AZH | M2k, O|E Ofshsta, Wotstn, MEsh= 7Hele| 5.

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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https://apps.who.int/iris/handle/10665/43392
https://apps.who.int/iris/handle/10665/43392
https://doi.org/10.1186/1471-2458-12-80

119. Health-related quality of life (HRQoL) | Z4Z2t2 Ao| &
CIOMS XIII: Real-world data 2024
HRQoL2 ZEat X|=27t 2Kt 4f0] 0|X|= Faks £Hot=7HEo R, THele] ddut £
Af2|A Hgtof| SH= YA gE: f =

X 2o =2
A2iH 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/
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120. Health technology | E2Zie|27|&
| (o] Hej=e xiiHo[x| )
AL 371, AEo| of|e ZIth = X[=, 1ifg = 27| XS 3t 1. o47[0ll= 2| =0
AEE|= O F, Bidl, 7|7|, BXt I =& MAZF ZEHEILY,

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

121. Health technology assessment | 2Z12|27|= T7}
| (0] iof=e xiiTo[x| 24%)
Adopted by: [CIOMS XII: Benefit-risk balance 2025|
S oY, TIT = X[=510, 7122 STIGHH, 1 X|2E StALt Q2 AH|A HSS
FH[SE7 | fIoH FHLE SXHO| MTHA THKIE TESE | et LA T2M|A, SXHol= ZA
A

7171, O, WA, EA, 23 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)}

122. Healthcare professional (HCP) (also: Health professional) | 2|E2TZ7}
CIOMS IX: Risk minimisation 2014RREEIEY Kbl SpNp: (MINESES)
Adopted by: [MedDRA Labeling Grouping 2024]
AIOA Q2 MHIAE MZe  UTE STS 211, XHAHS ZHE AL 070l QA L2
et X0l 22| Ak(physician assistant), ZEEAL, X[THIA}, QFAL B ZARALZF ZLBHEICE
O tlE|= OfAttS 2 E sty | sl AR 3 oIX| 780l B2 HAE oMo Z XHAHS
HE ARO[ F:7H2 IS,

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

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



https://doi.org/10.7326/0003-4819-118-8-199304150-00009
https://www.ncbi.nlm.nih.gov/books/NBK126186/
https://toolbox.eupati.eu/resources/health-technology-assessment-key-definitions/
https://www.inahta.org/
http://htaglossary.net/HomePage

123.

124,

125.

Safety. 2007, 30: 825-830 and ICH Harmonised Tripartite Guideline post-approval safety data
management: Definitions and standards for expedited reporting E2D (Nov 2003).

Healthcare system | HZ12|& A|AE

CIOMS XI: Patient involvement 2022 REE =y kb= ] (MINFSES)
R[2fH R|oi, w3 Mg el £ 18 Nej2 EREl= IRRE| 222 B7, 812 Ee
FAGIEE HAE RESHE 11X, 0| 80z 23| EF Z719| QILIEEO MH|AT7F O{EA|
HIBE/=XIS LIEHE H| AFSEICE

Proposed by CIOMS Working Group XI.

Heterogeneity | O|&M
CIOMS X: Meta-analysis 201 6QNEEt= gLl =pai PN ESES)
x

¢ QIS 17 2T} 74| Kjo], 0N USHEO QA O[T, WHE
o

ikl
o

Ja}
0%

Il

— o
SR OfRA| Ml JHT] AOR RS 4 QICHATEH 252], YA o[
ARl AR EQI B, HAK 7|F, Bx (
CHER S4) 2 ZoHel: BokHao] Mol SR 712 Hzo| M)
110|2 olnlgict. WHER o[zl T A0 SESIHE HPLIZ)et o
S} 21|, 2, 8 W AHTAF AlIfo] 9| U 12, EE 24 W0 10|

M

- T]0
rio
Ral

~ 0.
[

dm
0x
R
rr
Ral
AL
il
Rai
o
of¥
L :>I-'=
I
oo O
u 0

2 T

oo

0%
4 =
o

i
ua

ot
ne

X T - — T od [
AL OG0t YHEH 0|2YQ| 79 401 Chst 2H2 AMS EeloHX| ¢ion mEtof
7|3t BHH, SAIX o242 THE AF0M +XHO2 M2 LRSHX| gi= Huprt Lis
= A0H, HE HSYUOR ofldlk|= ALCH HE5H0| ACk= 7HES LIEHHTE SAH
0|22 YHAIY Zhel LTl UetX 5l WYEH Xi0|, LRHX|X| oh2 YHAHO| (RleH
CC- HHHZ
41— odi——1) o

) S EEE S000) Q8 LA 4 QUct,
[CIOMS X Enrfe| EEH 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.

Hy’s law | Hy2| 8%

CIOMS DILI 2020

SR THMEY HEHE A21eH HH0|H AIYER 10~50% HeI2k= Hyman
Zimmerman SfALS| 2HEZDI0| 27{et 804, 0] E0{= OtATIZFEIL OFO| L0 |2 A
(AST) = af of BA(ALT) 2X|7} &4 ABHI(ULN)(EL, A5E 290l
HIO|AZIRI ~X])2| SHHE ZE2t5tal 5 L2 |RHI0| F4 2Fetk|e] 261E X 1i5HH {23t
7| HEEH| glo] oM == Q1o ZRM|IY 7 &40| Ehlioh 2EXI0lAH| HEEIC}. 0f2{gt

—_ -

=
H‘
ra
°
B
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2HEZnt= 0J= FDA7t e-DISH 258 7H&5h= 7[20] =|UCt,

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

Identified risk | T+HEl $loiA
CIOMS IX: Risk minimisation 2014 I E e TR NSt
Adopted by: [CTOMS SCAR 2025 (G412 mieist)

2y ofefEate| ko] CHet XEst 277t QU

=2 =
Ci3zt 2ot

L

rir

HIZZISHA| 52 Atzio| &, O oflAl=

—
m
)
<
©»
>
2
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2
z
:|
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7
(9}
m
2
m
P
>
-

- H|2ld S0 M HESH| LB e HOJE 2 2olsh o4k,
- B AE YYAY = ool 2EE Ol dES 2 M, £ Di7H0f| CHaH

(e]

= (=]
CHZ= 0t H|weh Xt0[9] 37|71 QINFEAIE A= E2.

X

- 0] 2| & EMotE X B N25E] AJME|=, OLFREIA|A BhS = HERY| g
S ATRAE A M=t 8l SSS1H EfEdo] ofsl 2o SRHE= oldHs
o

Ao TR 2 912 £, 222 FO = H|=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).
YA 915 Note: Annex 9] GVP g2olol= t-&3 Z:& &7o] F71E0] Qltk.: AFEH 2K SmPC) A4
4.80] Z8HE o] S-S FFH YL 2 E ZIFET O, AFEEYYA AFEo] Y7l opA] T S
A& A Wi A F 02 J|g A G2 AY #E ie-L g =] gher. (o]efe s Yurd o
A Loy o2 ZEE))

O|H/CLE 2

Identified risk | FHE lsiA

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

2hel o|oFZnto| Aletdof| Cist ZESt 27t Ql= 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 2loHA

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

CiE2t &Lt

- HIQIA AN HESHA| ISE|D QA HO|EZ 2ol O|AEES,

- A7 AMAIY = ot A BHEEE O|AES O 2N £ Of7HH0f CHoH CHE(RI2f
= SMET) S H|WSH K02 37|17t QITFRAE AMfStE BL.

- 0f2] 19| & SAotE XA HN2HE A==, OFLFEEIAA 8tS EE= MEHR U8 &

S
QURBATE AIZFY M| Sl S EfEEo]| sl 2o Sitdsls o4,

T T e



http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM174090.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf

127.

128.

129.

130.

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

Al
©

rk>

Idiosyncratic DILI (IDILI) | 0|42 oFoIM 7k
CIOMS DILI 2020

of=0] & AR0IM X2 HIE2 EHMsh= oF=0] Chet 2F B3 (hepatic reaction) 22,
e 2FS0ll CHe Ar2fel of2dst 3l ofsst T2MAo|| M OfA5HA| ot A, LMo Z 50-
100mg/day2l <iX| 20| RSt 7 82fak= F2t5iH, eEE AlZt 3 M2 HIZ0| M2t
LMSIL(ME 271, LS |7HK|] Z=217t = QoM &= 3, O ESAlE = HE=
CrfoiCt.

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 Intrinsic DILI (Y914 2FQl4 7FEA)

Implementatlon =L

|(°'EO1 HOEO jiH|0|X| &)

RE AIM 7} BHO| 571X X & SHLHE 04[Reach] g HEfficacy], M=[Adoption],
A&l [Implementation], TrII[Malntenanc e]). O HloflA A3 T2TM0| o=t CHE
MYl S QO[S AY SA T AE), 7l ~F0| A3l RX|Qf T2 HF0| A
ZX|7t QAL

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.

Implementation fidelity | &34 SMT

CIOMS IX: Risk minimisation 2014JRCI=S RaE=t= i INESES)]
S £ 2 20| o|E 3t o2 ARl HE

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

Important identified risk and Important potential risk | Z2%t FHEI
QoA A = ZHHA Q|sHA

CIOMS IX: Risk minimisation 2014QRCI=Y Kb =P (INESES)

Adopted by: [CIOMS SCAR 2025]

Mzl 7eld-2lotd Z2oelof etz DXL SSE20| S 0IE = U= 7=
Plotd = EHIA 2lod. Q% loidS stz A= THelo] EH?J &, flotgel
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https://www.journal-of-hepatology.eu/article/S0168-8278(19)30129-1/fulltext
https://doi.org/10.1186/1748-5908-2-40
https://doi.org/10.1186/1748-5908-2-40

Qlof| w2} HEREIC, Yoz XiF FE
7t5d0| s 2E 2oiE2 Q0

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

(A ¥l E22 ICH E2F guideline, Development safety update report (20104 8¢ 17%)oJA] B3t
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 | £2%t #EEl 2loid, S FHHH 2fold = FQTH X HE
HiZ2l 2lotd-Fold 8ol k2 DXL SFEU0| ks 01E = U= flohd.

Source: Guideline on Risk Management Systems for Medicinal Products for Human Use
(EMEA/CHMP/96268/2005).
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131. Important missing information | £2% 85 HH

&1 Missing information (£& H&)
CIOMS IX: Risk minimisation 2014 RNy Rub:tat =1 dINESES);

132. Incidence | HME
CIOMS IX: Risk minimisation 2014}k
Qs TN LE7(|2H SO LS Zfof Lt M| 4~ HEHA 2|ofojlA, EXb= ARl
(2 2hRtel £|x AR|Pte AL E LIERH D 22 Aol t=5= St !0l Aot 5
2I-A|(Total Person-time)& 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}K] & A: Prevalence (&)

Y=20f HAZ2 xiiT0[X| Ex)
g
—

133. Independent data monitoring committee (IDMC), or Data and safety monitoring
board (DSMB), or Monitoring committee, or Data monitoring committee (DMC) | S&l %10l
Ai= BLIEE 2l 2=]
LA ZIH g O HIO|E A 2 fad WIMH~E FI Moo= HWrstn
OIZ|XIOfIA AlHe| X|&, HE = BT RS #1517 2181 2
AR 0| 2LIEZ =],
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https://database.ich.org/sites/default/files/E2F_Guideline.pdf

134.

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

Commentary: Xt ZLIEIZ 2I2]/0[A2]= 042 0|02 XIAE|H £ Agof| mat ezt Mo| CHE 4
AL, Mol dat LkdS 2lo CIOMS AF JE2 Xz oY RUER 212|(DSMB)2t= 015 M=oiTt.
DSMBE= “F2 H7H=x(critical study endporint). "# OtL|2} M 9l 54 HI0|EE ZLE-stT ZEZ
x2l0| QUC. DSMBOI| LSt XEAet LEE2 CIOMS &2 18 E1M VI, E3| 25 5 3! 17 MM bo| AXEE
Hoity,

{ICH E6(R3) 7Fo]E2]919] “gol7F oFh - E Q). (878 F-8-2 57 #A8):

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

O|H/CLE H2:

Data Monitoring Committee (DMC) | Xt& 2L|E{ 2|&%]
A22LE>I2|RI3|(DMC, Data Monitoring Committee)2| M2|: ‘eixte| oFdMmt QM2
SLERISHD, AAA[H| Efgt 3 2tAEE BESHH, RAM-2fBH HIIE A5k | 2I610,
NEEe RNEE= AMAE H0[HE dESH= 7IRISE & JEt

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 4% 15 A X 119 +250] glo, 21+ ig Z2.}

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

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

LA Tl Mg O O[] U 2 Rad WIS FI|X o= WIS O|Z(Xiof|A|
AR X|&, HE = BH RS Hsh| sl 22X X[ 4= Q= SEEQI H|0[E
SLER 22E).

Source: ICH Guideline E6: Good Clinical Practice.

Commentary: X2 ZLIEIY 242]/0[AtE]= 0f2] 0|22 XIAE|H S Aglof w2t et 24200

LIS == QUC} Mot UptMS 2l CIOMS 4% 152 X123 oA ELIER! 2/#3|(DSMB)at=
BO{E MBIt DSMBE “F8 HoHH=x(critical study endporint). " # OfL|2} QFHY 3l R M HIO[EE
DLIHZsI T ZEY #2|0| QI DSMBOI| CHEt XIAIS LIS =2 2M2 5 5 31 27 MM boj| oIS
LHES Fmstct

rir

Independent ethics committee (IEC), &2 Institutional review board | &0l
22| Iz

CIOMS VII: DSUR 2006

O|=ZQl/afetxtet HIQ| 2RI/ H|2fetXt L2 ME ST T[T |2 XIF, 27t =
AT XHAC| HEL|JS| = fIR2]). AatA[o] EHoSh= Aliiaixtel #2| 3 eRdd
ool B E BRI, FOIECIE AAAEA RN, AlX}, AlE 8] AJRChAX S21E
S5l 2Mefsh= O ARBEl= 2t Xzl Heltds AESIH 00 Chsl S2IstAHL
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https://doi.org/10.7326/M19-1491

PRI o|AS MA[Ee=A T2t H20i| Cish 32 24IS MAShe IS ottt S8
22| Pls|of 2ot HA X9, 74, 715, 28 X A /U2 =7I0iC CHE 4= AX|2H =&
22| 22|71 ICH LMAIERE|7[E E6(R1)0l 7|=%! HIeF 20| GCPO| 2t 2FE =
ULE sf{of BT

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

{ICH 7}o]=2}919] mp]ut Fg2 °. o] 7lo|Eafelof4] FF5t g2 2 FHEETE CIOMS VIIE 71|kl
o]E.2 & A5 2.

UAFAIol| 23t EU Directive 2001/20/EC: “22| 21#2]" - 9|2 ME7IetHIQ2QI02 LM =] J[2eg,
UAAIHOl| EofSh= MRt M, oF 8! XI5 Eod [0 QI AstA[E AlEM, HpRtel Mg 8l
A9 MEYo| 2t HEE MBSt AP 52|18 2= O| A8El= W 3 M0 Thgt olds EEYCZM
J2{tt B0] s & 2l miESe [elo| it

O|H/CLE H2:
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Independent ethics committee (IEC) (&1 Institutional review board) | SEI&ol
22| 2l2le

| (Z=0{ He=e xiiHolx| &)

9| ZQI/afSXIet H|o|ZQ/H| oAt MO R FEl S7 7272 XY, =7} s =7
KHo| AERIRD| E= 2I22]). LAl Ro{St= AlRICHAIXRIS| HE| 3 oM, ohdo| B S
HESID, PAECHE AAAEAZA, AR AL S ARARL S9|E S5tn EM2Ish= O
AFBE|E Wit Xt20| oS ZIESIO] 0[0f| CHoH SQUSHAHLE LT HQI o|AS HAIRCZA
Jefot H0]| Tl & =S MAlShe Fgs ottt =2 F2| I 2|0 2ot HE X9, 74,
715, 28 U A QU2 I70ICHCHE 4= K| 2 2| /12|70 X|Eol| 7| &%l Hiet 20|
GCPo|| 2t 2B £~ U= SHOF 2iCt,

Source: ICH Guideline E6: Good Clinical Practice.

EU: “22| 12" - 9& ME7I H|Q 2R PMEl =] 7|2, AMAIH| Fofs= T@Xtel Ha|,
O, EX|E H5l1 tHE0|H HEE MESshs MI0| ACE LA AZlA, H7xte] Mot ol A[M9|

e, =

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

= o

Ho0]| ol S5 2His MiSE o] At

135. Indicator | X|E
CIOMS IX: Risk minimisation 2014 REI e EraRu T N ESES)

S Z7io| X, S Zrfo| T o] I7 s LT WIS KMo 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 5l OJANALR| H 1
MedDRA Labeling Grouping 2024
HOXTHEE AEO| 2l A = ARAE 7|5 | RI6H MSTh M| FEE 0[St
H MOl T CHaIAE = T4 CHAIRE 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

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




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 of2f EME 20[BHCk: 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= =4 Good Pharmacovigilance Practiceg o]&ol7] et A& oA ¥ E A o]t} EU
Good Pharmacovigilance Practice (GVP)OJA] ICSRO 3t & 9j& t}-23}F 2l
TN FEOJIVRS W o] YA H i1, F9of: o] H(FE) ¥Hg B
S Ao DY folAIA] B off 0] 419] 9J] o] EleS B Iop7] ok F4] F S ojn[elt.
European Medicines Agency. Guideline on good pharmacovigilance practices (GVP) = Annex [
CH 5, 20244 78 269).}

Individual participant data | 7H'2 A|&ICHAMKL C|O]Ef
| (YE0] HA=2 xjiH[0|X| &F)

Chel AIECIAIRIS ARE 4 QIES IESIEl o) i 2f .
7HE AICHAIXL HIOIE 2| &2 MIA|E|22 JHolnt RS 22 FHsI0] HMet gl
R9f+ZF H|0|E2b= CHEZO|C

njo
i
ne
rot
inl
(=)
m
Hd
rin
Y
=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
| (Zeof etz

2 AR 2|oF G/ WAl A JHE H|ZE B! T B SHLt O|AS EESh= BIAL
Proposed by CIOMS Working Group XI.

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

2 xim|oJx] &x)

Informational tool | HH =3

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

Floid 2ret =Xo| St HAE FHO| Tl 2| 7|20|HLt EE5H| 2l MEE=
NS

Proposed by CIOMS Working Group IX.

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

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

AT0l| Zo{E 7tsM0| U= OFF = HAFH0| 2019 S20f| SA| A7 2t E20
[olofskA| &ofst= 2. SH(Informed assent)2 S| T2MAZ ZHRE|0{0F SHH, 2
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https://admin.ich.org/sites/default/files/inline-files/E2B%28R3%29_IG_Complete_Package_v1_09.zip
https://admin.ich.org/sites/default/files/inline-files/E2B%28R3%29_IG_Complete_Package_v1_09.zip
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
http://www.encepp.eu/standards_and_guidances/methodologicalGuide.shtml

al
rir

ESXIEEE A2 tiAXIE2|(informed consent)E SEFoHOF SiCt, S4t thd)
0| Qe Z4TH2 9|0SHR|= ALt OFs L= HAHA| H7tof BHoto] YaiFe
£ £ U= Ot = Ao = T MHOZ SHE = 20| 7H2

LS Q= IFE2 OF529| Lo| #0k OfL |2 JHRIXQl Mt 40| ZH | FAME/

M 53, Of5 F= HAHO| J1E Metr 12fsljof SICH A[STHAIXE 52

Solg | 520] gl HolofA| BT 4 ct

0= o » 1T F
Mp KD
2y lo g
- mo i 1A
Q i

il
0z
H>
H1

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

141. Informed consent, &1 Informed assent | AJEILHAYR} S9
| (LE0f He =2 iimo|X| &)
A AlCHAR} = Rt 22 B T2|210] ¢7e| RE EHo| Cist 4HS S2
T ARl T T O|ALS 2 oh= IFHOR 0= MEet YAOZ 7|ZE(0{0f oHt,
AR S2li= M2 SQ1E 2|2FF0 tiet oy 2ret Z=X|= AFZE|0, 2HXI7t X|=2
A S A0 UA=K] Helotn, M, ZH| = Ar8dh= Q=277+ 2XjolA| 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)

O|F/CLE H2:

Informed consent | AJECHAIX} S2]

| (B=01 HA=E XiHOIX| )

ASCHARIS] Eo A0t 2 AMA-S] DE ZH0|| Ciet HHE S2 2, A[FaAL EF
LA ESHICH= QAE AEHO= 2oh= IHY, AP S2l= MHO=Z & ME 3
=7 U= AR S2| 2FAIZ 0|31 ZMHEICY,

Source: ICH Guideline E6: Good Clinical Practice

EU: “AIZCHAXE 59" — AMA[R0] EOSE7| 23t ZHOZ, Ymt 3 ML SH MHOE 7|SE|0{0}
StH, O 42, 324, 2|0] 3! 2feAol Chet HEIH HAOZ MEFE1D SIS MEe 4= Us LARE E=
B £ gls 22 HE th2IQ10f| 2o MHS| 2A1et Bl T XIS SHEICH HARDE MHo= o 4~
= 22, TU HEO| 7EE ek 20| 02Xl A0 okl B H 0[Afe] F210| U= MEHOIM 15 FASE
g Ch

Commentary: 27| MA(RE 4, 228 HZE)0fl BAIE HieF 20|, QJAk= 712 E0|H MHOE A[HHAXIC]
N2 SO/ LooF 2T MHOZ FO|E Y2 4 fl= 22 "HIMTH S2|= JAHOZ ZAMStE|1
US=|0jof BHt.” Ots Y F53 EOXI0|AH HE8E|= HEoi| gt SCl= St a7t Hesich &

EU Clinical Trial Directive (Article 2J, 2001/20/EC), 47| MH(FE 4), the International Ethical
Guidelines for Biomedical Research Involving Human Subjects, CIOMS, Geneva, 2002
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https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf

142.

143.

144,

Institutional review board (IRB), 22 Independent ethics committee

(IEC) | ?:IMEH‘:'M%I%EI

o|=Ql, attxt 8! HILPQ =2 7 S8 7|2z, FALCH: AatAlelA el S HA-
HEA Mt AHChMRIL S5 1 2Mstoh= O AFR*PE A U XH=0]| gt HE

52 A XEHRI BLER-IS S-Stz M A[HThAXtel 22|

HESh= S it

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

Commentary: IEC2} IRBE 222 F2|012 AFZEICH £3] 8lid 8017t 780 I:"/\IEI(H °'71'-f 5
F£30| = 22 (0f: 0= IRB) =71+ X[FHof| et [EC (= EC) CHl IRB2k= 8015 Atge = RlCh
|:I:o|' RE| 22t AMAHLAIRIRIZ] Afojofl 24ZH] XtO|7} AUS 2= ACH XbAeH I-H = CIOMS &2 28 VI

oFd Sl ohdol B2

-

O|H/CLE H2:

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

(IEC) | ALAIEMALRIRIZ]

| (B=01 Hiof=e ximo|X| 4x)

o|§o| J‘I_B'}'Il- al |:||J_|-6+7q§ __I.LA-IE| EEI 7|:l_}o§ 91\@:}5 olMA|0474|§IA-| I o Ig)\@
ZAZIMQL AIBCHARIS| S2IE A0 2Metst= O] A= Bt 5 Xt20|| Cist 4E, &¢I

o II—.’E*‘&' DLEZE SHAOCEM A[RCHAXC| HE|, o 8l oHFo| Ho B HASH= dgts

it

Source: ICH Guideline E6: Good Clinical Practice.

Commentary: [IEC(EC)2t IRB= LEIEOZ S22 A EILE, T, §3| sieh 80171 701 HA|=|0f

QUALHHA F42{0| Q= 22 (0ll: 01=2] IRB) =7iLt X|Hof| 2} |[EC (5= EC) CHA IRB2H= 80E

ALEY 4= QIO B %EITI%RIQP QUMAIH AR AS] AtO]of] 27| XIO|7t QUE 2= RUCH KtM[SF LHEE O]

CIOMS E1A9| 2%t %t

{EC: #2] 23]}

Integrated summary of safety (ISS) | E¢ 2tHM Q9

MedDRA Labeling Grouping 2024

S Qof2 0|21 242 AR 14| 2t X|HoflA Alok 1 A HIE Al Zets=
FMOICE 2 EMe QUEe UatAd ZatE IMZ=RE H2 2E 242 H|0[Eof Ciet
MMe Ee 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 | =2&| Ztoj 5|7}
12 IZi=0| 53 olofEel Almt

S ST M. oiE gt Ol = 670 £ 229
HEE I8l MZ=H|Q| HIO|HE &3t

oF . e
A oY YEE 275t 2E #AE=0
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https://www.fda.gov/media/75783/download

ST DR S =80Tt

Proposed by CIOMS Working Group II.
{31 Development international birth date (DIBD) (FFU 2] ]z YR eIA2] 5=01)}

145. Internatlonal prescrlbmg information | 25 s{7tAlg
E*I'_: Core data sheet (etel Tt=EA)
Proposed by CIOMS Working Group II.
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146. Interoperability | S 284
Clinical research in RLS 2021
JHQlnt TEe| 7122 X Mstolth= = HE 71X| 1 OSHHAIKIS7/|2| T|O|E{of] FZst,
WeHSHH, MO Z ATl = U E | LIOJM = RX| 2Hof| Crfeh FH AL EX]

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

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

{2 9= CIOMS {5 15 H 149 B2 2BojA] g9l 7}53))
{Note: 47] Al gH]o]x] 2] Joh= 2023 48 3YAZ BIFHYS. F vidE §Ag A& A8l

lo

147. Interventional clinical trial, == Non-interventional clinical trial |
S AT
CIOMS VII: DSUR 2006
g 2 Zatof| 0jX|= FeFs BII6| 26l AtSS Sl 04Q] 212 2 SH(o:
i K|z, oFF, =& EXl, &3 X7 5)0i TEH 2 HiFsh= 2= AT

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

{20214 59 79572 URL #7317 &5

148. Intrinsic DILI | LHOI ool ZhAk
CIOMS DILI 2020
LHHOZ g2kt 20| QoM S0l .LeEE CHEES| AFZI0A EHleH (S 7ts). Ol=
B2 AZH= Azt~ ) 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)

{ZF11: [diosyncratic DILI (E0]9FS-% 9ol 7HEAD)}
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https://www.himss.org/resources/interoperability-healthcare
https://www.journal-of-hepatology.eu/article/S0168-8278(19)30129-1/fulltext

149.

150.

Investigational product, 5201 investigational medicinal product | 24FAIHE
olotz

| (YE0] HA=2 xjib0|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 H2):

Investigational drug | AAIHE o|2%E
IOMS VII: DSUR 2006

oz, dEoIAH, Wil S ol tieo| = MES s 2.

Proposed by CIOMS Working Group VII.

Commentary: 2 80{= Y& 74| 2 (0ll: EU)0IIA QAMAIZ0| AFBElE 2E XIEH(RIYf, 24 thxy
T= M8 HIE)2 XESHE “UAAHE |2kE (Investigational Medicinal Product) " 0[2H= 8012t
51| QIoH MEHE|UCY,

Investigational product | QA ofotE

| (Z=01 o= xiHo[x| &%)

AMAHO|M A[RE[AL CHESEE AFBE= SdE2E F= AU MY, AR Z2 HES
SI7tAF 2t CHE WA Z AL EE= MIZ (MM = IANSIALE, SQIE(X| g2 HESCE
ALESHAHLE S0l 80| Tt 7t HEE QXt 5tz 27t ESEIC)

Source: ICH Guideline E6: Good Clinical Practice

EU: "N 9AUE" - LMAIRM A[HEHL IESEE AMBE= B E= Y9 Moz
Al B HIES S{7FARITE CHE HAIO2 AL = MIZE(HIMSE E= ZH)SILL Si7H=|X| g2
HMSBOZE ALEo7LL, 7HEl 8&0]| Chet 7t HHE Hnxt st= 227 ZZEICE

Commentary: & CIOMS 21| SXA JH F0I oFE0| 2R “UAA[RE 9|2 F(investigational
product) "0l2t= 80t= A& (SQI=IX| 42) 2|FES 2|0[it.

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

ASAHE ofAfF0f Thigt et A Bl XI=E SET EMZAM, oiE O AF0lM At ThY

et HHAE X2 E Telelrt,
A2 JR7F 8 wjopor QYR AFEF(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 21&El ** ICH guideline E6(R3) 7H&(2H)**2| **Appendix A, Y &tA[Xt Xt=E (Investigator's
Brochure)*E =g 4.

8l 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:

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

TVHINIDO :SNOILINI43A ANV SINHIL


https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-1/reg_2014_536/reg_2014_536_en.pdf
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf

https://database.ich.org/sites/default/files/ICH_E6%28R3%29 DraftGuideline_2023_0519.pdf

K-L

151. Kaplan-Meier | 7}=2t-010]0]
| (B=20] HH=e xiimo|X| &xX)
HZE R H0|H 24| ASH-HLE JiEtt & SASIC| 0|52 UM HEEAUCH
ADR Ci|O[E{2} 2T
Proposed by CIOMS Working Group VI.
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152. Labelled or Unlabelled, &x: Expected and Unexpected adverse drug reaction |
B8 = B |E|X] 952
| (B=20] =2 xjib0|X| &)
Adopted by: [CIOMS VII: DSUR 2006]
S=017tE MZ2| 42, SA MZHEXM|| 7|==X| 942 2 “H7|=|X| %¢2(unlabelled)”,
7|&%E 22 “HI|E(labelled)” Z30[2t BiLCY.
Modified from: CIOMS Working Group V.

{CIOMS 4% 15 V B34 42 9] ol 2 X=X gglor) #7]E(labelled) E& E7]HA]
Y2(unlabelled) BF-9] 7§ 0] =95 QS H A AHQ] FF1l )

153. Labelling | 51717 |XHAFZE
| (Z=20] Hej=e xiin|o|X| &)
Adopted by:
[MedDRA Labeling Grouping 2024]
A Brepof w2k Holvt CHE, EUOlAME 2 28 = 2fF ZX0)| HSE MEE USHH,
0= SolME SI7HE HIE HE LHES Brt HRISH| Zahet -~ UCHEL: 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€ 269):
YA 8IS )
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf

154.

155.

156.

St AIBEI Qutsol 71 lof Z%)
T B UAAES UUHOR T Z7d

1o
FoF
[
M
om
Ral
OF
N
o
rot
|'>I
0dt
ikl
40
1
o
=
[0l
e
-

O =2 [=] [

- 7hseh F 8 2 Sjof| E=

- Z|aoto| MY Sl Hle| 71ES SESI0 STE X8 |of HEsH 2eiXel ol FHEHS
HiXH S
Loog-

- A2k Yoz Rolgt OF 2HAI0|E BIX[H 4= US UE A2

- RIS K Z5h= ARS0| 2ENOZ AIBY o= QU= XIS BE0I0] g1 Z2Ho=
A= XS

= oo

fu

- HOJE] =2 8l 8 AV |= SdXel dTIzE IE.

Proposed by CIOMS Working Group XI.

Legacy product | 7[5{7} 2|2=

CIOMS XII: Benefit-risk balance 2025

715171 2| FZO0[2t eIxK| A Q10] AlHE[7] 00| S2IE o|ofFS HLITH.
Proposed by CIOMS Working Group XIl.

{o] gl CIOMS 47 15 2 A AlZ(Foreword)®] % ivol 55 0] Yt}

Listed/Unlisted, &: Expected and Unexpected adverse drug reaction |

7|RHEl/7 |]HE|X] 242

CIOMS VII: DSUR 2006

UHALE = FHLUCHA 2|FZ0l| CHEE S|AL i) XtE A L JHETH o/ A4F 2| DAL SHia
oA M= (Development Company Core Safety Information)0fl Z&=(X] k2 2E
OAEHE2 “ 7|XHE[X| @42(unlisted)” 20|, ZEetEl B “7[™El(listed)” ZI0I2F SHCL,
Modified from: CIOMS Working Group VI.

Commentary: “7 |l (listed)” % “7[KH=|X] 242 (unlisted) " 0l2H= 01= “E7|E(labelled)” & “E7|=IX|
252(unlabelled)” 8012t 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 LB O Al 9|okZ0l| CHSIO] 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, 1999014 HEE|= CHE, “7|xHEllisted)” 3 “7IKH=(X] 242(unlisted) " 2| AFS2 i SHAl
Obd e (DCSI)E A0 AFSEICE

O|H/CLE Hel:

Listed or Unlisted (also, see Expected and Unexpected adverse drug reaction) !
7|RHEl/7 |]HE] K] 242
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| (E=0f H=2 xiiHo|x| FZ)

A H|F 0l it SIAL 2l XEEEA L 2|AF A obdd HE(Company Core Safety
Information)ofl Z&H=[X| 42 2E HES2 “7[M=[X| 242 (unlisted)” H0|H, ZelE 22 “7|xHE
(listed)” Zt0[2t Bt

Modified from: CIOMS Working Group V.

{CIOMS A-F 15 V HilAl: FA1 0] §ol 2 ZFE|A] ghetoLt, 74 E listed) E= Z]AHA]

2 (unlisted) ¥F8-2] 71 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 AFSH| 2[8H ICH 710|=2t2]
E2C (Periodic Safety Update Reports for Marketed Drugs)ofl 2|=X = RHEHE|ICE, Ol= S41HQl
“S1717 [RHAKe (labelling) ”, & RIEE422K(Summary of Product Characteristics, SPC) L= HEEA
(Package Insert) 3! LHFHOZ AT O|OFZ0f| CHSI] 1AV |2 S2lS BH2 TO[E] A|EQt 2HEASHAIRE
ALE3BHOF BT Guideline for Preparing Core Clinical-Safety Information on Drugs, Second Edition,
CIOMS Working Group l1I/V, CIOMS, Geneva, 19990l M #E=|= CH=, “7|iEl(listed)” X “7|[H=|X|
or2(unlisted)”2l AR 7§ BHAl OFF R (DCSI)2 EHAHE|0f ALREICH,
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157. Low- and middle-income countries (LMIC) | &5}¢| &5 =7}
| (L20] HA= xiimo|X| &)
191 ZRIBAS(GNI)O| BE AR, DI2tl =7+ 0] YA ZRIHZHL 7|71 (OECD)
Of JHL LI 7H MAI2EC| GNI CIOIEIS AF8SH0] 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)

158. Low-intervention clinical trial | X{ZSxH A
CIOMS Glossary Advisory Board, September 2022
CH2S 25 S50t LA ES Qofeict:
) 12 Mot AMAIHE 2|oFE0| 5{7I=[0] /US.
) QIAA[S{AEL Mo w2t
) YAAIES olor0| 27t K71 Sl ALZEILL
NS oloFEe| AHRO| oFEA U R0 Chof HEE Doty 2712 S5
=]

a
b

.

(
(

0

I~

o oo
0.

palLl|
ne o
0t >

n

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

[ |
[elker L -HCl=2 o oo
P2l Y E= RHE XIRA| B3,

r

G
Pt

J

o |H
o

bt
B>
ror
it
Rl

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

159.

160.

161.

162.

Maintenance | §X|

| (YE0] HA=2 xiimo|X| &=)

RE-AIM B2t 2&Io| 57 28 & SHLK(E0{[Reach], 21HEfficacy], X{ER[Adoption], &/
[Implementation], #XI[Maintenance]).

7Hel =F0lM = &7 1A SH2| S LIEHACKORK| 2 X = £|4 671). 2t Z0i|A
FXl(maintenance)= Z= 49| X|&(EH7|H) = H=2HE7|[H)E 2|0[StCHGoodman
and Steckler, 1987)*. 0|42 SAIXQI A7 T2HME I X|I0| Ho|E mf x| 2+Z0]
D=#S X|&5t=(22|0 B 2 R4 T XA 285=) FEE 2lofetct.
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 Xl: Patient involvement 2022 RC= K== i IINESES)]
H|Qf Bl/EE= uiAO| b MKt it EE= HIEE 36k HOIl(0lf: MIFBIAL.

[ -

Proposed by CIOMS Working Group XI.

Marketing authorisation | 2237}

CIOMS Glossary Advisory Board, April 2023}

E3 X[H0i|lM EF O|fE2 HOSIHL REY 4= UTE AP =0] 2048t 517k
YENO=Z M|Z2| oY, RaM 9 EX0]| Cieh 2R WIt 20f O|F0{ZICY,

Proposed by the CIOMS Glossary Advisory Board.

Marketing authorisation applicant (MAA) | E235{7} XX}

CIOMS XI: Patient involvement 2022QE g ka:ra S MINEES)

S5 37} £ X|0flM QIO T HAIS Tiols| Sia FHIZES] £012 RS SlA
= 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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https://www.ema.europa.eu/en/about-us/about-website/glossary/name_az/M

163. Marketing authorisation holder (MAH) | E55{7F2X}
| (Yeo] HA=2 xjimo]X| &)
Adopted by: [CIOMS XIlI: Real-world data 2024]
EX 27t = XHoi|A QJokE = BhAS T & TS FHP=2O2LE ST
SJALEEE 7|EF R

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) 2= -&-0l7} A& 02 ELE 1
Qoo ofdfo] FAIE OB} B FJoJF 2412402 eIt )

O|H/CHE Ho:
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Marketing authorisation holder (MAH) | Z=35{7}AX}

MedDRA Labeling Grouping 2024

YA opi=ol YT L= HR0M QOfF AIEHIIE ERTt 2lAF = 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.

164. MedDRA (Medical Dictionary for Regulatory Activities) !
MedDRA(ZH|2|220])
CIOMS VII: DSUR 2006
A7 2 S TRICHA M2 AF0lA AT H CIO[E{2f U=, M TIt Bl MIA|o] &85t
Yoz ASE oot 804
Y, TIE e, BY, K= MEF, dAE B BN A= 28, LN MA| 2 22k
XX[ o|H, e A=l 9l 71&E= S CHECH MedDRAE ICSR(HE 2=0|4HE 3
O&AI| E11)0| TAIA TE0l| Eaot #F F SHI0|CE MedDRA ARZ0Y| gt HIAF2
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&3),
Standardized MedDRA query (SMQ)EZ o] Z&)}

165. MedDRA hierarchy | MedDRA A|IZ
=A|2|2F20{(Medical Dictionary for Regulatory Activities, MedDRA)= 2|24Z2 Q1|
AEE I8 712 Q70f 25t =H|Z=2t2| | (International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use, ICH)2| =2 5t0i] 7=l
= M| o[&F E0{0ICt. MedDRAS| Al &= 7HeE IR HHAOIMRE] 7H kol
THA(0l| O|=7 |7EX| TH BHA| 2 F-&|0f QUCt
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166.

167.

- 2[319] 80f (LLT)
- THE 20f (PT)

- 442/ 0f (HLT)

- 42/ 80f (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 159 BuAols G4 A58 gujo]xjo] E'5H v} Zo], MedDRA A5 73X 597
2}2po] ot § ol E3hElol gk

MedDRA Labeling Grouping (MLG) | MedDRA 21'#3 &4

MedDRA Labeling Grouping 2024

MLG(MedDRA 2I#ia JE%)= YANMOZ 79| 5ot 7HES HHStH= MedDRA
HEE0{S(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) H2s], MedDRA 2F¥g 154 B 1149] 8 9FHE(“Background and problem statement” W) A1 B:
“&17 MedDRAOII= XIZ QFEA 21(Product Safety Label, PSL)M AISE 4 Q=S 53t ofshy JhEs HMidste
IRV 0[S 80 IELS MSSIA| =Lt (...) M2t SYeHHES 7Isst= 0jAlHtg 80152 E8d 2ot
[T}, O[2{%t QT E EF517| el L 7|2HS0| KA IFLE HLSIUOLE, SFE 7IZ(convention)0| FXHSH0] 7|2t
FEZ LA 2 XH0|7t LSHA| =IRUCH MER Hele] 15T, 5 MedDRA 212! IFL(MLGs)ol tifet =& efel
ey

S 7Ho7| 2t CIOMS H=7t Al 2F0[ d=|R{Ct
(2) MedDRA 2PH 5 R iAo o]t HelH = 717 o gefol .. Custom
grouping"(8H4] A3t B2} Zro] YR 7 HoA] A F 2.2 Hfdkef AE L §of 1F) ¥ "MedDRA
Labelling Entity (B2 ‘MedDRA P83 ZFFHMLG)' °|zh= ¥ o] A8 7] o]do] AF&EH Y FF)

(3) &11: Standardized MedDRA queries (SMQ) (& Z4Ho] Z2))

Y £ o

rio

Medication guide | =2k QHHA

| (Y20 HA=2 xiil|o|X| &=)

Of2 Aehopnt ohH| MiSEl= Q2 =, EF Atetof thet 0= FDA SI7PHEE ZotohH
SR STHSH O[AIIEIE Iiots 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 2

Medication guide (Med guide or MG)
IOMS IX: Risk minimisation 2014RKE=ylER: ==l WINEES)
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https://www.meddra.org/how-to-use/basics/hierarchy
https://doi.org/10.1007/s43441-022-00393-1
https://www.fda.gov/drugs/drug-safety-and-availability/medication-guides

0|=0M £ Meefe| WR A ${7t7(mAlte] AR =M HiESH= SHXt Cet RIS, £ of=
S AIZ| QRS HEot A1t AE ARHS CHRO, SXE7E SCHSH O|&AIRIE /st
QIEHR7I7L off M BE= W Al 2HXtofA| SHIE AFBHEE =™ 1 ==0| £i= FDA
S7PHEE Zofoitt

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

168. Medicinal product | 2|24=
CIOMS XIII: Real-world data 2024

Of[St, PSSl i YA RI8S 5o BES X2, oy i FEHHALE QK| 4]
7158 8%, D, Ee FHOH= Ol AES Y2 ANS Zaohs Y wE E3 2

—
]
x
=
(7]
>
2
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o
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=
o
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o
(9}
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m
P
>
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Modified from: European Medicines Agency (EMA). Glossary of Regulatory Terms. Available at:
https://lwww.ema.europa.eu/en/glossary/medicinal-product, accessed 10 May 2024.

{CIOMS XIII HI1AJoAjE B4ES AFgato] “9JoFF(Medicinal products)2 & 2... JEF 21
Aleslr ot}

OfFH/CHE H2l:
Medicinal product | 2|2%=
IOMS XII: Benefit-risk balance 2025
SiE H0MOfM “2IokE 2 A o oFFEt HIXY QofF, J2|1 HHils Tolst Mo HHE
Ielsle 202 2ot
Proposed by CIOMS Working Group XIL.
{o] gz CIOMS &7 1 B314] A2 (Foreword)9] 2} iio] +55°] rt.}
Medicinal product | 2|2=
| (YE0] L xiiHo|X| HZ)
Adopted by:
ORHE Zoloh= M2 = M2 T8
- 217to| AHE X|=SPALL oY, =
- 212, B = ChAL 22 S8 Ml TISS 3=, B E FFSIILE oIS TS 9l
QIZIofA| AR = 01,
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 20l A= medicine, medical product, drugO|2td 25 4= QLOH, A4S 3HY H|x| 4! iAlo|
IokE o L

169. Medicine life-cycle | 2|2F= FZFE7|
CIOMS XI: Patient involvement 2022 gRuls: =P NES )
AT olekE0| XF LUAH(Discovery)El ABRE JHUE 2|FF0| SEXtof|A| T 0|4
MNB=X| b= AIENX|Q| 7|2t
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http://www.fda.gov/Drugs/DrugSafety/ucm085729.htm
https://www.ema.europa.eu/en/glossary/medicinal-product
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-1/dir_2001_83_consol_2012/dir_2001_83_cons_2012_en.pdf

Proposed by CIOMS Working Group XI.

170. Medicine or vaccine use within label, $2/01: On-label use; £t2|of &1 Off-label
use | |oFF EEi= UHMO| STFALE LY AL
| (2=0] A= xiin0|X| HZE)
Z=017F 220]| [HE 2|2F2| ALE.
Proposed by CIOMS Working Group XI.
2 §ol 2] Wl Aol Eg=lo] gl 3

171. Medicines developer | 2|2 FH4rA}
| (Ye0] He=e Xjimo|x| =)
O|okZ0| &{7t=|0f SXE0H| MBS =7 | 2o Bt 2HE HHSt= o 2R H1E
SIS et 4~ Q= 2|A7 |’

Proposed by CIOMS Working Group XI.

172. Meta-analysis | HIEH2A
| (L0 HARS xiiH[o|X]| &)
ABHEOl HTERZ S| o) T 7H 0|A| HT0lN S M 2710 SAE X3t
ClIO[E17F o421 7HE H7R0llM THYEICh= FE HESHA| 1efoh= 24-o|ct
Proposed by CIOMS Working Group X.

O|H/CHE He:

Meta-analysis | HIEH2A]

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

SLe] BHE A7| 2f6l & 7H Olete| AP ZRE HIO[EIE Qofdk= T2 M|IA, 015 Edst| fIst
CHISH S74| 71%0] ARH, 2t 7|2 ZaM LHE 7HES 7|92 Sitt

Proposed by CIOMS Working Group VI

173. Metabolomics | CHAR[S
CIOMS DILI 2020

ML ZZE|0f| M CHAFLEZ0[2t Fok= SHOf Chet S CHARMER LAI7L SAE, A4E,
SPtEE = AAR9| XS FoliY Iff HSO0IKl= 22 2ALZ, Y, AH 8l J|E
AHoll A £ = QAT 40, of= Sl ofetEZnt 22 2 3 2F Q12 LA LHofIA
CHARLZO] RESOIX| 1 AFEE|= A0l Sek3 OIE 4= QU CHARKR2 ot 22 2ES
ZIEtn X|=dh= Mz22 s 2= ol =320] E 4= ATt
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Source: United States National Cancer Institute (NCI). NCI Dictionary of cancer terms. (Webpage
accessed March 2020)

174. Meta-regression | H|E} |7
| (Y=0] A= xjin|o|X| H=)
HAXN AEOM H7 S-(0: 22 20, Hlo|A2IRl I, S A7)zt 47 Aukzt
A0l A 2HEEl 21t0| 37() AlO[2] BHAIE EMUSE| 2{5l TIER2A0I| AFEEl= 7.

Source: Glossary of Terms in the Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)
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175. M-health (mobile health) | 2HF HAH|0f
CIOMS XI: Patient involvement 2022
RS}, 2ixF ZUER 717], JHR18 Joi THE7| 3L 7 |EH R 7|7] SQ 2HId 71717t
Xtz o2 3l ZEH A, (MAEH7|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)

2 FOl= CIOMS 47 7& XI H 1A A4 5.3.19 Z}7 joA] & = Y& £ Ol eHealtho] et
FHlA F2Y JERAE &0 Z 200949 =3 H WHO Global Observatory for eHealth (GOe)oJlA]
AEE A1

176. Minimal risk | Z|A$to| 2|8
| (Y=0] A= xiiTo|X| HZE)
G0N CIANE]= 6 SE= ETHO| 7HsA) B FRHE] STHA0] QAHYSIO|L 2sbxiol
A, ME|N A EE HIAE £ A| QHIHO 2 Mot= 79| Hi,

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

177. Missing data | 2 Ci|0]E{
CIOMS XIII: Real-world data 2024
ZZ H|O|E{Z 0|8Y 4~ SIXITH THek 0|8 JTHSTUCIH 2A0 2|0)7t AUAS 24 LTICH

[ |

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

3
@
S
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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

178.

179.

180.

Missing information | £Z H&
CIOMS IX: Risk minimisation 2014REEI=GREEI=CI WINESES)
E3 Xt Tl Mef oM = OokE AFS 1t 2 MO R ZRY 4 QU

He,

=5}
=

rr
4T

ERH 2= FHHOj| oiet ICH FHel7t ACk= Holl Keleitt. Ol £ oIy 0l = AITE QAES ME3l=

SECHoll CHBlo] SCHSt Q14| Xt0|E HO{Z=CH (11: 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 | Ci% 5. 20249 7€ 269):
AL 951
{EU GVP Annex I 1 4, 20174 108):
2GS T HE YR TP opd BE YBE'E %’%75}7] el EU &ol& ¥Fe A2 EUoIA 88
2 QL 0]2] o7} 9l AL W5/} Hajg £ Qi L Huls] 517 746;% A9 Article 12 of
Regulatzon (EC) No 726/2004°] w2} &2, O%ﬁﬁ EE RAY0] AL FH0] Y5HA = 4
B} A2}

O|H/CLE Hel:

Missing information | 515 H&

IOMS VII: DSUR 2006
Flotd 2elAlE ®ME AE =HRIX| 952 2ofF2| oy YEZ, AT = ofofF0| oy
oI5l SHAIZE ASS MASHE QofF iEd L.
Source: Guideline on Risk Management Systems for Medicinal Products for Human Use
(EMEA/CHMP/96268/2005).

4

Modelforend -stage liver disease (MELD) | Z7| 2t gt 2'H(MELD)

United NetworkforOrgan Sharing0ilAf 0[A1& 7te| 20| ALESt= %] M, 7t
7t

O|AE 7|Cl2l= S0 &Pt ZHEHBS O 2 AtUE QS okt 24aN0| 1 HE 7Hsst
O|= Cl|O[E{(2N| &3t HIZ, EH £ Wa2|RYl £X|, @ I2|OtE|Ll fX([E= EM)E
7|5t =2 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) (9] Xf2 2L EF o 3])}
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf
https://jamaevidence.mhmedical.com/glossary.aspx

181. Multidisciplinary safety management team (SMT) |
Clstn| et giz| &
O|=|X} Lo HX|E o=,
A[ZHO| X|Eoi| 2t ZEfXICY,
Source: From the report of CIOMS Working Group VI.

A7l oiFY H2E FA ZE, Bl 2Aeln) 7uel

rir
rlo

182. Multi-item gamma Poisson shrinkage (MGPS) |
cr@s 2o Zoks A
I | (B=0{ HA=22 xiibo|X| &x)
f eSE=l E1I0|E1H1|0|*01|)k1 AR [FE EIX|0f ARBEl= ZEA H|0|X|eH 2112|E.
Proposed by CIOMS Working Group VIII.
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183. Multiplicity | CESM2H|
CIOMS VI: Clinical trial safety information 2005JK€ ekl ==t MPNE 23]
CH G|O[E] MEE CHE H|u Bt =M Hilidt= %ﬁl ZH|. Feld d™E olz{ot XS
AnfLE BL0| SBHLfof 1f2} SBFS =L},

o=

Proposed by CIOMS Working Group VI.

184. Natural history study | XIHA} S
CIOMS Xl: Patient involvement 2022 fRCEE G Ruls: oI NES =)
EX Zot f£= EEO| QAL O 4 20| =2 ARl TEHE AlZte] S0 w2t
XS AT XA HTls Bt EE= EEO0| oA 2lsHH oS A| X|=Z5H0F SH=XIE
Olshist7| et HA™EE $EICH

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

185. Negative predictive value (NPV) | A 0|=Z
CIOMS DILI 2020
=4 IS 2 AR B AXE A = FS0| gl 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. 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

2 May 2018. (Webpage)

186. Non-interventional study | HIZSZ{ H7
| (L20] A= xiiT0|X| HZE)
CH20l| siEdh= 2 IS H70|CH
i. CIO|EJHIO]A EE= 7|EF 4|9| OfX} L|O[EOf| M AE B
ii. O|0] it RE EXM AR 7|=29 HE E=,

iii. Chg Z=210| 25 £&E= 3%
- 2|9F=0| E=517F Z20]| 2t SHHQI A0 2 ME.
- §A1e| X| ==t HIEE MA AR M| m2h AR 28 E Z10] ofL|2t 2| M TgHS
M=, $KE A0 ZetA 7|2 = 20t oF=2] M2 FHs| Eo1el.
- SEXHOf|A| F=7PHQ1 ETh B HUER XS XESIX| 95, HoMH HiHE AFRSH0]
TE H0[HE 248
QIEIR, H2X|, QN AN| M I 2R} FH2 ST YuTlzo| 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 U4 5, 20244 7€ 269)2 H]EA A9} 5412 YA
7] zolofl Tt S 93] EU Questions & Answers Document on the Clinical Trials Regulation (EU)
536/2014 (Question 1.7)& &=} Yot}

] —/

O|H/CLE Fel:

Non-interventional clinical trial, 22 Interventional clinical trial | H|ZSX}= UAAE
IOMS VII: DSUR 2006
O|9FZ0| FF517t Z2oj| et LMol Aoz Klk|= A7 S8 K= =0i| CHet 2xt
B2 etAldAIZI Mo 2t ARHof 2F == 230] OfL|2F 2|4 TISHES =, oj2{st 2|ofF
HEE2 2iRo| A £ A h= 25| HIHOICE HXf0IA| 271591 TIT = HLEZ HAE
HESIX| hoH, +EE HO[Ee| BMS ffo Hix HhHo| ALZEIC)
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 (S4EOR o= H2| H|0|E{H|0|AS| 7|& H|O|E{0f| CHot & A3
EZ HIZTHE ARCE Aottt

AT

)=

| (Y20] =2 Xjimo]
X|= HIEO| 2H0f| 2fs 2FE[X| Qb= 7. THAUF ASAR 8! 2RI = 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

188. Normal clinical practice, &1: Current practice | QIAFHOI QIAFXIZ
| (Yeo] HA=2 xjimo]X| &)
EHOILE HOHE K=, oY E= TITSEY | 2l S =7t
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)

X% i elo SasioR

189. Null hypothesis | F$7Hd
| (Z20f ¢iefze XiHo[x| %)
YUMo = T 7o) K07t S22 MGk SAIA T7H. O|MELE LS| A< 0
ATHRIREIH 1S 2lofe 2= QT

Proposed by CIOMS Working Group VI.
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190. Number needed to harm (NNH) | 2[sH £l 2| X|A 2K}
CIOMS DILI 2020
E3 7|7F St K| 2Ek= AR & 1HO| R Azig 12 ZEs| sk X|=E BHofof k=
Af2tel 4=, NNH= |22t CHER AtO[Q] HCH@[|: Xto[2] H=~O0|L}, O|E S04, 12
K2 7|2t St 7F 2 AtzAe] LE0| CHEZOIIA 1%¢Q! of HIsH X|2=0l|A 5%2! 32, 1
Xfoli= 4%0OICt. w2t B EO = oF ARO[ Rl AFZiS Bt | flsiAl= 25F0] 117t
X2 E gtotof StCH (25T & 1H=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) | 25l &1 |gt X|A8tx}4

| (Z=0] Hei=2 xiHOIX| H%)

EH 7|2H 32 KZth= A2 F 150| |3l AIS 12| 2P| 2[6H X|=E HH0lok Sh= Al
== ARE2 NNT &E.

Proposed by CIOMS Working Group VI.

191. Number needed to treat (NNT) | 2} H7| 9|8t | ALK}
| (Z20f Hef=e XiHo[x| %)
E3 7|7t St X|2Eh= At & 1HO| X2 S oA AtA(l: MI¥)Q| offat 22 sh=
SIEH/ARE 27| o XI=E HOt0F Sh= AFRQ| 4~ NNT= X|2=ut CHER 7t SHE
Si|EH S Xj0[2| G==0|Ct. O|E S04, 192 X|= 7|7F St AFYE0| A-Z0iIM 1%0[10
CHEZO|A 2%21 B 3 Xt0|= 1%0|C. kM 1He| AlS of stz 1000 14
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32014R0536

S0t X|ZE 2Hotof BHH1/100 = 1%).
Proposed by CIOMS Working Group VI.
*MI = myocardial infarction(§234) }

192.

193.

194.

Odds ratio | ZH]|

| (B=0f w2 xiimo|X| &Z)

Adopted by:

oF 2FO| ARA(O]: AHY) =ES 7|E 2EC| 2EC| Hw. 2% &= 0] ALEE|= 80{0]L,
olgt 2Mof| R8¢ X E40| QUL oS S04, 10HL| Al2tg A5 2HO| ARdg
Aot A2 =AER 2/10 = 0.20|1 @X= 2:80[CHAIAZ ZRiot 2 CH AtAS ZESHX|
42 8). M2t == 0.250(C}, 0| REE @E7Jt &0[st L2 JF(0ll: 0.125)0t H|wsHH
RZH|= 2(0.25/0.125)0IC}. E2H| Wdldt= A712] 22 OR(2ZH|)2 Atied=o
el m

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

Odds ratio | 2XH|

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

SfLte] “RX"E L AQR Lz HIE. Of7|M AQ| “RX "= @X= o At 2HEat “1-¢t
AfS| &7 9| HIEO|CH YEHOZ FE HO|HERE AYE= HAI2 22 || Glossary case
study(Z01% Atel| A)0l| 7|&&|0f AT

Proposed by CIOMS Working Group X.

Off-label use | S17tAlEt 2| AF2

CIOMS XI: Patient involvement 20220 kal:t S i PSR ES)

O|oFF K= HHAIO| {7t AKSt O[2[2] AL

Proposed by CIOMS Working Group XI.

Note: SRI=[X| 42 MEF = SQUEK| b2 HE OF, 8 L= F0{ Z=0] S [AE ALE.
A

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

One-sided vs Two-sided testing | £t L 2= X
CIOMS VI: Clinical trial safety information 2005QEEag Rk == [IE )

CHEIR(US 2E)2 B WHORE BlS S{/ASOH A2 LI (0]: CHER Chy
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371 SEHE2 o= L2 E 40| 7HSIILL M2 CHE HIF 212] ?led T Bl wofAXE
P LEAHHO| M ECt MM LI82 e FoIE &1

[ .

195. Ongoing clinical trial | ZISH ZQ1 QA A|H
CIOMS VII: DSUR 2006
HF HEof A= 20| 2AZE|UE 7H0f, SZO| AIREIAXT 018 THSTH A1F YA
BE ML EXSHR] G S
Proposed by CIOMS Working Group VII.
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196. On-treatment exposure | X|& 5 =
CIOMS XIII: Real-world data 2024
XEE cE2 KE AR MR X2 B& AIRTIK| 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 71& &&), Time-varying exposure(AZF7HH &)}

197. Open [data] | 27 [C0[E]]
Clinical research in RLS 2021
AL O SHMO2E XREA WD, A8, 8 % 3R = USS 2olg (BNt
HLES RRISI2= 2210] 27 F).
Source: http://opendefinition.org/. Webpage accessed 3 April 2023.
2 9= CIOMS A7 15 B4 814 5.2.1904 9 7F5-3F &1 21 19}

198. Outbreak | CHS'H

(&3 Disease outbreak (A4 t-%3)}

199. Outcome | 1}
| (Y=o] He=2 xiimo|X| &=x)
L7HE4(endpoint)2| 52|01, F1: Composite endpoint (S8 H7HA=)
Proposed by CIOMS Working Group X.
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200.

201.

SlsiAl ole} KIS S8 AR SlefAl R2] 4Z50] CiSt HebEol HE S XA, oS S
Sxje] 20| 0[AfRIS Y| #IE YWES SEEE F0|= Z0[2lH, HZo| 230l KL of
=x{3} p2ig Zo|ct,

oK

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

{EMA< GVP Module XVI (717§ 20249 78 269)9A] £ §o1F 2751 ¥E. d& £0] A4 Z P& HolE
Aoy Aol £X0] dE B Q7] iR g}

Over-the-counter (OTC) drug / medicine | 2te|2t=(0OTC)

| (ZE20f A= xiimo|X| &)

QsoI0] K GIO| 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 §12.)
OfH/LIE Ho:

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

e 2 AN “HI X" 2|2FE (non-prescription medicinal products) 2 SAFOZ
KHro| ok 0l A MeHEl YHte|okE (over-the-counter products)S /0[BT, B, HIELDI,
ALETA| U MEXN A M HE S2 1 HRlollM FAiCt.,

Proposed by CIOMS Working Group XII.

& gole CIOMS 47 Iz A A1.6EY AJAE0] glon], AR Agke 21 ig g2kt )

202.

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

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

Adopted by: [MedDRA Labeling Grouping 2024

AEXIE Qe HETH Zetel offZnt 8| Mi3El= |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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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-risk-minimisation-measures-rev-3_en.pdf
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

O|H/CHE o

Package leaflet | (ZHXI2)HE2A

| (Yo] HA=S xiimo]X] &X)

EU2| X8 MEEM(Patient product information). AFSXIE 912t HEI} Itz o|okE 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. Parametric | 24 M
CIOMS VI: Clinical trial safety information 2005§REES kat: ==l NE=ES);
HO|H 22X fAS F85t= S 2A412| ot HEl. o|E S0 t-HH2 Ho[He M 2XE
7151, 4= Z470(2t Btk
Proposed by CIOMS Working Group VI.
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204. Partial dechallenge / Partial rechallenge | 512 S0{Zth/ £& M F0]
{&31: Dechallenge / Rechallenge (Eoj&H /A= o))}

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

7HE SR et 4~ Q= oA AZ0|MBLS S Q| ZAH|A MSAHH LR F70M =
AHXH7F FEHOZ XA H11 A|AHI| L2)= ZIA| B,

Proposed by CIOMS Working Group VIII.

— A0 Passive vaccine safety surveillance (TERMS AND DEFINITIONS — VACCINES)

206. Patient | Zkx}
CIOMS XI: Patient involvement 2022QJE=g Rt sp i WS ES
oIl Aol o Bl X2 E [P QEES BH=X| O{£F 2tA|G10| £ HUAENE SHIStALL

SHAUE AL,

b
L

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

208.

209.

210.

O|H/CHE o

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

G| HHO|LE AZGENE TEX| 22 AALE, BHH0l| BiE Eets UL I Zeto] &

U= AIZS LIt 0|52 dlie Eeks oYL X| =5t | 2ot X|=25 & 2
Fob= ZAIC. B2t ofofFat 2AE feldat eSS AT Foh= 7

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] eIz CIOMS 47 2& R 1A Al (Foreword)®] 21 iiio] 55 0] Y]}

Patient-centred outcome | EtXI=SA! Za}

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

SHEH EIEHO| QK|S 2HAS ZIKIH(0: ME, 7|5, B4, 114 2t afel &), L |AFZEHE|
IES F= 21t

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

Patient community | Xt 7 SL|E]|

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

JHE 2IX} HS ESAL S O52 tHHESHE TXIS 2HQ S| Zatsh= HSLIE|. 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 xiim0]X| &)

SR}, SERF HFLIE| 3L 7|Ef O[SHFAIK} 22| SSH0| 1 HAIKO|X| 4 AR
oA, 2ixte| nGot Y, THK| 8l MEHE QIHSIH MEHZ A SARZFH0I| 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 | TI27} £tx}
CIOMS XI: Patient involvement 20220 RIS Rat: =S il NESS)

A2 xii
HZAENE Ofsifstn 22RO 2N THRIS| 712 Of & 2t2[eh & U= XA HRo| U=
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https://www.nationalhealthcouncil.org/wp-content/uploads/2019/12/NHC_Patient_Engagement_Rubric.pdf
https://doi.org/10.1016/j.jval.2020.01.019
https://doi.org/10.1016/j.jval.2020.01.019

211.

212,

213.

214,

215.

SN HYYEHS S A
Qom SUst Y2t

Proposed by CIOMS Working Group XI

@
12
e,
o
gt

><

Patlent focused drug development (PFDD) | EtX} S o|okE 7tk

| (=01 otz im0 |F| %)

%IfQI Y, 2y, 27 9 RU22|E IS, 0|F T7|of| ZE 2|FF2| 7HY 3 HItof|
O|0[UH SESt7| et AR FH LAl

-

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

Patient group | EFXHCHA]
CIOMS XI: Patient involvement 2022 JRCEES ISR i IS F =)
£0: Patient organisation (BERFEEA))

Patient information leaflet (PIL) | EtX}2 HEEA
| (2=0f Hloj=2e Xiio[x| H%)
Sk Package leaflet (BIRHE)HEEAM)

Patient labelling | EtX}2 HEEA
CIOMS XI: Patient involvement 20220RE Y kbt =Pl MANESEY)
&0 Package leaflet (SAFE)HEEA)

Patient ombudsman | X} S25.x0k

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

SHRjOP! HIBEHs SIRMHIA i 7[E} KIZAHIAO] TSt 2iRjel Satfe
CHSE AQl0| Q= FIFOI AR 7|2,

mjo

B4, 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/

216.

217.

218.

219.

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

| (Z=20] o= xiino|X] &Z)

S5 2, of E HekP0| s $RHE 1 75T HSRH2| 0ofn 7S Ciusts
7|2 2XEHlE A, W, Ho SlolE SR @7 Holshy| 9ot 230 o 4~
AT

Proposed by CIOMS Working Group XI.

Patient Package Insert (PPI) | 2tX
CIOMS XI: Patient involvement 2022 I(%‘%OW_* 22 Xiil IOIXIQE)
&1 Package leaflet (BAIE)HEEAM

~

Patient preference | EXt M
CIOMS XI: Patient involvement 2022 REI=SRub o Spii PN FSES)
&1; Patient preference studies (tkt M= A7)

Patient preference elicitation methods | X} M £ & g
Mz m& 2HHo(2h 7Hd ABO0[Lt 7 |Ef 4| 240 2837| 2ld HEStE Hlo|EE
ARISH= I-IEOFI-I HIHS OISIH BIA} MSE MEE EXSH= O AFREIC} 0|2{3H HiS
S3ll, oIE S0i 2tXIof|AH| 7H 528 FAMt /80| FARIX|, = 5 +F2)
RdS ‘?:*7| LUl 2XP7E 8 4= A= HTH 2P +F(ZICH & 7+s 2I8H maximum
acceptable risk)0| 0= HEQIX|E mofet 4= QT

Proposed by CIOMS Working Group XII.

Commentary: O|2{gt 2IHES 1| 71X| HiE2 22t £ Qict

« OAMEH 7]t B¥tH(discrete choice-based methods)2 LEE O (7HARS]) 042 CHOLE K|A[st=

ne
ry

i

10
rx
12

s)2

TS Soll, 4 L Oieks 7to| A= pAIO| ZRME HIISHL

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

« 2XPE 7|4 (indifference techniques)2 421 CHet & SiLIC| CHRtolM S8 £49| 2t FXIXo=
HSIAZ[HA, EHX7} = CHet & I 04 =9 XNI% LIIR| =, & Ol B O WAL LIBECH THEFS|R
Qb=(AHE AEH) X|Zof 0|E m7EX | Motz vitls YTt

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

O 7| Ho{T! BHEZES MZE H|wsl0o] 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

(g Fol= CIOMS 47 & B4 3.3.289] A7 P2 AJA]5]o] T}
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220. Patient preference information | X} M3 M
St M5 HEE T 7HsSt 748 SXi(health interventions) ZH0f| A0t ZufLt £M5
%, 5% thot Se= MEHX|of| CHel SERE7E 27l ATHA MSELE 8 7hsA40l| et Tt
(assessment) O M| &5 HEZ FHO|EICE SiXt M3 HEE HAXN w= HaUx ds
Sofj AEE 5 AUOH, SAXIOA 71 SR QAEC| AHE S48 Zadict
0| Soff Xt X|Z2| UMDt 2[cHA AfO[0A] 2T & U AFEUAE 2M

M
it

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

{2l gl CIOMS &+ 15 2324 77% olx[ef = dof A A1 =]0] 2/t }

—
m
)
<
©»
>
2
O
o
m
2
z
:|
o
2
7
(9}
m
2
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P
>
=

221. Patient preference studies | EX M T H3

CHRMXQI 242 S0 et HEtK|= Zat Ee= 7(Bf £ MEHof Chiet 2tXto HighZld £=

=8 7ts-dof thiet YA = T Eot

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)

222. Patient Registry | X} IX|AER|
| (Y=o] HA=S xiimo]X] &Z)
S 2E, e £= 0] ofsh #EE 2T £ 21t ol =t HIo[EE
ESks ZE[SHE A|AEL
Modified from: European Medicines Agency Guideline on good pharmacovigilance practices
(GVP). Annex | - Definitions (Rev 4). (PDF)

{EU GVP Annex I (CId 5. 20249 7€ 269)0lAl= 2021 EMA &F} Committee for Human Medicinal
Products(CHMP)Q] "Registry-based studies 7}Fo|=2F21 o) AAJH o] & Aes}g o, o] Lo A H
G} RAFFHRFO] L w A HATE): " DG e g £ Aarg 3] Hef (948 E& 7]E)
bo]ElE HFo1E B0 2 = ¥ok= A}

{FF3: Registry(BIRIAE])}
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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

223.

224,

225.

226.

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

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

Qo] fE= 2 AIIO| SR} Eitg AP0 SHATSHX| o4 BRI} ZiE i2ole)] 742t £t
Chs 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 2

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

IOMS XIlI: Real-world data 2024
SiRte] 12 MEe| RE EH|| Ciet ZHZCZ M, BHxte| STl Chsl AL 7|EF CHE Al2tel
A Glo| Xtz RE 21 £ E YEE QI0[BiC). Bt X7 |H7E Z2HPRO)= 2t AIE
AHoh= 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]Zz})
(315 o= 7 1§ XIIT BAo)A §4] §olt opful, 3 B FAE F33.0.2 B2 g9,
‘o2 gol 2 AAE)

Patient safety organisation | EtX[OFHCHA|
CIOMS XI: Patient involvement 2022QRCE G bS] [MINESES)
OISt 2 5! ISHE LANZEN SIXHZ|E I MSH= TE 7(2 = g,

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| B2 2 xiim 0[] &)

SIXte| 2712t ZEK|of CHEE 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 ROoflM XIZXtEt, o 2HR2I7HHCP)7t HiSdhe TlE X MH|AE Ch7I2 HIES
XI=oh= 721, 7|2, tE= TS Q0[SiCt. 0] 80l= LMoz FET|2Ho|Lt izt

—y L
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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

HHSIAE 71217, 0|52 1Y 01|71| OlzH| 28 % ot T=-X|=Z MH|20H CHet HIE
HeH 2= XIZ)0| Zetel B SHUS MSTIT

Proposed by CIOMS Working Group XIlI.

227. Periodic safety update report (PSUR) | Z[41 QPHM M H 1
| (L=0f M= iimo|X| &)
{&9]0]: Periodic benefit-risk evaluation report (PBRER)}
AJE 5 712t S9F KIS Aol ES5{7 17} olofBe] Rolat-Slets 4] thet 1S
MIA[SE| f[8 ®EZSt= 2XM

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

{EU Guideline on good pharmacovigilance practices (GVP) = Annex I ("% 4) EMA/876333/2011 (7]
520249 78 269): HHAIG Q1S

EU GVP Annex I (g 4, 20174 108)A] a'd §9] T F4(note)o] Z7F=]0] Yt "R A &4l
OrA4 K B il(periodic safety update report= GVP module VII9] 4EH 4] mfefol git.”)
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228. Pharmaceutical industry | H|2F &
CIOMS XI: Patient involvement 2022QRE=g kil
#10: Industry, pharmaceutical (H2f At21)

oA
=
=2 iimo|X]| &)

229. Pharmacoepidemiology, &: Pharmacology and Epidemiology | k8t
CIOMS Xl: Patient involvement 2022 fRCHES IR (i WINESES)]

2gtstof 7| Xt &Y, 24 3 FES S0 Uit 2 el AlFSS tdZ ot o=

(M=o HIx| S A ool Ak Bl matof| Chet &,
*ThR'e| 7|ES et o wet CHE.

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

O|F/CLE 2

Pharmacoepidemiology | 2F=<ist

CIOMS IX: Risk minimisation 20 14RRCE= G kb= =P [P ESES)|
£% QIPUEIE IR B AR K| 3L 44 9% | ol 9 Hlo|= ROl Al !

uto| 0| Bty i, X%, 24 U X2 MBSt
Proposed by CIOMS Working Group IX.

Pharmacoepidemiology | 225t

IOMS VIII: Signal detection 2010JNCE b Lt =PI WAL=}
A2 2ETS th o= of =0 ALE Bl =atof] CHt i,

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



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://www.pharmacoepi.org/about-ispe/about-pharmacoepidemiology/

230.

231.

232.

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

Pharmacogenomics, pharmacogenetics | 22Xt A2 Xt
Clinical research in RLS 2021
ICH E15 7I0|=2feloll= Ch3at 22 Fel7t Z&=|0f RUCH
- QIR HHBHPGX) 242 HS 7} 22| DNA Y RNA S| $o]of cist 917
I QTBIPGY) SABRHHEHPGK)2 SIFECIOR, o2 8IS} 221EI DNA AHZe
0]0f] CHEt 9172, 313]
¢ &= Hol= AM|E 28&l= 27t BLt

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 Fol= CIOMS 47 15 BiA0] 55 504 391 7Rs-3 Fal: 2 25)

Pharmacology | 2f2|st

| (Y=20f HA=2 xiim|o|X| &=)

oF=9| £441t 0|S0] AlK|of O]X|= Fetol| Cieh afetx AL,

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

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

Pharmacovigilance | °‘%’ Uk|
| (F=01 HH=22 xiiHOIX| HZ)
Adopted by: [CIOMS VII: DSUR 2006
[CIOMS VIIT: Signal detection 2010] | (B=
[CIOMS IX: Risk minimisation 2014] | (&=
CIOMS DILI 2020
[MedDRA Labeling Grouping 2024]
O &tAME| EE= 7 [EF b= 2t ZX(Q| BIX|, Bt H—. L Of|t A .
{$]ol] o5-E CIOMS HAIENA FO AA= F Yol H et 2371 /12 b2, 7Fg 2719 = A7
IFAE HEE FIFIF . AANRE YEE ol E FR)

=2 xjiH0|X| A=)

H|_-|_| [= BN
0f HAE ijim|o|X| Xi%)

CIOMS VI: Clinical trial safety information 200
Source: The Importance of Pharmacovigilance — Safety Monitoring of Medicinal Products, World Health
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https://database.ich.org/sites/default/files/E15_Guideline.pdf
https://www.oxfordreference.com/view/10.1093/acref/9780199557141.001.0001/acref-9780199557141-e-7685

Organization 2002 (ISBN 92 4 1590157), and ICH Guideline E2E, Pharmacovigilance Planning (Step 4,
November 2004).
Commentary: “7|Et 2fF 22 2X|"2h= E3i0l= 27te] E2+4d0| AUCH HojT o1 WtofA CIOMS 2
52 B F W HMERI HZE S 2A| (0f: BE2| |2l £2)2 20| 2|orE9| oRddut ot ALZo||
g2 O1A 2= Y= 0I5+ E Ql0[6te ACE H11 QUL CIOMS AR IE2 ATt Q[okE ¥ OfL[2} 2|okE 71t
F0l| et oM 2h=0]| St FSZA| 8019 AFBS HIBICL

o= —

(CIOMS VI DSUR 2004

{9lofl AZE CIOMS VISt &Yt 4.}

Commentary: “7|E} 2f2 221 28| "2Hs EHOIl= 2f7to] 22AN0| Tt Ho{E # Mol CIOMS A2
D& Vs £2f 0F U FRHQI HE E3 2HQ 20| 2JoFE0| oFrtAut oFHst AFR0| FS OJA 4 Q=
0l%Z ©l0[st= L2 &1 ULk CIOMS 92 25 VIl= O|oFE Fz=7| Hutofl 2K At oFeA ghsof| cist
“Of2ZAl" 809 AlRS HTBICE
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CIOMS VIII: Signal detection 2010 | (F=01 #1422 xiitoIx| 4%)

CIOMS IX: Risk minimisation 2014] | (2201 ¥4 xiiH{o|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} 22HeloflA] A ZEIX] 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 | QFEZA| AJAE]
| (0] #iefe Xiimo[x| 24%)
RE|0| OfB2A|9} TIRIE| HE 0|20} KQIS 0[5y Sfch ALBBHS AlAEIOR B
OoFE0| S HLIEZSI D [ohM-FUM #&o| HolS EIX(SI S HA|=|ULCY.

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

{EU Guideline on good pharmacovigilance practices (GVP) - Annex | % 5. 20249 7€ 269):
WA §lS.)

HA T

{EU GVP Annex I, CIOMS IX°] 9J5] &= JEk=] 9] o= FU 179 JoJ& nf2& F4 0= EFE 2.
B35 7} R} 3] 9=20] Direcitve 2001/83/ECY Title IX] Y EH 920} L o]&5}7] L5 AFG-oH=
AlAH 02, Z1H OJoFE O] LAY S B E Yol 1 o474 o F o et B AleRS FX]el7] Plaf
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

234. Phases of clinical studies (I-IV) | QAAIE SHA|(1-1V)
CIOMS VII: DSUR 2006

- 1&(7F tHEERI AL G, QM| 2f2[et): BH7| ey Sl LHekgo| tiet 27| HotE
HISBIH 27| BAMA K2 AZHoIM Arge MEet 82 Hel 3 Fo 2ES HEfst= O

Lot ofist U o5t MBS NBPIC,
- 24(7FS CHEIQ! 917 98; KIZE EHA): YSIEOR BXIE Cho= KBRS
EPMSIE 212 39 SES BT,
- 3M(7HS CHEEIQ! 17 98 KIZH S5 YHHOR NZHTE ABSHAL Holohs
3 FQ 2ER v}
- AM(CHRt 17 XIBN AB): QIO 291 3 AIRIEIS I, K2 A L of2e
OIFtY, 25 3 B2 ZIH0| Chef OO USE HIS Hofuct 44 A RE
8018 XS F} EIIB10] AUE|= DE HT0ICH OJFE S{JIS SUgt B OfLILt

o
Sl
T

<
rg
40
0%k
=)
rin
il
Xl
rr
£Q
|0
e
m
ol
rot
[
o
ikl
J
H
~
$0
<
=)
_0'_|-
=
M
NG

H
MR, SIS o oK G, SI7HE HST0 W2 AIBS SHHAIEE A i

1o, oo o+ Lo
(Of: AFLZ/0[2tE ¢+, ot ¢it) 7 ZetEICH
Source: For all the above definitions - ICH Guideline E8: General Considerations for Clinical
Trials.
Commentary: ICH 7t0|=20! E8OIAl= 2|FE THEC| AIZHY CHAlof FEts| 7|Hkot MEXQ! Tt 85 =
SH(QIzhfz[et X=X B X|2 =E 9 X2 AR M2t ATE 2RSS FMefeict olE S04, elzt
ozt HH(MSHOE 14E Q0= (FOIX Fo|A] “E7] AlY..." S 2|0[6HX|2H) 2AE T Hutof] 2K
A2 2HE S U} LR SF0ME AT RUS 2 FSh= O CHE 80171 AFBEILE ol S0, IAY AT
7= g BE AT E, IIBAR MES R0 HAske AT E o0l & Ao, [IIBAR “peri-approval”
AT (QAE S21 ool AZHE A VA AT)E QOfSiCt, T2 7ol oks 9l 40| e, CHFet AR thA|
ZHo]| HeFSEALE SEot 20| 88 4~ QUCE CIOMS A7 IE0M= VA H720l ICH HololA HetsiX|
IR “(H71H ZAl Q) "2 EHS MBI, O2{3t H7t SRIE HEEAM(SPC, HEEA S) Lol HA|=
8 U XHOE Motz =& Zxst= Wao= 30| LRsiCin 2Lt

O|H/cHE He:

Phases of clinical studies (I - V) | QAAIE SHA|(1-1V)

CIOMS VI: Clinical trial safety information 2005gNEgag Rtz t=a Y r keS|

- T&H(QIM| 22]St): T | QFEA 5l LHoFMo)| Lot £7| HIHE MiEstal 7| EME X2 AE0lA
AlET MEo 83 He| 5l B0 Y™S MEist= o Zest ofst gl oksst HEE NiSTiTt,

- 2M(XI2H EfM): UBIHO 2 SIXIS CHAOR K2R IS EfMSHE I8 T8 S SiC

- IM(KIZH &F): YetOoZ X|ZH e YUBSIALL Holst=s HS R SHE it

- AM(KIEH ALE): S|UE S0 = AEE|= ¢ X BH AL ¢+te dEl oy, &5 |
82F Z27of Chsl o|Hof| USE HRAE HO L], MM A7 = QUE &2 = S01E M85t
2SI 2= RE H0ICE 2|2FE VIS o H7l= OfL|Lt S| AFR S (&35 |
2[5t SRILCH,
O RO|E &l= SlOLt Etetot ufets S /It QI0{0f SHH, Ci7H F71HQl =7t ASEE,
St = oM AT S{7HE M0 HE AFBS JIBESIES AAIE A0l AFE/
Oletg A+, Hst )7t IekEICt

Source: For all the above definitions — ICH Guideline E8: General Considerations for Clinical

Trials.
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Commentary: SI0/l 7|58t Hiet 20|, ICH 7}0| =210 ESOlA= O|oHE sHtol AJZFS EhAof Kgt3|
7|atst HERO! At sl 2RIzt ofRlst X2H B XIZ B 9 X2 AR et HpE
Sz 2 HORILH S S0f, Q17 ofalet K (HSHOZ 142 QJngl)= (01El ol “£7|
AE..."2 |D[BHRIZH OOFE £ HEk| 2K $AI2 AE 2 QL UL SZHOM= 7 QES Best=
Gl CH2 2071 AREICE OIS 501, IIAN G 718 “J4 5% 017" 2, |IBAS HEeH S0i2e Musts
o171= ojnfgt 4 IO, [IBAS 34 (peri-approval)” ®17 (SISHE 201 OfR0] AIXtEl QA VA ¢72)
£ ojngiCt, T2 2Ho| of2 gl S| W, TSt Al Tl 71| BESHALE EEaist 0] 9l 4

QIC} VA 911 | £0lo] Z7402 TSt 4 QIrt. CIOMS A2 IE0ME VA #1712] ICH HelojlAd
HESHR Q2 (715 ZA| 9I)"BHs EHS AR, Of2fgt 97t £01E HlOJE AIE(SPC, HEEM 5)
LHoll AIE! R 9! ZHOR KBSHE| S 2SI YatoZ 250| LRSI 2,

235. Plain language | 0]
CIOMS XI: Patient involvement 20220R¢
HEO| S AL EUS W OfsHE =~ U= 2O,

Modified from: plainlanguage.gov. What is plain language? (Webpage accessed 14 December
2021)
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U0} HAZ2 xiiT0[X| HE)
I.

236. Point estimate | & =M%
CIOMS VI: Clinical trial safety information 2005QEEa kb= I E )
B E YIEE S RO HIOE) 41K 23K, 0] 2 AMBORE XFe| Hate g
Thse 48l

Proposed by CIOMS Working Group VI.

237. Poisson distribution | ZOFS 2%
CIOMS VI: Clinical trial safety information 2005iREEGkab=I=
X 20| =Xte| BIO|X|TH H&El ZH0| OH AFHC| 7Ha~0f| ME=|H, H|CHAIO|CH

0| i S~ gt2 Tz 4~ it

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 F AN|E A = FR0| 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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https://www.plainlanguage.gov/about/definitions/
https://www.ncbi.nlm.nih.gov/books/NBK338448/

239.

240.

241,

Post-authorization | AT £

| (E=0] 1A=L xiimo|X] &=x)
OFE MRT| F Al 2 HIZ0| AIZ0l| EAIE THA.
Proposed by CIOMS Working Group VIII.

{1 Post-marketing(A® %), Pre-marketing(A# )}

Post-authorisation efficacy study (PAES) | A|Zt £ faM d7

| (220} et Ximo[x| HZ)

S 2|oFE0| &17HEl MEB0M Lot 22tE LIEHI=X(0] Ciiet nfeid Setalds

SHast| fUsl 2/AS 57t 2 fAE|= AL
14 9l | 2%H{0[o{o} $ICY, SIoFE0| £91E! Sofat CIF0IE 4 gl

T =F0] Tt S=HAH0| UL, OITL| 7FEE +7Eelior Y = AT 2 A= MER B2 U=

PAES7HERITt.

Proposed by CIOMS Working Group XI (based on Scientific guidance on post-authorisation
efficacy studies. EMA/PDCO/CAT/CMDh/PRAC/CHMP/261500/2015)

Post-authorisation safety study (PASS) | AJZt = OFHM o1
| (Y=0] HA=2 Xiimo]X] &)

&7l o|FZ 1t 2HEsto] QR 2ldl(safety hazard)E AlE, St £= HERSIALY,
olofZo| orH TRMAS SoISIFLL, SIsH el Flo| 2IHAS EHS

SHOE $Ykl= ZE HDIR 2001/83/EC Art 1(15)]. ATt = QM A= SIHA
UMY S T 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 [ (]9 5. 2024 78 269)): HAAIF g}

O|H/CLE 2

Post-authorisation safety study (PASS) | ATt = QHHM 3

| (Y20 HA=2 xiim|o|X| &=)

S|74El o AE 1t 2HSI0] o 2ldl(safety hazard)E A8, S} fo= FEDISIALL, 2|2E9)
oY T2IS SfQISHALE, o 22| ZX|Q 2ubde HHOP| flet SXOZ Sdlk=
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: “A|# F LY A= SHF QYA Y & Y B,
HSA 2 A+ HAE g & o)

|0
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https://www.ema.europa.eu/en/scientific-guidance-post-authorisation-efficacy-studies
https://www.ema.europa.eu/en/scientific-guidance-post-authorisation-efficacy-studies
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf

242. Post-marketing | AjJEtE
CIOMS DILI 2020
O|FFO0| B71=[0f AlTHE|= EHA.
Source: Uppsala Monitoring Centre (UMC). Glossary of pharmacovigilance terms (Webpage,
accessed 29 March 2020)
(o5 P7= 20224 79 159 7|#0 2 o o] Rasla] getel)
{&12: Post-authorization(A® %), Pre- marketing(AJ® )}

O|H/CHE Ho:

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.
& &7 2efelof A ol ARge 4= 5.}
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243. Post-marketing surveillance | AT ZEA]
CIOMS VIII: Signal detection 2010JCEI =R AR e

AJE 3 oforEo| o|AtS BLIEfR)

oOL-oO

Modified from: Glossary of MHRA terms. (Webpage, accessed 11 December 2009)

244. Potential risk | ZHX 2JHA
| (Y=0f HA=L xiiH|0|X| &=)
Adopted by: (CllAl= H|=lsta)
£ oot F ol et S o aledntst 27 QoL of2fot ¢itdo| ERlE|X|= gf2
HFZIEISHK| Qb2 AFASZ, T Of|Al= CHS 2t 2T,
- H| 4 oM A0 M LIEHt SHSA AAH F AMA[H0AN BHEEHLE SHAE[X] 942 A.

- ARO[ ot Aol M BrEEl O AR, £ D01 CHet Koo 37|17t ThxR

[==] 7 o
(Plef, YR B LB o2 O5)0H HI WS 1 2 HARY|= SiLt 2 AS
AN IS B2 IX|= &3
- ARl O kg o A A0 M 2Hi5H= H0f2 YL,
=

- S AIE L THE ZyS T e A0 UB T AR B 9|ofF0| S0 w2} gt
WO OfdfE|= At

Source: EU Guideline on good pharmacovigilance practices (GVP) Module V - Risk management

systems (28 April 2014).

{2 oo AdA #73-2 EU Guideline on good pharmacovigilance practices (GVP) = Annex [ (717§

5) 20244 7€ 269)@F ICH E2F Guideline: Development Safety Update Report (17 August 2010)9J4]

VAR 5. 7 241914, YR gjAE0] CIOMS IX § I} Hlwofo] oFzF oFE H#E 0 2 7] E]o] Ql}. }

O|H/CLE Hel:
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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

245.

246.

Potential risk | XX 2fsHA

| (B=20] =22 xiio|X| &=)

£ QUEate| Kt S oM Entst 27 QoL 0|2{oh HRHO| 2RI K| = 242 HIZIRIGHX|
o2 AM.

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]& 27} 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 R-X]€.}

Potential risk | ZZH= /oA
IOMS VII: DSUR 2006

EX otEute| Hatdg ol Mgtnt

Qe A2 1 OjlA|= CH22t 2Tt

- H|Qah oA ATOA LIEH PN HESS & &A[H0l|A] ZEEE AL SHAE[X] 242 2.

- UMAIOIL; Ht 0] 2HEFE O| A2, £ DH7HEH~0f| CHt X{o[e| 37|17} CHER
(e, BMER) £ L ELX| 62 ot H| WS I o (AT (= SHLt QIuIEAIE AAIE 2t
SE| IX=YS.

- KHEIXO| O|AMES H 11 AJAEIO]| A BiMst= AlD2 ™ E,

- SY A L CHE 2 SE 2RAE J4OE AT AP K= QJUZ 0| EAM0]| w2t eiidst
HOE OfIME|E= AFA.

Source: Guideline on Risk Management Systems for Medicinal Products for Human Use

(EMEA/CHMP/96268/2005).

CIOMS A2 3& Vil= 2 B0 HEE 2t St o|0|E EF3ICt

rot

THIL AUCL} 0213t H2Hgo| 2HRIT|X]i= g2 HIFEISHK]

=

LA

ra

Power | 23

| (B=20f wete ximo[x| H)

A 80l2, Az FM0| X0|2 ZX[oh= Ol Heletx| HRE LiEih= Mk = HA
AEEH0| 22 EM2 EAXCRE RO[o XI0|2 YHSt= EAM0|Ct HFH2 F= Lot
T2 ARHO| ZHEE|=X|0f| wet SHEfX|H, MEtA AlZidAe] R (REE dT8=E2 4
HH) 22|10 ARAe| glayg(KE4F ZOH)of| w2k H2EIT.

Proposed by CIOMS Working Group VI.

Pragmatic trial | 285 IAAH
CIOMS XI: Patient involvement 20220E=g Rt S i WIS R e
Al ARl ZIE BH0M BT2) 22HS BIFSI| 2ol AE SELINY CHE .

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/growth/pharmaceuticals/eudralex/vol-9/pdf/vol9_2007-07_upd07.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-9/pdf/vol9a_09-2008_en.pdf
https://doi.org/10.31887/dcns.2011.13.2/npatsopoulos

247. Preference elicitation methods | 413 =& dhtH

{ZF11: Patient preference elicitation methods(E2} 41

248. Pre-marketing, 5201 Pre-authorization | AJZ 7
CIOMS DILI 2020
O|OFZ0| {7t=|0f CHEOIA| M EE= THOHE]7| THQf FHE THA|.

Source: Uppsala Monitoring Centre UMC). Glossary of pharmacovigilance terms (Webpage,
accessed 29 March 2020) (20224 7€ 159 7]& Y327} R-a51%] %5}

{ZF11: Post-authorization(AJ® &); Post-marketing(Al8 )}
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O|H/CLE Fel:

Pre-authorization | AJ% X

| (Z=20] A= xiiTo|X| &=E)

OIoFE MFT| & NMIZ0| EFG{7IE V| O]He| THA.

Note: AT 5{7H= 2t HSZ 0t 20| QUL ShLte| HSZ0f| Chel S0l kS
CHEh AT JHE ChAlof| IS 2= QUCH

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): 35 §2] BFoIE[R] 2.}

rlo

O8] E L

il

Hg30

Pre-marketing | ATt

| (B=0f o= xjiH|0|X| &)

O|OKZ0| CHEOf|AH| A{e = THOHE(7| 2| THe EHA|, (S2I04: pre-approval, pre-authorization)
Source: Glossary of terms used in Pharmacovigilance, WHO Collaborating Centre for
International Drug Monitoring, Uppsala. (3 -§-0] &< 22 Qlojl4] & o] AL&E = i}

249. Prescription event monitoring (PEM) or Cohort event monitoring (CEM) | %]
Al 2LIE{E or 25E Al BLIER
CIOMS VIII: Signal detection 2010RREEaY RIS PN ESES)]
EH A=S FoHr2 AHE SXI0|A AFZ0[ARIS0| o ME[=X| 0F0]| 2HA|GI0] 2HEHEl
DE O|MARIE B 0SS MUXI0|H @X6t= ZA| 2. O B = “22E Al
SLE"02} Bht,

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. }
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https://www.who-umc.org/global-pharmacovigilance/global-pharmacovigilance/glossary/
http://www.ich.org/LOB/media/MEDIA484.pdf

250.

251.

Prevalence | RHE

| (Y=0] HA=E xiim|o|X| &=)

9| HIESH= Al =, REER HIEZE
220|Lt 10,000 &= 100,000ES
Af| =2 HA|EICE

Modified from: CIOMS Working group report on Drug-induced liver injury (DILI). 2020.

Note: REE2 LMEnt 7EE|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[eh= BHH, WSR2 EF J|7H St ZEt0|
BEMSE AFZQ| 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).

o/CHE Hol:

Prevalence | REE
IOMS DILI 2020
O AIEol| EF ZETH0|A Lot Al iESH= Al 5= REES HIZE Albt=|H (AR
A2 HolEl DY & 917 22 Lis) 55 28 BAE,
Source: Uppsala Monitoring Centre (UMC). Glossary of pharmacovigilance terms (Webpage,

accessed 29 March 2020)
{20229 7€ 159 7] J27F R A7 g

Prevalence | REE
IOMS IX: Risk minimisation 20 14gRE =y Rab:=cN i [UINESES)
ZROIT! AIEO| EF DETH0IA Lriist Anto| tiESh= Al 2,
Modified from: Lindquist, M. The need for definitions in pharmacovigilance. Drug Safety, 2007,
30: 825-830.

QUBS $ro] Mefoll SHS SOt SH AZOIM ST Aefol RESS oz Aol s Alefol
Q= DEEto| BIB2 FolE 4 §iCt.

Source: Rothman KJ, Green land S, Lash T. Modern Epidemiology.3rd edition. Lippincott
Williams & Wilkins. 2008:46.

Primary endpoint | X} T7jtH4
(e 2
HIEFEMO| UK =XE FO
endpoint”, “Outcome”)

Proposed by CIOMS Working Group X.

“« » o«

tH= E= 2ot (52: “Endpoint”, “Composite

Ot
Ir
oe
J
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https://www.cdc.gov/csels/dsepd/ss1978/lesson3/section2.html
https://www.who-umc.org/global-pharmacovigilance/global-pharmacovigilance/glossary/

252. Privacy (in relation to processing personal data) | ZHRI'HE HS (711K 1a| 242)
JHE AI2I2 QIES 7HX|H, E5| XHalo| ZHOIEE K2|ot 2AE JHRIEE Ho@#s JHEICt
ol2{et FEl= F2 JHIHEE ME[Sh= XHE= J2fot RS 71 X2 RE] IPE 9f 5
ZFEL X Of|A| Rate|= 2| F2| HEHZ HHE|H, SAI0l ST TRt 2IEAE ZHQI(EEFA))
O] AAZ BlALS 4 Q= AEXQl #2|2| HEHZ LIEFHTE
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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253. Process indicators | ZFEX|HE
CIOMS IX: Risk minimisation 2014RRE =gl M INESES;
ol 2ot A2l 3! SO e Ol 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 78 269)9A] £ §-01& E7[5}gS. o& 0] X4 & d&
VoIS o)y ook 220 A2 K Q7] w79l )

254. Product information (Pl) | HEEA

| (Y20] A= xjimo|X| &%)

Adopted by:

[MedDRA Labeling Grouping 2024]

ES07HERHESH7HIERIT L HIQFSI MUY 2T E 7t = SEXIol|A| o/ Z2)

S0 oFEot ALl et HEE MSote EME, ER Al A=t Helsto] T E
== UL} M2 HER M= LEHE QoA 2tatol| AF2El= R EOIC o2 A|E =0l
AEE[= 20 A0|9] OiAl= Fig. 1.12 EI=3IC} BT X0|| 7|iEl EUS| 1717 [RiAF
(labelling) SA| HEZ A2 LBOICt
{02 1.1: Ck2 Z(H[O|X]) &=x}
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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

255.

256.

257.

Figure 1.1: H2EM 4249 HE 0flA|

HM27HE 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

[LHe Sl 9|5 TEfo| FA|Z[XH(Labelling)]

{*HCPs=health care professionals(9JZHE7)} {F11: Package leaflet((SA-)HEEAD)}

(=)

Proportional reporting ratio (PRR) | 2112 EH|

| (F30f Hej= XiiHo|x| &)

XPLA 00 H|O[EH|0| A = BE =0l Chet £ Alie| 10 HIg1t H|wdlo] EX
oSt PHAE S AF2| 210 HIE, Ol = H(ratio) = E3%|H C|O|EH|0| A0H|AQ| st
AFZAO|| CHoH 25247 |CHEfS hEBict

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 | THHZIK|S
CIOMS DILI 2020
CHEZIO| NI LHOIAM 28310 ME ASEIESH= EiA

Ciet k=2,

mjo

ZofoH HHIE 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|AFAL]|
CIOMS Vil: DSUR 2006

QUMAAZI MO BAIE EX} E= EH
EOoet= XPMOZ fE= MHOZ ZHAE|X| Qb= O|MAR.

Proposed by CIOMS Working Group VII.

Hat 2AEE A= OARLE JIARIE o AF 8 3

[}
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https://www.cancer.gov/publications/dictionaries/cancer-terms

258.

259.

260.

261.
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Qualification | ZZ{Mm7}

CIOMS DILI 2020

SAKRI A ZENA 7|B5H, ol 2 HIE 7 3 AAleAIM 2 =HE JHE =77t
S5 8 9 TR0 of A=lgt 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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Qualitative research methods | ZX 31 4

| (Y20 HA=2 xiim|o|X| &=)
LHBE|2 R (0l 28, BH 9 AI0| ChSt D5 i A3 HR)e] 7, 24, 14 9
HAlQF PHAE i, A 71 BitHo]l= 21 et H

2 Lt

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)

Qualitative signal detection | A= AMojz|™H EtX|

| (Z20| #iej=e Xiolx| %)

XFEE| BT A AS0] HIZSELS O|AE OF20|AISO| 2t AR BTS LK B
A0| MESH= U, IRz XRQ| XX S2E ARSI sl O ARV} ol ==
oF=0]| of8lf FYUEIUS 7IsHS Bt

Modified from: Egberts TCG. Signal Detection: Historical Background. Drug Safety 2007, 30:607-
609.

Quantitative research methods | & &1 tiH
CIOMS XI: Patient involvement 2022 NCEE Y Rl [N ES =)
=

X FEO 24, 2M, oM S FAQf 2HEAE A,

=)
S|

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

262.

Quantltatlve S|gnal detection | M2 Moj2|HE EX|

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

EHRE Xl’e&! H11 HO|EH[O] AN EXHEORE £2 HIEE YMSH= Q-0 A
(= =1t O|MARIC| DX higher-order) 22 AlE6H= Of| A8 El= Mbt &
S 2.

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 VasFszS)

HE S| X2 |2t FHX|7t HER *OHH BeEl= F I WY B St Jelgat
HIERZAM REOfA= 7HE 7 FFX| 2te| HE-H0| 2M0f| FlEIC [Wh2kA x| =Ko
Choh 2 719 7|0 = RO 2 2} it LiQ| HAULet oIt 7HHESH 0] 2[5
ZYEICE (B Fixed effects)

Proposed by CIOMS Working Group X.

Rank | =¢
CIOMS VI: Clinical trial safety information 2005JNEsag kbt [INEES)
2

YU HMEOIM £ 2ol =M. 25 A Y ((HIZ .:.’é*)o H| 20| Ofl =ME ARSIt

AEEMOIIA AlZte] M= 6 "2 29| 2F "2 of2] 2F0 Che Atzd Zntx|f
A2 H|mgh 2~ QIC},

Proposed by CIOMS Working Group VI.

Reach | **01

| (L=0f M= iimo|X| &)

RE-AIM %WE%'QI 571 2t & StHEO[Reach], &2HEfficacy], XHE{[Adoption], A%
[Implementation], ®XI[Maintenance]). ‘& He|(coverage) E= “EZ(distribution)’
2t DICE Hol= S0 =S E HAA EIIAe] Higa 250| Lot S T=XIE
LHEFHLY,

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.
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266. Real-world data (RWD) | AM2H|0|E]
| (Yeo] HA=2 xjimo]X| &)
HIZA 2tZ2o UMH AMTIZO0INM 2Tt o| 2 H|0|E, MAMEH|0|E = TAEEET
U QRI|E, X|AER|, 2hXL X7 B 2t CIX|E =7/2HIY 7|7 |2t 22 Ciefet
FEUCERE] LEZ 4= UCH £TE H|O|E0ll= AAX 3 ZHIA 2ot 2kxt X7 |Ho7F 2ot
(ofl: 2 M Bl afel &) J2|10 K@ 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(HAFE-H[o]E])q] diet & AAJo}R] FYrt. BiAE
oS3} Zo] GAJo}iL Qlrt: "RWD(HAFEHIo]E)o] thojA] tfeFet g9z A= o] groLf(eAlE |
Fx), A7 gojE o= EAelA] Gerl.”
ojo] g7} Zo] Jsic}: “o]g]st RWD(HUAIEHI0[E]) FIYEL h 2 E FEEn EF %02 QA5]L],
ojglst HEH, Be Hop/} A& Bal Yo FE 1ol 4R IFL E ojL}9] A2 FIE
27}2 AAJopR] 72 o1 L))
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O|H/CHE o

Real-world data (RWD) | &AM2H|0|E]

Cifol +ERO=RE YMFOZ £ E[= 2XF HZMEN W= O|Z MH|A HZat 2HAE
ClOJE. &ARZHIO[E{2] ofl= CHZat 2L,

- TRl R7|=0i| M mH4E! H|O]E

- HEHET H|O|E

- HiE 3! 2 2fXIAEZ|2| Ho]E]

- 7H8 S el SHE0lM e 2RtFe HolE

- 7Bt ZHIY 17| S HLHES 2 5 U= TH=RE STE 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 | A 22A
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 Hol:

Real-world evidence | A2
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https://doi.org/10.56759/kfxh6213
https://www.fda.gov/media/124795/download
https://doi.org/10.1016/j.jclinepi.2021.12.019

268.

269.

270.

271.

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

ZME H[O|HE HE S 24510 WoEl 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}

Receiver-operating characteristic (ROC) curve |
4} 5 EM(ROC) ZM

CIOMS DILI 2020

HEAR| AEHS UEt= 28 4K 25 £8(ROC) =4ofi= THE ZARHO]| Chel
71250 TLGE(F, L), MZH0| ALEE(F, 1- 50I5)0] EAIEO] SEt 59

BAF ZE FEOIC) 2t HAL Tigt ROC H42] SMEHHA2 1,021 HiH, AL}
LS 20| §l= AAtel ZolHA2 0.501 =it

[ S -

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

Rechallenge | K504
{&1: Dechallenge / Rechallenge(Zo]5H /A E0]))

Reference risk (baseline risk) | 7|%9I&

| (Y0] et Xiimo[x| )

EXY DIH(7IE 2RCHoIM ZHE Y. T THRI2 HT 501 2010f &K YUTH=
Mot NQISHH LeEE DT 2E ZHOIM SARSICE 7|Ke(ele Rl Rt S
=2t iR CHE = UCH

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

Registry | IX|AEZ]|

CIOMS DILI 2020

(93) B w2 HEse] S A, M) e 52 Holsl DXt FEE Zujo|
Chsl ot HO|HE STSt=AIARHE AJAR,

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

(01=) SXHEHXIAER|[= S8 HY, MEf £= &2 HO|F YoM ANE 2aE
LS| fls Zot HIO[E (YA 9 7|EHHO|H)E sEsh=n| 2HEdT WS 28t=
HIASHE AJARIOZ SIL} EEi= 11 O|AYS| AFM ZRE| TISHY QA L= KK =X 0f

=7, O™ =T o= =
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https://doi.org/10.56759/kfxh6213
https://jamaevidence.mhmedical.com/glossary.aspx
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf

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.

(&0: Patient registry(SHA}F IR AEE])}

of/cte Fel:

Registry | EX|AEZ|

| (Y=20] HARL xiim0]X] &ZE)

TN WS 2800 EF Y, delf = e EE HOlE DTN & E Zntof Chish 2Lt
CIO[EE E&Sh= MAISHE! AIAE,

Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).
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Registry | EX|AEZ|
IOMS VII: DSUR 2006

SYUst SH2 LIEKHE 21X} 25, 0] SH2 Tz HRIAER)) £ SF E(2fE
AXIAER|)Y = AUCE 2K} HO|E R THE F 7HK| Rl HKIAER| = 2F EECIE
HEXIS AFESI0] MEHQl WAloz o HEE £Ee 4 ALt

Source: ICH Guideline E2E, Pharmacovigilance Planning.

Commentary: =&(22) 2IX|AER|= ATl 2AZ0]| e EE TCHO|: WSS 2o LEE JOIEIA
THEY 2Rt 2K AEL])S IR0 2F=0] 0] Xt 2F0l| SESH HekS DIX[=X| 2elgh U8 =&

(242) fRIAER|E Qireol 2o S FEte] ofF &S C2D Ik J2iLt il XA St
ES AT g EMSCL BESHE EXIS AFBSI0] O|&fAl{0]l CHEt CIOIEE +E5H | 2fsH XIS
AlZh Zatol| 2t 330 ISE A0 IHAZ 4= UL T ToE A7E HUES S-S + AR
Hlw=0| o™ Hetds ZHY = QiCh 1Lt 0|52 53| =2 22t outcome)oi| Chg A0[2|HE 2o
R £ ATt 023t FAo| ZfX|AEL = Uie 5QE == QUL

272. Regression | 2|H
CIOMS VI: Clinical trial safety information 2005gEag k== [MINEES)

BESHHF SHLH L= 1 09| |l 29| BAIS ZARSH= 84| 7. Ol g% FEK

o LT =
2 OFL|2L Ol ZEX| B MZE AlZH0l| CHOHAM = ~alfet 2= QUCY,

Proposed by CIOMS Working Group VI.

273. Regulator, medicines (52/01: Regulatory authority, Health authority) | 2|2F=
A7 |2
| (0] HA=2 xiimo|X| &=x)
MESHH M| 5l wiAlS oot o|oFZ ol EA, oMM, | M, M, Tof 5! OF|Ele| B8t
2SI MO = X|FE 7[2 o= A7 |22 X[, =7H0l: FDA, PMDA, MHRA) E=
E=7H0ll: EMA) HIE el 2 QUCH
Proposed by CIOMS Working Group XI.
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https://www.ncbi.nlm.nih.gov/books/NBK208643/

274.

275.

276.

Relative risk | i $IHT

| (YE0] HA=2 xjim0|X| &F)

fI&it|(hazard ratio), 2%H|(odds ratio), /&H|(risk ratio) == LAEH|(rate ratio) S
Z0]| A0 A = 2[HR010| Tk 37(0f Cieh AThA ZHX|.

Proposed by CIOMS Working Group X.
O]H/CHE Hel:

Relative risk (RR) | il 2IE=

| (B=0] Hoiz2 xiHoIx| %)

L ED PHE 7|EQ 0 HEE|= Hi2lXL Ol & E BETHEUIYT)0M ZFE 2t
(A2 2l S EEX| 52 TEHV|E ZET)0IM ST ZaHAR)2 27 &)
OF L= Z0IC.

Combined and modified from:

Report of CIOMS Working Group IV.

Dictionary of Pharmacoepidemiology, by B. Begaud, John Wiley & Sons, 2000.

Commentary: A2 CHE HTOIIAM FEEORZ FHE= = 7K 2 2| 2= AT @[S x ot ofL2t
“fl2d HIZ 702t Bit HlwEl= & HHO| "FARIEE" (5, SLIFAR ZFQ| 2}, R, g8, 2
HEfl, eE AlZH S) BE BRIt QUL of: FS0|AHFZ(ADR)2| 222 ofE K25 B2 T H2
10/100,000012, FAFSIX|ZH X2 S HHX| Q2 ETHe| 2 5/1,000,0000|Ct AT I = 20.

Relative risk | Al /8T

IOMS 1V: Benefit-risk 1998
L EE[X] 52 HE0IAe ZKAL)) LSl Chet S E TTHi|AM2| Zaj(Al]) LEE9 H].
Source: B.L. Strom, ed., Pharmacoepidemiology. John Wiley and Sons, New York, 1994.

Reporting odds ratio (ROR) | 211 @XH]|

| (B30 HAES xjiH[o|X| &Z)

EX oZ0| HFZE ZE Al EM0I|A O|&A[E| O LAY "X (HE/N-ZE)E, 0|
QF=0| AZE|X| 42 XHUE T C|O|E{H|0|AC| CHE PE AR &

2HE YHY “@X"E L= 2L

Proposed by CIOMS Working Group VIII.

k=l
Rl
=
Rl
Ot
ne
e
o |
0z
P
&

Research organisation | ~Et7|2
| (o] Hoi=e yiiHo|x| &)
OIoFE = 7 |EF X|2HO| JHY Tt 2t
QU514 BL} 0|49 HEES pAHSH= 7|7, AT A=
UOM, RHHMOR = CHE XIS CHASI HHE

Proposed by CIOMS Working Group XI.
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277. Resource-limited setting (RLS) | 2|&A &gt 2HA
| (o] Hol=e iimo[x| &)
012 Ciiiio] MBS QIEists ol st XIS HIZE 4 Q= 50| 7|=mol 5
| 2[AA0 SPYE|H, Ot TRRIHRI X272t S7hSSIAL iR Mlekel =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

278. Restricted access programme, also known as Managed/Controlled access in some
jurisdictions | ™ M|et T2 124
CIOMS IX: Risk minimisation 2014 QK= Rub:t =1 dINESES);

H dleh Z=0A2 2Rl flold 2fet ZX|YHSE S 2
IT

—
m
)
<
©»
>
2
O
o
m
2
z
:|
o
2
7
(9}
m
2
m
P
>
=

AJ oJorZo] Chet MRS Tgtolei= SHoln, THE OIS Sichs

Of2ft FAfi= HHECR i 242 X8 4 UOH 1 A= CiS 2r}

- 2Dt of2 2 | H, YO HOIE YA 7|ES 40X OfRE Holols HAIS
SAffe,

- KL, ZRIX QS SIX7} OlORED} BIRIE FCH ool et HES 225D

fot
b
i
Am
oz
inl
(=)
m
1>
ik}
=
>
i
=2
o

S0 A= FHZARE| 2l BAIK ZXE

Note: 2sHA Z|A3E 2ot M2 Mgt T2 42 DE 2t O[SHRIAIKINA| Aot &S 0X| 1 25 7+s40|
Q7| 2ol YBE Fold-2lsie Z2m, 2hed ool S4 9 0f 30| T2l (s |43t Ao
olslf Z2|E AR o ME|=X| ({RE V(RO R o|ekZE0] et Befol X|5X e Moj| [t ARZ0| Motz 1
QHLH=|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).

(e A& o1 /|FH Module XVI 7178 2920179 38 2897). 8% &%) oA RAEH L,

Module XVI 7§73 38K2024¢ 7€ 26 YA} oAl E3FEX] LUt 7§78 38ojA]= Controlled Access
Programmes9j Bl Z9F X] o] Ak =1, tj &l Risk Minimisation Control Tools and Programmes©f
2 AF =2 gAYt}

279. Risk | I
CIOMS XI: Patient involvement 20220 kal:tsp i WP EES)
HoliTl AlZh 7+ S0t £ BETIN £ oAl EE= Zapt gdet otE,

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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https://doi.org/10.1378/chest.14-0744
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-xvi-risk-minimisation-measures-selection-tools_en-3.pdf#page=8
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-good-pharmacovigilance-practices-gvp-module-xvi-risk-minimisation-measures-rev-3_en.pdf
https://www.oxfordreference.com/view/10.1093/acref/9780199976720.001.0001/acref-9780199976720-e-1663?rskey=1HqvXJ&result=1874

Risk | $I€x=

CIOMS IX: Risk minimisation 2014 NSRS MINESES)

Adopted by: |CIOMS SCAR 2025

SXt YOIt S22 2 oofFe| 2, QY = K20l Chet HIZESHA| g2 2t
L= St nt PHAE HIZAISHK| 952 Auprt Ll =5,

Combined from:

Lindquist, M. The need for definitions in pharmacovigilance. Drug Safety, 2007, 30:825-830.
EU Guideline on good pharmacovigilance practices (GVP) - Annex I - Definitions (28 April
2014).

Risk | $I&kE

| (B=0{ HI =22 xiiHlo[X| &=)

S Zupt gdg =&,

Note: &4 T3 242 OHL|X|2 LB O 2 Q¥ Eak= 0= BHAQI ZutE LIEHAL} 9|okZ0] AFSE o,
Lol 7HEE AF0|MEHS Dt 2AE Z0|CE Rdll(harm)2t H2| fl&e| 7HEE Ao EBLE ZalsHX|
SHELICE SIFEQ| Al2h 7H4S BAISHOF it

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

Risk | $|€=

| (Z=0] Ho=2 xiHOIX| H%)

{CIOMS VI9] &2]ol: drj?]3] =)

OIS L 7HSH0| U= BE AR S0lIM AlZIE 2Rt A2t HIZ. & 2F2 Hl(ratio)
£ UESILH(LTIEE) & 2l =S SIS, Zrhefedx K1o]) Hlwe &+ Q{Ch

Proposed by CIOMS Working Group VI.

Risk | $idx

CIOMS |V: Benefit-risk 1998

(Etestn BEHQI b Holof| wE2H)0{E Uo| L HE.

Note: 2[H& SIH(0fl: 2f=)2 WloflA OfF 242 M| G4l EHAQI Atzdnt AREICEH EX @S
HOSIALE MBS I Z=(0ll: BBT), AFA2| A7 AR EE= X 712 9 7sMo| ME&|= 7|7t
ot MEE Zoi6h= 20| 2 ZROICH YR Hol=H|g, 2= Y A7 JHES Zeisith: E5 AL
7 StolM EX oetH ZH|0l| Chgt o= 70| ARt 2tsio] | El EThofA 7Hel ZZol| RastAHLE
HIZIRISHA| 942 At} eiiist 7k M gl 1 Antz oIt Rl £33k,

Proposed by CIOMS Working Group IV.

280.

Risk assessment | $loi4d T}

| (Y=o A= xjim|0|X| &)
MIE AtSah 2HAE ffshMe| EM B Y FSBEE HotL & &l

ZY2 AMMA HEQ| 7| AHEEE AT I T2NA EZ5{7L 20 0|2= MIE +FH
HZ710fl 24 O|FOZEICY,

Note: 2% LWot= 2UohA FH 1} o WIIZ ME2E -~ QUCH

Source: FDA Guidance for Industry. Premarketing Risk Assessment. March 2005.
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O|H/CHE o

Risk assessment | 254 T}

IOMS VIII: Signal detection 201 0RNESEYREE:I== MW ESeS)]
HiZ Abgat 2 2fofdel £4, Bl 3l 58 #3510 Sgsioh= 2. 2ol 582
A FMSel £7| ABRE AL H W Z2M|A, FF57F 201 0|2 = H|F +F TF7|0l| 24
o|RofzIct.
Source: FDA Guidance for Industry. Premarketing Risk Assessment. March 2005.
Note: 2/ H7h= 2o -0t 2o W2 M2 == UCH

Risk assessment | {614 L}

| (Z=01 HoA=2 XiHOIX| H)

QoA 3= (risk estimation)zt oA H7Hrisk evaluation) 22 ME3tE|H, HIE, AIAH

= ST LidE flotelnt MEo w2tof el foldoj thst Seh24oz HolF. flotd
FZ0ll= ZHoutcome)S AIEstL Ol2{et 2t 2t sbEat AH2kzl Ifsh(consequence)
O Y& FHoh= 20| ZHEICE 2fohA T7H(risk evaluation)= Ol2{e Z& 1t Ht=[7Lt
= ARl et 7 E 2l8l(hazard) ! FHE Plotd(risk)2l Rl E= IS 2Hdt=
=t Z2MA0|2 2 ffetgel Q1K 2 UX|E stdnt fold Zto| HEd HEO| thgt A7t
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|
| (LE=0] HA=2 xiim|0]X| &Z)
fedo| MoiE 7hsdE 0F[oh= 230l TSR] @47| 2 oh= FHOf| /28t 2.
Source: Risk Management and Decision Making Glossary.

http:/lwww.argospress.com/Resources/risk-management/ {0] g[o] X ©f o] &} 229lof4]
ASE ] G=rt}

0x
M
o

282. Risk-benefit balance | $I5H4-]<!
| (Z20] HA=2 xiimo|X| &x)
SR} Z1Z0|Lt STEA 2 o|ofFe| EH, oY = R0l Chieh ffoid Chl
o|oFEe| 2FMRI X| = Zutof| Cist Zot
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.)
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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

283.

284.
285.

286.

Ed

Risk communication | Y[sjMENE

CIOMS IX: Risk minimisation 2014 TG e TR I EeES)

N e AN QMo =X, EM HEll, S3 L EE 4240 25t RE HE 12
o

o
PUNEEEwRO= O[SHFAIK} B Feks Bhe YARPHER 2 511 Hot= FEO

RAERl R
FS 2o, ozt YEE RE3L H 7SI 7[R Y2 HiSsh= A0
ZOHEICY,

Source: Decision-making framework for identifying, assessing and managing health risks, Health
Canada, 1 August 2000. (PDF)

Note: 2|2fF X FE HEO|| 2rot Erice M2 wHHE flold = R flehdo tiet EE R2/H0|1
TUHOZ FE| 2/t #A 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 | IS8R EDF

| (B=0{ HI=22 xiiHo[X| &)

212 e 2N Qo] ZX, S, Hel, SEE F £840] B3 DE M D2 HE
PlEEEWROl= OfSHIAIRL 3 TS = AR ERR 811 Jot= YE| FdsS
B, of2fst HEE RE5t1 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|2FE QFHA HE MEO]| 23t Erice MU FHE U3l E= ERHA 2[shAol| et HEE
22|X0|1 FIMOZ MEDBLY| ot Ml YEIS MAIBHCE. Current Challenges in Pharmacovigilance:
Report of CIOMS Working Group V. Geneva, Switzerland: CIOMS. 2001. Appendix 1: 219-22 &1

Risk difference | $/8x X}0|
CIOMS X: Meta-analysis 2016RCEEG L= i NESES)
T HIg 7 X10|, MA| L2 Rl FolE &,

OL- =

Proposed by CIOMS Working Group X.

Risk elimination | $Ioi4d ®|7#
CIOMS IX: Risk minimisation 201 4JRCI=S Rl t= i INESES)]
ool “HoHA’ L= 2ot o, =, HIZZISHK] f2 Zute| BIEE 022 £l

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, of2f3t Aunte| SES Aot 20| XE

o
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https://www.canada.ca/content/dam/hc-sc/migration/hc-sc/ahc-asc/alt_formats/hpfb-dgpsa/pdf/pubs/risk-risques-eng.pdf
http://www.hc-sc.gc.ca/ahc-asc/pubs/hpfbdgpsa/%20risk-risques_cp-pc_e.html

Source: Risk analysis, perception and management, The Royal Society, UK. 1992.

287. Risk evaluation | $ISHA T}
| (520| HI=2 XiHO[x| HZ)
Ol2{ot ZHof| A= AL Faret= Alzthof| Che EE 2ld(hazard) X =HE /oA (risk)
el FolME Aot ST T2 M|IA, M2bA JsiAe| oIX| 5l IX|E ¢{aidat M
7te| MEM HEO| oot AV IRte|H, Ol= O M (Es 7Hstt 39 HAH)
QA 50| Fo|dofl Chot WIt=2 HolEICt,

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} Fekt= ALl CHol FE 2{sH(hazard) 2 FEE shA(risk) 242l
ROIME ZNot= SR TZ2MA,

Modified from: Risk analysis, perception and management, The Royal Society, UK. 1992.

288. Risk evaluation and mitigation strategy (REMS) | $IoiA1 Ti7} 5l gis} Hzk
CIOMS DILI 2020
SO ey AES=0| Q= S 2f=0l| Chelf 0= FDAZF 27 &= = 2JofF ey
T2 okz9| FUH0| iYLt 6 22X 2ldh= o =20 ElCh. REMS= 2/%t&F
AbE HEH 3L e 2fF 9| QIS AFB S X|Jioh= =XIE Lot g AAERIC. 2E
O|ofE0il= HHo|Z 2tAXI0A =22 flhdS LEl= 3177 (xHAR labeling)Ol UXIZE,
REMS7t Q7tEl= 2|ofF2 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&, £ Foe= I dH271 ZeHd 7] A gulo]A]o)A 38 )

O|H/CHE Mo

r

REMS (Risk evaluation and mitigation strategy) | $IoHA T} 9 ks} M2t
IOMS IX: Risk minimisation 2014RKE=y Rl ==l WNES )

OFE9| FAHO| fIsilee S7ISh=R| EQlsh= O HRTt 22 FDAZF 2715h= BME, MRt

O[AsHof Sh= 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 478 BAY: Format and

Content of a REMS Document. Guidance for Industry October 2017.}
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https://www.fda.gov/drugs/drug-safety-and-availability/risk-evaluation-and-mitigation-strategies-rems
https://www.fda.gov/files/drugs/published/Format-and-Content-of-a-REMS-Document-Guidance-for-Industry.pdf

289.

290.

291,

292,

Adopted by: |CIOMS DILI 2020

S Al S T 2 B180| Zlet BIRiEl S

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

Risk identification | $IoHA1 &tQl
CIOMS IX: Risk minimisation 2014RRE=
Ot 2foHe Ee= fI-0| EXHSHAL
7ttt S Lord.

Source: http://www.businessdictionary.com/definition/risk-identification.html, accessed 16 June
2013.

{20219 5€ 7] J37} AR goo, oig JA04 J4E A& = Y5 hitps//
www.w3definitions.com/risk-identification/, 15 July 2022}

Y = &
Od=l=X| HEStD O £, A2 A2, x| 7[2H 8

-

Risk level / Level of risk | 2IHAd &=
CIOMS [X: Risk minimisation 2014JEECR=G k== i I ES=S)
HIZZISHK| Q42 2o S3E A &

Proposed by CIOMS Working Group IX.

0%
J
o
0x
=2
i
m
0x
LO_I-

Risk management | 2I5iA 22|

| (YEo] HA=2 xjiHo|X| &X)
Ll Ad, Edst ofdh = 2ol J2|10 {3fld Fet ZX[Q] it HFIH HAE
gtExol 2E E= B,

Proposed by CIOMS Working Group IX.
OfH/CHE H9):

Risk management | 2IlAd 2tz

| (Z=01 Hld=e xiHoIx| Hx)

£ 2letidol| chiet o AFZH 2 0] 2 o[22, oA 3= 3l 2[dhA TWIIolM HIZE. Ledzl
QletMo|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 HOf0flA “ o4 2t2| " ofl Chgt HHEQI Hol= giX|Th SAXOoR Al

£ 2= 2240 WILS TSI 2o/ RIHE Olsotn o UStHLE | Aok o 2Eedt 7|= 8
AFLIAOIM gE2| TRl T2 AE o|0[piCt, 0= FDA= 2lsie TItet 2o x|Aste| £o2
QoY 2t2|E ofofFteh (A1 Guidance for Industry. Development and Use of Risk Minimization Action
Plans, FDA, March 2005 (http://www.fda.gov/)
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https://www.w3definitions.com/risk-identification/
https://www.w3definitions.com/risk-identification/
http://www.fda.gov/

Risk management | $IslA 2t

£ 2lotigofl 2t AAMBEE U2 T3l £= T 758 E 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) | Il 2ta| A=l
CIOMS DILI 2020
(EU) SIst4 2H2] AJAB0]l CHS AfA| A1 [Directive 2001/83/EC Art 1(28c)
ESH7MHAD 20t 2lohd 22| AlZlol= T2 @A7F Zelk|0{0f BiCY. (a
QM T2mlo| A = E4 . (b) SHE [UdF2 oM TEIAS FIKOZ
EMolst= B HA| (c) LTt HHE HES OllRISHALE 2testr| ot =X] 8
J2{st SxHO| Tutd EH0|| chet EA1R); (d) 25817t ZHOEA HitEl 617t 2 |20
CHet 2A1% [Implementing Regulation 520/2012 Art 30(1)].[15]
Modified from: CIOMS Working Group IX.
(Note: CIOMS IX 211A&= EU GVP EAM2| 7HE 30f| MiSE HolE eids

o| Foj sy

{EU GVPY o= Bi] [ - F )7 5. 20244 7€ 262)904] HAE A L))

—_

=
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==
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]
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=
(7]
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uiot, 9| =S EU GVP 7 4

rir

O|H/CHE Ho:

Risk management plan (RMP) | 2IsiA 2t2| #[2]

| (Y0 AR xjib0|X| &Z)

Qs 2| AAROf Chot &M A [Directive 2001/83/EC Art 1(28¢)]: e 2|2FZ 2| OHHA
IT2MAUS AESILE EMS 1 HSI0{0F 51, oiE S|FZ9| oide TEMmUS IO =
EMolot= dHE FAGHL, QUZ 0t 2EAE 2loladS ofRISEALE 2iol5H0 | @IFh RX| I T2t

— od=
SHel 2ty tigt ZHE EMfIH, FF017F ZUQ2AM Rtz AR = o220 chst
EA{StoHOF SHt,
Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

294. Risk management system | $Ioi4] 22| A|AEL
| (YE0] HA=2 xjimo|X| &X)
OoFZ 1t PHAE PhES AlH, S4of, O} te= LIS | 2o DOt FRAS| AFSZA|
2E 5! ZX(0|=01 CHet =t B7H Z2e)[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. 2024d 7€ 269):
VIGAR 9. O o' ool Als AIF T B Jfyo] ofd, B%9] "9J%&(a medicinal product)’ Z}
FHE o2 JjgE o] qr}.}
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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

295.

296.

297

O|H/CHE o

Risk management system | SIljAd 2t2]| A| A&

| (B30 HIE=2 xiiH[o|X| &X)

oloFZa} BRI IS Al S8t ol i efelsly| Pl nOHEl Yol AR
EM(OIS0l Cet =k Tt ),

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=0f HA=L xiim|0[X| &=)

Adopted by:

S22 2|0[0l| M HIZZISEK| o2 Zute| offh o= 2l BT 0| 24 (“risk prevention” E11)
oF 2 Al SBLO| Z2(“risk mitigation” &S Eelst= TEE 804,

Proposed by CIOMS Working Group IX.

Risk minimisation action plans (RiskMAPs) | 9IsH 2ts} F2k|2l

| (Y0 HA=S xjil|0|X| &Z)

HiZe| RALS RABIHM MiZ2| L2l 2oidS eeldh= ol 0 E3 =8t 282
EESITE 10tEl FDAVL &I MafH ofd =124, RiskMAPR S1717 [RiAr 2
B oY H0i|lM HZ2| st KAMS 7|edh=s A 0ldQ= FIMHQI 2fad 22|
FERE BR 2 oh= fI6E0| U= MBS 2o 7HUEIRICE 2007H FDA WEHE Sl
REMSZ} =EQI%[7] Q1 2005, FDA= 2l 2tar H2kA[=lo| 7t 3! ARZ0]| Ciieh A|
X|Z(RiskMAP 710|HA)S wrAtiSI oM o47|0f| RiskMAPS 7iEsh= 2, 2lsids
2iotsh| flot =1E MEiSh= 2, 12|10 FDAR RiskMAPsO| Chal| AS5H= Hiig
7|&3IRCE

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 o] Yuo|E BH(20174 108)22
2] el g )

Risk minimisation-burden balance | /s 2ts}-5ch 28

| (Y0 HARS xjib[o|X| &Z)

LleA etelZ Qloh Snte|= HEOf Chet ZatMol M (. Effectiveness of risk
minimisation 5! Burden)

Proposed by CIOMS Working Group IX.
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298 Risk minimisation exposure | {ISHA gt} - Z=
| (YE0] HA=2 xjim0|X] &F)
Plotid et S| Fodof Chet ZH S| o2 M F 5Lt SH2 L, Bl 3 7[2t
EHOM 2oty rel Chah(oll: A= TE7E, SEXhofAH TEE= iy 2ot E=S
LIERACE,
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; &1 Additional risk
minimisation measure % Routine risk minimisation measure | $joljAd 28} Z=X|

CIOMS XI: Patient involvement 20220 RE IS Rat: ===

—
m
)
<
©»
>
2
O
o
m
2
z
:|
o
2
7
(9}
m
2
m
P
>
=

O[O ARG TH IEHEI HIZIAISIX] 242 ZTHOIAEIZ)0| HHS Oy, ZAAF AL 1
SETE Z0|7| Slet (UAC|FM. LHE S 255t TAlok 27120l 9ol ool A7t

UL,

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 e} ZSxY / Il 2t} =Xy /
Plotd 2kt Z=X|(S2l0f)

| (Y=0f Hol=e xiiHjo|X| &%)

HIZZISIX| gt Zate| e HI=E E0|HU 3 SFEE F017| I8l SiLt olet2] 2fed 2tet
EFE M= A

Proposed by CIOMS Working Group IX.

300. Risk minimisation plan | $I5H4 2t} 7|2l
| (o] tiotEe Xiimo[x| )
7HE oMl ZHET=0t 2 E i ES F0(7| I8 AL oA efet EX(EHEE XM
7|55t oA 22| Al2lel UL, 07 |0fl= UBHR/ZIMROl Qlsld 2tot RX|HH RET}
ISHEICE

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 CIES IR T A ESES)
QoA etet A=lolM 71e 3 EEE= flofld RSEEX] AAH]

Proposed by CIOMS Working Group IX.

302. Risk minimisation strategy | Sl 2t} xzk
CIOMS IX: Risk minimisation 2014RROIoe Pt G S EEes
EX =10 TEOS| o =& 9 Chilol| w2t Al2lE loid atete| giakt He|,

— o T

Proposed by CIOMS Working Group IX.

303. Risk minimisation target | SIHA! 2k5} CHAH
| (Z20] HA=2 xiimo|X| &x)
ol et S| OfH0l| =SS F= CHYRKO: 2|ZAMH|A HISKY).
Proposed by CIOMS Working Group IX.

304. Risk minimisation tool | S[sHA 2t} =3
CIOMS IX: Risk minimisation 2014 R e IR u oY ESES)
EXHXIHE QshES 221517 | 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 2014RK¢&i=gksl
Adopted by: |[CIOMS DILI 2020

BIRIRISIR] k2 ZIPH M A9 0 BECE AN,

Lo

Proposed by CIOMS Working Group IX.

18

=2 xiiH|0|X| &ZE)

306. Risk prevention | $I5Hd ofjt
CIOMS IX: Risk minimisation 2014JROIae Eaet TR EEeES
Adopted by: [CTOMS DILT 2020

DEE 2| SIRT = JHE SXIofAM BIFEISHR] oh2 Zuto] &l HIEE ZaA

—

Proposed by CIOMS Working Group IX.
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307.

308.

309.

310.
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Risk ratio | /€|

| (YE0] HA=S xjil[0|X| &F)

SiLtel H|E CH CHE HIZ22| H|. B2 H|O|HZ=2E Foh= LuHEQI HAIR2 22| 801F
AR H7201| LIFICE.

Proposed by CIOMS Working Group X.

Risks related to use of a medicinal product | 2|2= Al21} 2HAE 2

| (Z20] A= xiimo|X| &xX)

SR} Z1Z0|L SZEM 2T o|ofZ0| FH, oY = R0l Tt ffotdat 2o
HIZIRIBIX| gk #at= 0| 2JsiA[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 [ % 5. 20249 7€ 269):
VA 8-

—
m
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Routine pharmacovigilance | 24 o|okE ZIAEE

| (Y0} #ef=e xio[x| &%)

THIE=0| 5715t 2E QlFE0l| Choh 2715= LS| ASLAl S, o X[HoiIM
O[2qgt £[Aoto| R710| 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 oRN [N ESES

2E 9|oFZ0]| Tl ~sHoF Stz AFZAIC| 2|4 7|ECENM diEtl= 780l R0t Y9

St=

=20

Proposed by CIOMS Working Group IX.

L

Routine risk minimisation measure, S2/01: Routine risk minimisation activity; &2
Additional risk minimisation measure % Risk minimisation measure | HI 2o 25}
N

| (Y0 HARL xiiH[o|X| &=)

E- XKoLt BE L ZE 224F0l| Cish 2 RHOE MEL|= (oA &tat £X|, A
QoA etol X0z RO Z MIE S77 [RiAFY, of=F & 37(of| CHgt H[st D21
HZel A XA 22 BEXQl &350| ZetEr

[ 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



https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-5_en.pdf

pharmacovigilance practices (GVP) Module V - Risk management systems (28 April 2014).
Note: 2|2fZ2| HH A2 A7t f2 MBHOF Sh=X| O, MU GlO| AAZRE] U 4= U=X| AL
L= AF0IM YR O Z Tl 4= U=X| 09} 20| LY,

O|H/CLE 2

Routine risk minimisation activities | Lt Q[silAd 2ts} x|
| (Yeo] HA=2 xjimo|X| &)

£ o|E0l| M8 sy et HSOE, ME 171 [RHAKY, S|YE EX| 37| K[zt U
HIZ2| A XHA(ofl: S|ofF Y 2t2l) S 7|25l gaut #HE,
Modified from: EU Guideline on good pharmacovigilance practices (GVP) Module V - Risk
management systems (28 April 2014).

3.

312.

100

Safety concern | 9PN HESIS

ICIOMS IX: Risk minimisation 2014RNEI=G Rt =i HNE =)

SRt HE Y, et WA el 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):
VA 8-

Safety profile | QIHN 20

CIOMS Glossary Advisory Board, June 2024

E3 AMFE0i|Me] EF 2AF0l THol, 71 SCHSH BItHSHH| elidh= O|&BtE8 S 2HE5
HefohA| Qo TAZRl LI8S 2|0ttt 2lokze| oiFd m=mielol| 2ot X412, AjZH0
Ko 2t Crefot Xzl Q 22E] oY 22 HO|E{7t X|ISH o2 A0 LTSICL
Lok RN E2MoE, Xz 7|2t S2t e EE Q17 s eE Q17| EF el THoiM
ZHAE|X| Q42 O&BES fEi= 7|EF Zate| SRHOf| Chigh R Iet 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]
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313. Safety-related outcome of interest, &x: Outcome indicators !
Ehairief QY 2 At
| (L=0] o= xiiHo|X| A1)
Ribd ZYO| Melet XHEZAM 2foly pfet 2| STt THGHA| 22E UotX 21t
X|H.
Proposed by CIOMS Working Group IX.

314. Scatterplots | AFHT
| (5201 Hej=e xiiTo[x| 4X)
HIo[E] ME L & H=po| JHE A&t HelE LIEH = 22 CHOjo{ O3, ME MEOE
7|22 HAISI| OS2 78 = QUCL 0|52 St Hap(0l: AlZFet2 HAIE 2F 2iXte)
7t 2ApK])9 M| M2 b2 LEH = ol 33 AR EICL

o
Proposed by CIOMS Working Group VI.
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315. Sensitivity | QIZT
CIOMS DILI 2020
=H U2 UESh= A S AAF BTt el Aol HIE.

Source: JAMAevidence® Glossary. (Webpage accessed 29 March 2020)
O]H/CHE Hel:

Sensitivity | BIZ=

| (Z=0{ o122 xiiHO[X] HZ)

=A0| ZAEH0| Z2X|(=TYBHX]) 07, L=, ZME 2ol 2HS0{HH 710l 2izetx|. =, =1t
(OH7HEA=)of| ChSt 7Pgol HAE o 24 Huprt HEE|=X] of=0i| CHel Z-S olojgt = Tt
Proposed by CIOMS Working Group VI.

M

316. Sensitivity analysis | QIZt 2M
CIOMS X: Meta-analysis 2016jREEEYREI==p i MINESES)
AT = MAN HES| Zupvt ol Halof| HOHLt RIZSHK|IE 28oh=
=4, UZE EM2 AFEE Cl0jE] 3L el S4tdot 27 H= 7Pgof Chol 22kt Lokt
ANPIK|E HItoh= o AFZEICE

Source: Glossary of Terms in the Cochrane Collaboration. Version 4.2.5, May 2005. (PDF)
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http://aaz.hr/resources/pages/57/7.%20Cochrane%20glossary.pdf

317.

318.

102

Sequential meta-analysis | &A1 HIEFEA]
CIOMS X: Meta-analysis 2016JREIElaE=c i INESES)

SUEM E= SAIEMS 7IHCZ AUARS Z7|0f BEE 4 A=(EE ALE &=
AIZE AR | Hol| SHe 4= ) CHS A4S 18{ohs 74 HERZA. 0|128=:E
2R LYAROM =XV etAedo] 22T St 247t SEEA=K HRE

ZFol= ol AFE = T

Proposed by CIOMS Working Group X.

Serious | SList

CIOMS |V: Benefit-risk 1998

‘O[SIMOZ FCHSICH = 2|0[0j|A ISHALE X|BHO|HLE B2dE E27 =

RICHO|Lt Al =, AIE=01 TSt O[AtS B O|R5 51| 2{sl BHSO1Z! A/
M Fa|. o2 A7 [2HoM RAFe HOE ARSI UX|TE 2= oS TSN
A2l 2AZE | Z22| 2| (International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for Human Use, ICH)'2]
AS0|HE2| AlLE 0] 2hot 710|=221(1995' )0l MIA|El SAIKQl Heol= Ch2at 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 7zt eimo| He

E
- K| £ BT 2L IS Hots £
- SR J[dj0l

SA| YES AotALE Al = YRS E2HOHRI = HRIT, SRS IO BIEER = UALE

QI0f LIZE HatS S OILIE X3P ffoh SHH7H R 4 A= SR oo Azt S0
ChotME H&ED He RS BT}
= 7oz 7

0!
0

-0

|

7| foh 2l=tA Sl ntebH HEHS LH2{O0F 5HH, Of2{gt

AMAS2 LEHOZ Jrist A2 ZHRE|0{0F BTt

' Gordon, A.J. Implementation and Impact of ICH Guideline E2A: Definitions and Standards for
Expedited Reporting. Proceedings of the Third International Conference on Harmonization, Queens
University, Belfast, pp. 461-469, 1996.

Proposed by CIOMS Working Group IV.

{SevereS} 59017} ol H]}

{1 Serious adverse event(FHF OJ4AH), Serious adverse reaction(FHF Q&0 4ERES)}

of/ctE Hel:
Serious | SLHst
|OMS II: PSUR 1992

XIZHO[HLE, YHS PleotrLt, Yoio| &l = AHOILL XIEH E= St 27171 MotE
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Xaffel o= CIOMS A% 1E0| SCifst AZ0[MHE H 1S {3 112t5H “CIOMS 24”0l
XIGE Ul 71X (4) H3=0ICHCIOMS &5 1& I). CIOMS A4 oRtdE = BE oFF HoAE,
ofE HEAIR 3 SCifet CH=EE AlZ|ISE 124sHof oiCt, W2t of2{sh Afzll= “Stiel” Xz
35[0 CIOMS 2|4 QFHEHE L 2fel2| AT =0l Zefe| ALt B0l #2M 27t 4= UCt.
Proposed by CIOMS Working Group II.

319. Serious adverse event | SCHSHO|AAR|
| (Y=0] o= xiiHO|X| %)
Adopted by: (ER0|M=oRICIE B3OR “HE 220N "El= 2712 TEsI0
AM2E|T Qlon, o= Of2f “O|H/7[ELEe|” TS0l MAIEI CIOMS IX Holet RARSICE)

CIS0i| SHESH= HIAISHA| gb2 Ol AR

—
m
)
<
©»
>
2
O
o
m
2
z
:|
o
2
7
(9}
m
2
m
P
>
-

R
- i = elel Jjzie] eio| 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: S ZAI0IA] “AlZd(event)"O[2t= BO{E O LAY = FBH0| QFE0f| ofsH Op7 |2l W= ABX|X]
UUALE Q| ME[X| QS m AFSTICE
(ZF31: Serious(EH2l), Serious adverse reaction(FHeF 9FE0JAHRS), Adverse event(O]4AH]), Adverse

drug reaction(eFE ol EHS)}

— A Serious adverse event following immunization (AEFI) (TERMS AND DEFINITIONS —
VACCINES

O|H/CLE H2):

Serious adverse event | SLHSH O] AFAL|

|OMS IX: Risk minimisation 20 14RRCI=g Fal: == [N E= )
OISt SEUMER] AFLS EefotLt, MHE IpiotHLt, Y = 2l 7|7t HEO|
LQSIALE, X|&H = SCiot 27LtE 7|5 XNt EeffstALt, MHA 7[&/0| M| slElst= 2E
HIZZISHR| k2 oSk A = Fat,

Source: Article 2(o) of Directive 2001/20/EC.

320. Serious adverse reaction, & Adverse reaction | ZCHS AFZO[AHIS
| (2] Hej=e xiimo[x| &)
ARIS FRHSIILE, MBS QIESIILY, gl T olel 7|7to] 1R0| WRBPILY, XI&H
= it 2L 7|5 XSS X2fstALE MMA 719/0| 40| si=idh= =0t
[Directive 2001/83/EC Art 1(12)].
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Source: EU Guideline on good pharmacovigilance practices (GVP) — Annex | - Definitions (28
April 2014).

{EU Guideline on good pharmacovigilance practices (GVP) - Annex | (73 5. 2024'd 7€ 269):
VIGAR 955 GVP Annex 9] g9]o= o83} 22 F4]o] o]oj}.

o] #Ho A WS £ o2z ZHL, Bhgo] YWHEH G BxpF YA 2 Ag] F7o) A5 IE
F-E gJrishe], @] Bheol o {2 E F-p APyl ofF -k QIths 7P e 4¥E olnlohs A2
OR{THGVP Annex IV ¥ ICH-E2D 7}o|=2}9] 3%)

ofE-op] Pk, 0 YYE0] THlet A o2 UFE ook Sh=A]E Y uf HEEolof gt o F
£, SA 4FE AFP A Ei= Y02 o]0 A= Grigt, FAE Flplo] HE a7, #9
ool AAE o BieE Adel] Ald) G2 F A7) a3t §a3 95 A Eo] o] e
Qlet. o2fek A 9] o2, FHEZ]Y Z]AR| %] 3t SFY B 7Y WO HFAR, Y0E o]o]X]A]
o Y B FE, o2y B §89 B 5] YTHGVP 441 IV ¥ ICH-E2D 70| =29l =),
E3 oJofES &9 UEY FHA) AnEYE TRso] GHEE F-p G4 SHjek o] dile 02 7o)

(&t Serious(&43h), Serious adverse event( it o] &AM}

O|H/CLE Hel:

Serious adverse reaction/Adverse drug reaction | SCHeH A= 0|AHES

| (=0 HI=2 xiim|o[X| &=)

AUS XESIALE, MES IHSIHLE, U = UJ 7|7te] HE0| QoA XI&H K=
BOHSE 2L 715 MBS ZefotHLE, MEE 7|5/0|M0)| stz 2FZ0[AEE.

Note: MHS 2l L= AIYE ZefistrLt, YHCE F2t O|0{X[Xli= K|t SRS o] e
A7ALE 2ol LIZEl CHE Zut & SHLHE WX[sh7| 2o SAH7H QY & Qs QlShd A7 UdtHo=
BCHEE A= ZHE(0{0f BT, O[2{et AFZ49| Ofli= ChEat 2Lk LRl=7|M 7| 2HX| ZEof| Chet 354 =
HollMe HE KI=; UAS Xef6iX| ohs Bl et 2, e AUs oFY e 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 HIZEISIK| o2 QoA AM:

- At el

- MHZ 2e*

- R = R 7|7t HiEto| EHe

- K|I&H = BOiet 271 7|s X6 el

- MEH J[H/0|M, =

- O[StHO=Z ZQTH A = B,

ZA| HHZ SSIHLE AML EE= 2RI XelSiK|= YX|TH SHREE I=iof| e o~ QALY
2lofl LIZEl Z21tE 5 SHtE EXIst7| s SH7 LRE & = SR 2J5H Al S0
CHoliAls Al&ED He R E ZF6H| 6l 2 5 ufetd Metz LI2{of 5iH, 0f24{3t
AASE2 YENO = Frifot O = 7HRE(0{0F BTt T A2 YBIET|Y 7| 24K Z0f| CHSt
S = oMo TEK|Z; URAS XefSHK| b= Hol Flot e A, TE AE0|EM =

= Lo 271 25 L
=82 ZYo| ULt

i

=
oF=
*HES IESh="0I2ks 01= AR = BHS YAl RIZF AR 9f0] AAT AR =
2SS 2|0[SHH, T SS0IAS M A0l 0|2 2 7+5-80| U= ARO|L} EISS 2[0[StA|
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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| CiSt EU Directive 2001/20/EC: “SCHSH O|AAR| EE= BCHSH OFS0|MEES " — 20 2AIRI0]
AHE el LE MBS IFSHAHLY ) E= 71E YO HXO| BQSILL, XIEH0|ALE Schst
ETLE 7|5 MSHE ESIALE MHA T = MMA olaks Xalish= ZE HIZZISHK| 942 OfStE] AtA
= Et

Commentary: ICH 7t0|=2tQ1 E2D0IIM ARt = MBS 2IoH BLHE O|AAR| (AE) = 2F=0|ARES (ADR)
Ofl CHet ICH F27H KHEHEIQACE. CIOMS &2 2F0lA= ICH FlollM "ok ol mtet mitt "oz
AlZfSh= £2Ho] 91o™ 99| EU Hol= SRSt Aoz 75t

Serious adverse event or reaction: standard criteria | SLHSH O] AFAL| EE=
S O[AHLS: YU 7|=

IOMS VI: Clinical trial safety information 2005REEaS RS I== 1 MNES )
O S2OMEX| 20| 7t5t 2E HIZEISHA] o2 oot AtH:
- AlE =2
- MES
- O = YR T(7tel ¢iElo| EHe
- X|&A = Bt S7L 7 |s XNotE e
- MHE J|H/0A, =
- O[BIMOZ ZRP AP FE= 1S,
SN MHS QUSIHLE AL EE= QRIS ZelfsiX|= QXD SRS /0| BCR 4= QAL
2ol LIFE 205 & SIS YX(SH| s SH7EeE & U= Qo 25t Al SO
CehA= AEET EHe RS Z2X6H| (st 2ot Sl afsky mttks Li2{of st, of2{st
AASR LEHOZ Fiifot AOZ ZHFE(0{0F BT, O A2 = Y27 |d 7| 2K ZTol| CHt
SEA E= T HEXIE; LS XeHot| b B Aot £ FE, T ASEY E=
IS Ehdo| ULt
* Note: “MES 2[&s="0[2t= 0= At = BHS TA| SR AILS 2E0| QUAE AFA = HSS
o|o[stH, & Z30|US T AFL0]| O|2A| FE 7t540| U= Arzi0|LE IS S 2|0[5EX| Qb=Lt.
Source: ICH Guideline E2A: Definitions and Standards for Expedited Reporting
EU: “SCioh O] At EE= BCist AZ0| 4t — 0] 2AIR0] MU ZeSiHLt, MHS IHSIHLE
QU = 7= R 7|7t HE0| HRBIALL XEX eSSt 2L 7| XS ZelistALt, MEA I
= MEN 0|AE Heliste 2 E HIRRIGHK] Q42 ooty At E= At
Commentary: ICH 7t0|=2t0l E2DOIIM At = MES 2l SCiot O A (AE) = 2f=0[AHES (ADR)
Oil Ciet ICH Ho|7t AEZIRACE CIOMS A2 JE0AM= ICH HoloflA “oletd o afely met "o=
AlZfSh= T2Ho| gloH 212| EU Hoj= STt A= 7H3iCt

321. Severe/Severity | 55°|/35 %
CIOMS |V: Benefit-risk 1998
E- MY S| ZE(FEL)E 2E0k= Ol ABE(0l: 35, TSk = 5 el EM). "ot
(serious) "1t S2|0{7} OFL|CY.
Proposed by CIOMS Working Group IV.

{RF: Serious(FHehH}
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322.

323.

106

Shared decision making | 3S2|AIEH

| (2=0] Hol=e XiiHo[x] &%)

SRt Q|2 HE7ET ETH Y=Iot] SRS I3t 2|Mo| K= AlZlg 2X6t= otd.
SSOYAEHEE U mioll= 2HXte 7HK|, 21 I REAretE DIt

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] ATt THEtE|="0]
M| QOLY, 0= gfele| Zntrt OfL|2t £3=2/0)| oI5t 0|3}

ATY HRMOo| S T Rl (2 3 A eholA Lot
HE EF St RU;MSAHLE RS Al = Al|2] et 7ro| M2 TRHE QlufetA|

L= BT ol MZ2 ZHS AR,

rl_r
of
Il
il
rr
2
m
o >
A
rio
)
5t
0
)d
o

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.

— #21 Signal (TERMS AND DEFINITIONS — VACCINES)

O|H/CHE He:

Signal | A0o2|IHE
|OMS XI: Patient involvement 2022 = Rt 1= c e YNk~ 2]
Adopted by: [VledDRA Labeling Grouping 2024]
QIOFE O Ql8f Hilieh o~ Qli= MEZL LTI EEZ0)| gt HE, UHHO = i 289

oS
H7h ot 2 0|¢el 29 YYE ). dife|gEE FAEt ofF 7to| Al QIuAIE

AR = gfoLt, BEXO == H|0|E] B! =9|of LE0] /1Ml HIte| AQds SIUHS,
7P 0|2k= FEol| F2lohof BiTt.

Source: Uppsala Monitoring Centre (UMC). What is a signal? (Webpage accessed 9 February
2022)

rir

Signal | A0R2IEE

X|Zoo| QInfetAl= & 4= QOL FIPHQI RAtRt X|EHQ| ZAIS SRS 7HK|7} =
ZoZ mriz|= 2,

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: & EI21 8 OfL|2} HI QA SEIRIOIME MOt2HET} Ehilfe 4 QIC} Of= 0|20 O
CIOIEIE 7|EIO 2 df{of BT, AHE L (CIABHX| =3 ERHCZ SRt Al 0t ofL2t E4(501d), Zx,
L HIE = ZALLL KR F21 AGCHAXH I TTHol|A ol &%= Zi0llM 2|0] Ql= HatE LiEtlE= 7|E
AMHoR HPHE Anlet PEEl okZ0|ARHS(ADR)ON CHet ML 22 0]0] 24T Alzi|ol| CHet ol AISHR|
X 2t o|0fg 4= QU A2 EEE SRIE k= Ol BE HESI/L (" A0l2IHE 23t”)
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https://www.cancer.gov/publications/dictionaries/cancer-terms/def/shared-decision-making
https://who-umc.org/signal-work/what-is-a-signal/

BISHOF She 7 S ofRo|Ct. A 9ofF ELIER-IS ffet WHO &2 HIE|(BMJ, 304:465, 1992
22 2292 HDf2IFE0| gt 0T Foli= Al = 2240 £HS 5310 ICHOIM ERUE! O AR 3
Ole30]| Chet 22 YIS ML “OlMARe 2ofF Ato]e] ZHsT Qlat2tA[of CHSH 2 el FEO|H,
Ol O[Ol REAX|X| QIUAAL; SRESHH ZASHE 2HAOIC LHFHO = ARRo] Sthgzt FEo| ZZo|
et A0E[YEE dgoie{H SiLt ol&el 27t Hesitt”

Signal | A0l2|"HE

| (B=0] Hoiz2 xiHOIx| %)

X|zete| QIutetAl= & 4~ QoL Z71EQl ZAR X|LZQ1 ZA|S DS IHK|7} U=
Z102 mCte|e= H0,

Combined and modified from:

Report of CIOMS Working Group IV.

Dictionary of Pharmacoepidemiology, by B. Begaud, John Wiley & Sons, 2000.

Commentary: 4 =13 &£ OfL|2} |4 fE RN A0t [FE T} Elist 4= QI 0f«= 0[Z0] oft
CIO|EIE 7|22 df{of ST, AHE L (OASHX| =3 A= Zadt Al {2t ofL|2t E4(S01Y), Z,
LY H|Z = DAL K2 F21 AZCHARKERL HEOIAM 0flafl= 2301 Q0] U= HSHE LIEIL = 7|E
YAHOZ oiptEl Zufet 2eiEl OFS0[AHES(ADR)0 Ciet FEet 22 0|0] 24T AlZ|of| Cist ol &15HA|
R 2t oJ0fg = UCH ADRE|HE= 20lEl Bih= OfL|2tM B8 ASSIALL (“HOREI-HE Z3t)
BiafsHof St JHd S Afeto|Ch =A| QlofE ZLIERIS 2let WHO &3 HIE|(BMJ, 304:465, 1992
22 222)9| AOIZIEHE0] Thigt 01 Foli= A & Z210] £HS HF=11 ICHOIA =E OfAAL| 3
Ol &Et30]| CHol 22 HoIS AT “OlMARR ofF Ato]Q] THsSH 2lat2tA[of CHSI 2 1 El HEO|H,
Oli= OJToi| XIX| QRA7ALE 22HISHA| EM2tE! 2A0ICt, YEFX o= Afzf|e| Srint FEo| ZHo
et A0RIEEE Mdsi{H SiLt 0l4el EuMIt Eesitt”
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Signal | H0}2|1 "L

SHLt OfAtS| oFZ0f| CHH QU22tAI7E RIS 4= U= ARl CHEE H 1, Of= QZ2NMEIe| Fo|E
SIIAF = G otH, TRl AP EKSIC

Source: Hartzema, A.G., Porta, M.S. and Tilson, H.H. Pharmacoepidemiology: An Introduction.
Harvey, Whitney Books. Cincinnati, Ohio, 1988.

Note: HMEOZ ZQ6I11 ME2(0IASHK| 221 Aol Chet HE 2{of|= Alof2[™ME = o|of adxl Ar|(od:
EY(50lY), Tk E UEEn 2RAE O|0|E)of| CHel ol &lstX| Ret Zut fe= ARE AAIRE Xatste

ZUE ojnjg 4= ATt

324. Signal detection | 02" E EiX|
| (Z201 #oj=e XiiH|0|X| &)
Adopted by: [CIOMS IX: Risk minimisation 2014] | (Z&201 He=22 xiino|x] &Z)
[CIOMS XI: Patient involvement 2022]
DE SO ERE fEE A2 HI0|EE ARSI AORR[FEE #1/E= AlES=

Proposed by CIOMS Working Group VIII.
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325.

326.

327.

328.

329.

108

Signal management - Alojpde 22|

| (Z=0f Hei=e yiiHo|x| %)

E’éﬂ *'Diﬂl’gE7i oSty ZRM0|| M2 FI1Hel WIt OAAE i J|EF iy
ShpEK|7H Hee Hro| QIiMS LIEEX] 6f2E ZTs17| It Yo s,
Aoj2|ye EiX|, @Mee| 2W 9 WIph ZEEICE

Proposed by CIOMS Working Group VIII.

Signal, verified | ZZSE A0f2|HE
CIOMS VIII: Signal detection 201 0fNEE SR i MINE e}

i EA‘I I:Ei AXIO_I(O;”- EIIFO||:|HI-I OIAI-Alo-i CC— _T'_AII-IOI_| 74%%_7.10”k| X-"lel_| 7E=|IO-II_-I|(;)_|

0L o [ ]
U} = ME Q= Gt S8 ASE QAT o AlE|= Alof2| ",

=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.

Significance Significant Significantly - 7eld, felgt felsi

CIOMS VI: Clinical trial safety information 2005QN€SESIERIE=I s P E &3]

%ﬁl%i’é*ol MM Mg o0t of2{et AFE A X107 gl= 2 HFE Ko7 HE2X|
(RCITHK]) B2X|(R2lSHK| E2X) LIEHHE S8 &(PEL)S Mottt “[olet”of Cist
SHMI FME2 o= P=0.05(5%)0ILt, P2t = “ Rl "ol o|Fst= A2
QU] AX|7} QUCE OS2 EEA| YMSh= 227t Bot Z483H0| otz axo=
2o 27} B0 2760 SAHE Rlot ZupUtLIEILIX] @52 4 UCH

Proposed by CIOMS Working Group VI.

Simes | A|HA
CIOMS VI: Clinical trial safety information 2005§REES kat: == [N}
2HEL 87| LI HE) SARSEXIT S H™=10] 2 i,

Proposed by CIOMS Working Group VI.

Special populations, &1: Vulnerable populations | S4= ElT

CIOMS XI: Patient involvement 20220 RIS Rat: =S NS}
CIEel QI8 The Zeloof SHH, 0[o]] =ot=|X| ei= &~ QUL

- A0}
ey

- Qph e Agu

- 2PS MBS SHHESI0| i B}
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330.

331.

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}, G4t T2} S UNTOIN HES TR0} SH= M2|X S4S Tk FTHERE 1 34%),
F I $7P ERE s UL
Proposed by the CIOMS Working Group on Clinical Research in RLS.
& Fol= CIOMS 47 & B 1A AH 41914 8¢l 7159 #2416,/

Specificity | £0|x
AAL A EH Hol7H gle A= LIEfL ARIE § A= J2{ot AlZISC| HIZ. 0[2{8t
dAkE YMBEE FHE[LE 0| Zele 4= ACH

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

Sponsor | 2AA[EC|Z|x}

CIOMS XI: Patient involvement 2022QNEEE GRS i (PSR
UMAI = Aeio| A, Bi2| WS KT REHS MQUX|E HE, BIAF, 7|2 e

E)
Modified from: CIOMS Working Group IX.
OFH/THE Hel:

Sponsor | L&AIEC|Z[x}

| (Z0! eielz xiimlo|x| A=)
Adopted by: [CIOMS VII: DSUR 2006]

CIOMS IX: Risk minimisation 2014] 1 (201 gied=2 xjimo|x] &)
CIOMS DILI 2020

LA 7HAL, H2| SYEE= Rt ZEE MAX|= 71, AL 712 = =E

{CIOMS V1I} 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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https://database.ich.org/sites/default/files/E2E_Guideline.pdf
https://jamaevidence.mhmedical.com/glossary.aspx
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/dir_2001_20/dir_2001_20_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-9/pdf/vol9a_09-2008_en.pdf

332.

333.

334.

110

Spontaneous report | AP H1

| (201 Hefee xiHo[x| %)

O|ZHE7} = AHIXIZH 171 0|42 Q|ofES FOoot 2HXjof A HHSt 121 042 ol Mx|
AFZ0|MES 2 QAL HIE = = 7B 7|20l JIZSh= AIEEQl QAAS,

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: =S i MNESES)

O|oFZ XMF7| St N, w1A| 3 obEIo Argat 2AEl JHRl = &RE] 0f7|0fl= CH20|
IohE == QUCE

- OOFE JHHRHM|2f/2| 24t I A

- SR}, 2ERp | S 2FXt CHEHE!

- A7 12

- B2027|s Hot 7|2
- HalA}

- O|RTE}

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 E0M s = A = ZOHo|| CHE |23 9|(SAXR! X, Rt Es
Of|)). 2z ol =27 [2tofl A Ealioh X|IRof| LIRIUALE, A HIE= SYEE ogY=0| Hoz
HAUALY, = Mot O ETEII LMo Z Slst= WY 4= QUCH

Proposed by CIOMS Working Group XI

O|H/CHE Mo

Standard of care | = X|2H

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

Q|2 MR/t Stz Tt H/EE= X2, Ol 2oz QIYE= ZHE 7|HIoZ S, 0T
Y0l SHHC! 2M Xie¥S WEC

Proposed by CIOMS Working Group IX.
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https://imi-paradigm.eu/wp-content/uploads/2019/11/M17_D4.1-Recommendation-on-stakeholders-required-capabilities-for-PE-in-RD.pdf

335. Standardised MedDRA Query (SMQ) | = Z{M0] 22
MedDRA: XkA[St LIE2 MedDRA (Medical Dictionary for Regulatory Activities) &1
MedDRA Labeling Grouping 2024
EZ 2J40f B2(SMQ)2 T2 FOIsH O[5t Ae i ZHACA H0f} BI210| QU
MedDRA 80{(FZ CHE 0{[PT] +&)E |01
7HE 8| QM B10| Al Sl AHME X|RISH |

O AN
S, T, =, LA AL Zofol| Ciel 24, AHA S 7|E} A2 [stE A

o, L
HZHEICE SMQO| LIEtLH= fYtt £[512| 80f(Lowest Level Terms, LLT)=
AR PTO| ¢1AE|= Z10|H, CHE 2& A2 HQ|EICh

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. ©] EXAJ= CIOMS
websiteoA] F2Z FEeh = Qck)}

w
=
']
=2
X

—
m
)
<
©»
>
2
O
o
m
2
z
:|
o
2
7
(9}
m
2
m
P
>
=

336. Statistic of disproportionate reporting (SDR) | E2dH11 E|
| (5201 Hei=e ino[x| &)
K& 511 0|EH|0| A MEE Swd BMS ALESH0] H|0|E{00|d Y112|Z0i|A
Aot AR A-E AAIZL o4l K| At EFYE = £ 2|oFE0l| sl EnEl
F7IHQ1 ZAHEQTH S O &AL (SE-0l Al =S Q=B IXfo|A| 22Ict
Note: XF2H%| 5.1 HlO[E{H[0|A0{A BIRE SRET EA= O|ORET} O|AM 2F QMBS Sr2fsy| I3t
TS B712 AR 4 9IO0R, BAIK! SIS TO|MC| EAE RIS IHEIC)

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.

337. Structural alerts | #=X A1
CIOMS DILI 2020

HAH =4 ZHPF A= stetEs AHESH| fidlis efgfzel 72K F, SetE340|
E2 EAF 22 = 7k 240 oIS WHEdelE sS4l elelisdo| &2 £2oR HetE
== UAE ZZ0l| 53| F2IZ 712040 BTt 0| JHE2 oAF22 M0 Dl2tel 22 =HO0|

HIZFEISHK] Q2 SMH2E LIEtd 7ts48 F0(7| 2o TU=UCE
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 pharmaceuticals. Toxicol Rep. 2018;5:943-53. (PMC full
text)
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https://admin.meddra.org/sites/default/files/guidance/file/000595_SMQ_intguide_24_1.pdf
https://cioms.ch/publications/product/council-for-international-organizations-of-medical-sciences-cioms/
https://cioms.ch/publications/product/council-for-international-organizations-of-medical-sciences-cioms/
https://pubmed.ncbi.nlm.nih.gov/30258789/
https://pubmed.ncbi.nlm.nih.gov/30258789/

338.

339.

340.

112

Summary-level data | 224Z H|0|E{|

CIOMS X: Meta-analysis 2016QREEEY kb i MINFSES)]

THY AL LY AIRICHARE DF(0l: X2 3 CHER) S20iMe] 22F SA|(ol: B,
ZTHAY).

Proposed by CIOMS Working Group X.

Summary of product characteristics (SmPC) | HIZEM2}

CIOMS IX: Risk minimisation 201 4RREEIEY Kb SpNp: (MINESES)

{SPC2l1 % 3H

EU Ql¥E = 5171 2PN MIZ2| &el=|o] 2dE HE. MES st sudoz
At83t= 2ol CHot Q=™ =27t Cia FEo| 7|gto| EICY,

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

{EU Guideline on good pharmacovigilance practices (GVP) - Annex [ % 5. 2024F 7€ 269)°]
E8lE Yol ofgd gl Directive 2001/83/ECY Article 119] 7]&H JHE Egol= Hit I 59
A&2] gl H AP Aol o 71AFge] Yotk o= A FS QFIoky AT O 2 ARg-ol= o] tjgh
YEHE7} Qi FH 9 7|27) Hil. (FA)FHEA = AFE Y9k wiaf 2 HTHA Guideline on
Summary of Product Characteristics, Volume 2C of the Rules Governing Medicinal Products in the
EU Rev 2).7}

O|H/CLE 2

Summary of product characteristics (SmPC) | HEEMQ°}

MedDRA Labeling Grouping 2024

QEBOAL, OJoZo| ST BAKOR 0IE| AIg XS 7|48 2AS LPIL
HEENQS oJHES OISt RIHOZ ALZSHE B0 LSt o7 RIS HEH9| 2710
&= ZMo|ct,

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

{CIOMSS] MedDRA Labeling Grouping BEILAoAl=, 919 “§9] of&oll Al&#549F 4.8% BI04
& a7 (Undesirable effects)” F-20] BHEi2o] o]ojA]r, o] afig H 11419} £3] #elo] Zlr}.}

{E3F o] gofFofAE CIOMS IX(2014) Risk Minimisation H.11A10] A€ Fo|& HAJ9 Fo=2
AAIBFE =5, o= EU Guideline on Good pharmacovigilance practice®] Z3He &9/} ¢f
FAFoF7] ot} }

Survival analysis | MZE2A
| (Z20f ¢ef=e xiHo[x| %)

= & K= LatA[e SoilM SK EE= HISKH 0| AFU7EX|2] 712H Y
Qo JHEE SAZM 7|, O|MEtS = HIX|HA M2 E8M S CHE

™ oo L1 LO1 o

dE7|2hE Eot|
= R ARIINXI2|
7[2tof| thet 720l = MES = UCH LR G| MEZA2 2059| HE(Log Rank
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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

Test)dt 22 H|ZH HFS ARZSI1, 1 2l0f= Cox ZH2t 20| “HIR24X"U 0 U1
(&7IE dgn DeMY £ ACHE|S = Weibull(5H| LHE E22)).

—
Proposed by CIOMS Working Group VI.

v
R

341. Surrogate endpoint | CH2| T7jHS
(CIOMS VI: Clinical trial safety information 2005RRES ekl UINESES)
AN O ZQ3t Aol HRE|E2 o] = TWHAX|H 1 XHE YAE oMot
PUolY, = RGOt 2loidel =S ZHGIX|= 42(0ll: MAHIEXIXY). Che| BIMEs=
oA, X|= M, HEN2 S B 7| afolX 2AE J|e aX Z1E o5 A2
Oflef=| MBSt 32 LK HotHe2 ARZE £ QT
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}
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342. Surrogate outcomes | CH2|Z1}
S Bt AME ZUHE CHAISIO] ARZE|H, AMH ZIIE o Fe 4= ACHD ZHREICH
CHE|Z2te] of| 2= S8 ZeH0|Lt 2Eet 20| ACHT HAX|= HRBEX|XL S&PA 24
= HAR HAFZDH S0| QUL
Proposed by CIOMS Working Group XIlI.
{ZF11: Economic outcomes(GA & d2}), Patient-reported outcome(EA}F 7|71 Z3}); Surrogate
endpoint(te] BT}

)

343. Survey | "M
| (22201 otz xiiHo|F| %)
%WEEE OETE7I=RH ot A0l2| -, H7|E O akAl|ol Chiet X|A|) (£3] Mot
ETHollM AFZE[ZLE 2] F7|Afedo] & H&E ZR) S{7IAF0]| ME HE ALE, =
HIZEO| YU = Q20| FARH ZRO| ALK} 222 HIISH | ot HEE +HoI=S
HAE|ACH MH Al Moz HEZAtS] =20t ¢ BitHol| Ciot XtA[St MHO| ZLet=[0{0F
oich

Modified from: FDA Guidance for Industry: Good Pharmacovigilance Practices and
Pharmacoepidemiologic Assessment. 2005, March.
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Suspected unexpected serious adverse reactions (SUSAR) |

of| &¥olx] et SChie o] it

A& ETI0] Ciet EU AAAIE X|IE(EU Clinical trial Directive Guidance): “sHg
UAAIOA LSt IMP(ACHS IMP % CHESE) 2 K2t Qo0 O &fSEX| et Sciet
O|AlE|= O|ARES(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 o

Suspected unexpected serious adverse reaction (SUSAR) |

of| &¥stx] et 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 OASHK] 2ot Srict
OJME|i= O|MEHS(SUSAR)S 25 Al& 2 TI6H0F BTt [A1: IMP = YMA[EE QJofE]

[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] AgH 2|32 o] Y EHAS.}

Systematic error | AE2x}

CIOMS VI: Clinical trial safety information 2005QlEEa kit i [MIE )

PURL K= OFL|LE 17H O At 37 Lol A ST Wato = Eish= %t OIE &
HE W2 7|7t SOt XME2|E H6k= 82 Y7 (X0l 2uE AlSHO = MAHIISHA| EICt

Proposed by CIOMS Working Group VI.

Systematic review | H[A|X 2sin%

| (=0 ot xiiHo|F] %)

EF ATER0| Sot7| I8l AR X-E HAY 7[F0 5= 2= afeby 24 8l FEs
SLREMSI= A2 SHE = MAN Hot,

Modified from: Cochrane Training, Handbook, Chapter 1. (Webpage accessed 14 December 2021)

O|H/CLE H2):
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https://training.cochrane.org/handbook/current/chapter-i

347.

348.

349.

350.

Systematic review | X#|X
(e =2 xiH|0|X| &)

A, MG HIEFH o= HWIRHH 1 H|o[HE 8 8
M| 2foH A0 BAMQ! HhiHS ARBY. ZotEl Aol ZutE EA5t Qofsh= O
SAX S (MERRA)S AFBY & UL AFSHX| 42 & QUL

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

o[

Target population | SHEZT

| (o]

0| GlossaryoilAl 2|0fst= SEETH oA 2tet ZX|EHHO| CHA0| &= SIXHER,
S{7bAFe LY MSE 5l 27IAFe = Hoted Folof| 2t sl QlotEoR X|RHE 4 Q=

o
SIx}o| SHIRICH S O]} FRE 4 Qi BAIS XA,

—
m
)
<
©»
>
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HEO yiin|o|X]| &X)
N

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 [ (73 5. 20249 7€ 269):
WAL S

Targeted follow-up questionnaire | ST F£XZAL M2X|

| (0] ieje xiimo[x| 24%)

SR o[ AAR|0] CHoH B NXIZRE EXot It YHE +ESh= | A8El=
MEX|. Yoy ok 2ZEA|Q] Ueto|Ct

Proposed by CIOMS Working Group IX.

Targeted medical event (TME) | SH 2|3tH Ajz4
CIOMS VIII: Signal detection 2010RREEaY RS =D MPNESES)]
E73 2oFE0i| o EHRHRICHA O AAR.

=20

Modified from: Guideline on the use of statistical signal detection methods in the EudraVigilance
data analysis system. London, Doc. Ref. EMEA/106464/ 2006 rev. 1 (PDF)

Telemedicine | 2|8

CIOMS XI: Patient involvement 2022

UMM XA B XS HRE St= 2 ZAH|A XISt CHE 2lZAfH[A MSKE 7t
OIMAS (MBS 7H HAC|R) = O ZAHIAS HRE Sli= Q2AEKIR S| ZHMET} 712
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http://aaz.hr/resources/pages/57/7.%20Cochrane%20glossary.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/regulatory-procedural-guideline/guideline-use-statistical-signal-detection-methods-eudravigilance-data-analysis-system_en.pdf

351.

352.

353.

116

AR S(UA-HSKE fHe|=)2 Sl HH2= & MHIAS HSdh= 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§ 1A 44 5.3.1, 2% 4] 89 153

Time-varying exposure | A|ZI7HH L=

CIOMS XIlI: Real-world data 2024

AZI718 0| HOoloflA, SIXIER TS E T AMEE FHEH, 252 & M=
AlZtel Zutoy| w2} e 4= U= 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}= ¥

AHAMZH|0[ES] Hel= LMo R 9JoFz0| Rl 3l S T2t A 82
EHot= O AFBY = FEE MSst= E719| = H|0|E X2 R0| ZRHEICE 02435t
Hel= FHSIX|2 MG |= Qi 2710l = MG IHYol|Me] FEE XASH= ZH0M=
MM o= FHOIX| 8X|2F M2 CHE Q&M HFe| e dnt f2d, 12|10 2
HElS WItsh= o] 8%t CH2 H0|E] XIZRIEE ZARICE O[ofli= XHUE 21 A|AH
(SRSs) X HEZAL SO| ZREICE, 0243t H|OJE] AAS2 =4 H Sot HiZQ| Foldat
PSS Gotoh= O AEE|M »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

{ZF11: Emerging data sources(Z17F A2}

Trial | L&A

| (Y0 HA=S xjib[0]X] &iX)

27X O|&2| STH( & Stz CHESM = “Sd K=" Y 5= AZ)E AILTHAKI0IA
FPEI|2 HIESIO] H|wdh= AR, CHER2| AlofiM= 2t ZHelof 17He] STt HHEE|LY,
== S8 HEHO: 710l STHIEBHEEIALE 2 7HR! LHOlM THE &M = AAIRIE2
St HFEE]7 | = BiCt,

Proposed by CIOMS Working Group X.
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https://apps.who.int/iris/bitstream/handle/10665/311941/9789241550505-eng.pdf?sequence=31&isAllowed=y
https://doi.org/10.1093/aje/kwm324

354. Tumour-agnostic therapy | =22 X|2H|
CIOMS DILI 2020
20| Y = 2| AR 220 2A|210] | ST/ EXG 7|HICR o=
7|Et SEE MBI 22 KF5t= KEH 2 YE. ATEE KEH = A= HEO| EIE
FUA SCHO|(HE) Ee= MHEXXD = 2E o RS SYT A=S ARSI
X|=ot= YE2| HAMX|ZH[OICE Tissue-agnostic therapy2ti = St}

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

355. Type | and Type Il errors | ®|1Z 'I1|2- Er
CIOMS VI: Clinical trial safety information 2005giEga k! XiiHO|X| &tZ)

SAH HEM H1E 2F= 2(2H0IH, M2E vE IO 2 LR M2 0| AlES
AT 2U LUSH= S HOICHAY| LHE EX).

Proposed by CIOMS Working Group VI.
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356. Unmet medical need | O|=Z o|24Q
CIOMS XI: Patient involvement 2022 =S Rl i So i U ES eS|

0:|||:é|', Xlg I:I:t II_|I:I_|-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
A B = T179| ME0| o2l SHof| HlshK| 2olsh= T A|A,

[ 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 RIS Rab:I=Sp i [MNESES)

AHA19] 0[olg ATHHOR i HOHOE Hiwst 50| gl AR Of= JHolo] ApAlo
0loj2 Hst o LR 2H 5, 8, XY, ¥ i JJEH S0 Qo] Mrfs E=
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https://www.cancer.gov/publications/dictionaries/cancer-terms/def/796871
https://www.fda.gov/files/drugs/published/Expedited-Programs-for-Serious-Conditions-Drugs-and-Biologics.pdf
https://www.ncbi.nlm.nih.gov/books/NBK338448/

359.

360.

361.
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4\
CI{{&
\ Y

RO 40| IS T 2B 4 9Tk OlQI0E IS0| AT Y= U (UAH =
GRER!) £ SHO 2 ol Etelo] 15| 0fool ol MBI 7I2017| o2t
Agjol A QIC}

Modified from: Guideline 15. In: CIOMS. International Ethical Guidelines for Health-related
Research Involving Humans. 2016. (PDF)

of3/che Be:

Vulnerable | ¥|2Fst Q%"Oﬂ U=

AN 2GS HRE t.':*71|-f ZFIIMQI IBHE U2 7tsM0| =2 JHel = R,
iEEOR, "E43t DI 0J2Hs 80fis 40f, ke 9 T2iKiel 2ol
Teisiof st M2l SAIZ 1 TTHE Msts O ARBEICHRE 1 24T). 0| £ HEs F2
N

Proposed by the CIOMS Working Group on Clinical Research in RLS.
& Fole CIOMS 47 Iz B A 44 4.1904 el 7ks8 I 215 16).

Weibull distribution | H|0|& £
CIOMS VI: Clinical trial safety information 2005QlEE kR =R IS FES)
D4 MESM DL HRIE HofE B,

Proposed by CIOMS Working Group VI.

Weight | 75|
CIOMS X: Meta-analysis 201 6fRCEE G Rl ts i [
Halaiol st g o7 ZK|Q| TSkl i FEA7} RN HelEae 2t o

| g
7|0f5h= ATHEQl ofolct ¥R RO VIS E5 EF U 2 +0|<zl,_/,\_§ 22|t
DA H L 24k 7t ZHEA o A2 LREEICE 2Lt JHE AT X9
olo

SHElo) T ey o 2o st Wt g el S T
TRl S w2 4 Ur,

Proposed by CIOMS Working Group X.

Yate’s correction | OFE E’“

| (20| Hej=2 XiHO[X] &X)

?folxﬂg 7:1’5;% 2t 2 x 2 EEHO| H|0|E0| HEE= 2. J2iLt 2|4 HEE
AT EN0ME LEHOZ Fishere| MetAXMO| MSEICT

Proposed by CIOMS Working Group VI.
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https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
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TERMS AND DEFINITIONS:
VACCINES
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Absolute risk | ZCHET
CIOMS Vaccine safety surveillance 2017
XIGE AtZ40| EF DECHO|A Lt SEZ | AFA2| ATHRH Eot= CHENQ,

Source: http://medical-dictionary.thefreedictionary.com/absolute+risk, accessed 5 May 2021

— Absolute risk (TERMS AND DEFINITIONS — GENERAL)

=

Active vaccine safety surveillance | S-S A 2t
CIOMS Vaccine safety surveillance 2017

XEHAASHE Z2HAS S8l 01T ZETOIM LTS = O|&ARI(AEFI)2| =2
7St ot 2EHOHA| =eldtEdi= ClOJE] -7 A2,

Proposed by the CIOMS Working Group on Vaccine Safety.

-

— Active surveillance (TERMS AND DEFINITIONS — GENERAL)

Adverse event following immunization (AEFI) ™ | G} MZ & oAlHIS
CIOMS/WHO Vaccine PV terms 2012

Adopted by: [CIOMS Vaccine safety surveillance 2017]

OYES = LU il ALZat SHEA] QIIREAZ Ql= A2 Of Ll = HIRFAISHK 82
OfSHH A, O|JAlZll= REHO[ALE O|=51X| b2 =, HIE Xl AFdA 24,

L= EEHol 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 Holof] ALZE “ o= S (Immunization)”

k=3
HAS Moz Wig *I‘Q‘f‘: S onfettt, AR "ol B RIFO0| MIZ/AY F Mt = Wdst=

[ [

7Holol
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BE T4, = blo| 413, 4 U Soi7t Eeteict,
{1, Adverse event following Immunization(AEFI)9] ¥91% £7: Vaccine product-related reaction,
Vaccine quality defect-related reaction, [mmunization error-related reaction, Immunization

anxiety-related reaction ® Coincidental event.}

— H1: Adverse event (TERMS AND DEFINITIONS — GENERAL)

Aggregate data | ZIelxl=
SA0IM TEAt=2 o2 SZKX0M ZetEl ClO|EE LIEHHTE C|O[E 7 EA|=H Q|
BEK|= 0[2{ AEK|Z 7|HIOR St= QUIEA|ZO R CHA|EICE

— =

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 dhAO| G m X[GAr|of|A et WO Ofl &= ALzl Holof = 2E ARIZ QI
A2/ 2 TS ) 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 | QJAFE HHAl Muj

{A1: Immunological vaccine failure}

Confirmed clinical vaccine failure | 2JAFE HHAI Almjf 2Fol

27| S o|LHBOZ QIot B0 2AS/IK| S| SAHQI X|¢Hg 1] Al MASH D 25|

OO T1L-

OYEES U2 AR 2O 2 o ye + A= £ AHO| 2, 0] Ho|E HEs{H
S IISkS A
= E|:| =T

AR THO| HAIOR O JH53 5, WAIO| R
2/2) 9 QAEAIS SO[XOR BHSISICHS QA ol AlsiAl

A
sfol=l Afailofl Cist Siehs ofer)o] Besict,

= 1771 O
o Ol|A|(UAFR Al AMmljot AX|): 60M| SHXI7t 237t HB 2L IR BAIS o H HT st 6713 = S.
pneumoniae Type 19F AlzA HZE ZICkS YQICH= H1, 0| 22 2kt MESH| WSS Ehtm sidlof chet
HAHSS A|ZIRHO{0F SH= Al7|0f] ofl ZRCE =3t HETr A Zgol FE7|7t ot ojlA £230(7
20l 19| &2 H0{2{0] Al 5 U= Al7[0f 0[RS = L.

o Of|A|(&F%] el Mufio S UK|): 2|2 0, 1 2 671 LYOZ BY 7t WS FE ot 234 BHXje 210,

2R XL MHSA FES LUK BY 7HF HIO[2 A0 e &2 2 HE7|(2-670H)E 7IECE BE
HHAIEZO| 2ATS| ELEY| Mol MRS 0|0t ez = 2 OFo]| Ho=o| kst =SE(X| US
WO Of|AE|7| TiZ20]| O] = Al MTHZ ZHEE|X] Q=Lt.

*fantiHBc: 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

Suspected clinical vaccine failure | A= Al Alnjf oA

A AT O A2 ZHESI D 2ATSH UHES S B2 ALRoMe] AE WMo 2 HolF|Lt SiE
ZHo| WAoo = o 75t £ HHORE 20IE|X|= @h2 ZRO0ICHO: s oH™ES
2H2 ARZHOf A 2o 2EiX|X| b2 YEHl AgY HE = AY). 0] Ho|E MEsH

=2 o LS 2 oo o =20
57| U oSO I3t ol SIS SArNel XIS D{sof SiLt,

o CIAI(RIAS! S0l i oJAJ3 0K]): 24| O} 4% 2, 4, 6 % 127480] BY S|ZBRA QIZ0x: Xpt
AIZ U] 1 BERCEL 2= . influenzae® FEZ0| SHZIRISY S5 97 [H0l Lt 8458 242 23ElR|
RUSICH 0] F BRI RATIOHT FHOp| BES WD, LB F=| U S AlRt2 7[FO= Wofzio)
OifAtE= Alofl 2800} Bitt, 2Lt o] Zlto] B H. influenzaedi olsh SLEIRIER], = #Alo= ofjaet 4
QIRIETION oAl B2 ik,

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
{E F 9= Adverse event following immunization (AEFI}E {910 maf EZ 8 o} A 71R] & 9] & sfifold],
Uz o] 7}x = o83} 2o} Vaccine product-related reaction, Vaccine quality defect-related
reaction, Immunization error-related reaction ¥ Immunization anxiety-related reaction.}
HHA KIS, HEEE F = ofH-E S010] OHl CHE 2210z Q15 Zsh 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 HE=0l 2lAES
SEOP7| Iet AME MT| U HAHOE FH|Y=0|| MEY Aol 25t AMEA ZHS
Lol 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 | GiI&4HZ 3l HHAIMZE
Adopted by: [CIOMS Vaccine safety communication 2018|
O] EDMOIM AFZE “0f & E (immunization) " 2 7012 HARIS SXOZ HiMS
Ar85t= A*S 2lofolct, YBHHORE (1) 58 3 5 HAS XHsh= “odEE "2
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https://database.ich.org/sites/default/files/M4_R4__Guideline.pdf
https://www.fda.gov/files/drugs/published/M4-Organization-of-the-Common-Technical-Document-for-the-Registration-of-Pharmaceuticals-for-Human-Use-Guidance-for-Industry.pdf
https://www.fda.gov/files/drugs/published/M4-Organization-of-the-Common-Technical-Document-for-the-Registration-of-Pharmaceuticals-for-Human-Use-Guidance-for-Industry.pdf
https://www.fda.gov/files/drugs/published/M4-Organization-of-the-Common-Technical-Document-for-the-Registration-of-Pharmaceuticals-for-Human-Use-Guidance-for-Industry.pdf

“HHAEE T HOH ] 2Heloh 80{0|H (2) MUEE S ALS| ol HALLZ S 2|0[BiTt.
O;I o] HEXA =" 0l “I:IHA|I-I_7F_”O|Eh
oS X "1 do [

LTS 20k £ F3ut OREIIK|Z Rl EnAMol|A ot
80f= YHHO= 22 o0|Z AgEILh™

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
[2012 B31A]]

* AR T2 WA HMIS0| I/ HES [t T Wiltls BE TEA|IA, = HMO| Fg, MY 2 FHE
EEIBICY,

AR LIl 017 LARIO|ALE LEINOZ AEE|= AOZ 7I5E|= R IIX| £ 2771 FRIEIUCH:
CH T2, “CHEE M S Am|el”)

10.  Immunization anxiety-related reaction | O®4HZ 2t24 2ot
IOMS XI: Patient involvement 20220 RE =Gkl SN MWNESES)
(&0 Immunization stress-related response (ISRR)}
| XL S T TR0 Al Ealo| 28 i OlwEE T2 el 9t ofLle
HEEK M= AER|| AL} 2T OUTE M0l L + U= CIATH B4 L T2,
ol2{et HHS0ll= O|F:A1F i BHS, nt= g o7 BHS Bl AER| AL PHAE HAINH HtS
= Foipt mere 4 it
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 ] o]} L ast] P2 g 22 WHO Vaccine Safety Basics learning
manual (PDE)}
O]H/CHE He|:
Immunization anxiety-related reaction | O'EZ 221 ot a2
IOMS/WHQ Vaccine PV terms 2012
{# F9E Adverse event following immunization (AEFI)E {90 wef HF e o4 71X 9] &
oftfol L x| ] 7} cheEF ZFCF: Vaccine product-related reaction, Vaccine quality defect-
related reaction, Immunization error-related reaction ¥ Coincidental event.}
Ol E 0l Tt 2Rt = QIoH Elidt= O UHE = O|AHES(AEFI).
Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
{20214 6€ CIOMS cumulative glossary team Note: £ 9= #|< ¥4 (evolving) 52 2. €A
WHO 74 ] tjst 2 ok 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)ol] A 891 753}
11.  Immunization error-related reaction | 0= 50| o3ttt

122

IOMS/WHO Vaccine PV terms 2012
(& FoJ= Adverse event following immunization (AEFI)JE Q1] mef E73 ot Al 7Fx] §9] & oftfo]H],
Uz ] 7}R= oRea} ZHe}E: Vaccine product-related reaction, Vaccine quality defect-related
reaction, [mmunization anxiety-related reaction ¥ Coincidental event.}
211 o L . -
SUxpRE w4l 313, K = S0I2 Ols) HMEIDE 1 SAA o] T8 OfUE &

O|AlHS (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/

o >
AR\

MS

(X

|REEE 2 DteE 2 mis M2t D AR et et TR0 S17kE| 0 HRE|E 2 ol2lo] ALg
(7=, A 8 £o)S njpict,

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

12. Immunization stress-related response(ISRR) |
Ol ZE AER|A 2HA BH2

CIOMS Glossary Advisory Board, April 2023

HATS T20 BSEA| et FHZ = QIoh 2dsh= Cidet T4 8l Y=, ol2{et
232 A HIE, Wil SR Hel e (YES TR0 0| RFe} AT gl= Ao

2IRE|H B0l et 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 | HZgHs 8§l Anjf 2ol
QIAI uA1 AT} S0l HAIO = 0t 2 Qlis el QIAEALT HIE Al PIBIEIX|S i
iofaf bl Almjo| 7H5 50| QICH BB AlTjE SIS KESPY HAS TS
= 0| HAUESO| HolEl HXIXE MASHK| Rtz MANEXIC| M2 HO|EIC Of
HO|0f| M= Lhofol| ot HOlEl AttA| EE= EXIXEZE QIO{0F SHH, BiAIEXIT O UHE
2tE 2 MEo AlZt ZHHO = HALE 2Hofof BiCt
o Ol|A|(HHSHR eiAl Mot UX|): 32M[2] Bt O|F ZAKH= 0, 1 X 67HE YHOE BY 7t it A H
HEEAD, M| HE TE 62 =01 42| Hoi| st & HBs &HM| ZIAH 21t <10 U/l o] LIEHGIT. 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) ZEOR M Il HE S 1A 210 31-HBs 81| ZAH 43s|=
A2 HISt = 2ot SUDE 12, ShM| ZAL A7 ZHH0] ZESIX| poF HfSHA M 4~ OLt Ol=

SRIE|X| QAT

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

14.  Knowledge gap | X|AIZ4k}
Al £9l, MZE oA S|, OIS T2 Sajo v Sof skziof Zf2ie| Ht
HRSIALL +SLAHAZH 2XFTH Z710f|A Bi410f CHoH 0|8 Thstt HEIF SAHLE 4|

o 4 glaS nleitt. oSt HE 852 SE29| HHEK| 2 H7HA = HE N
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https://apps.who.int/iris/bitstream/handle/10665/330277/9789241515948-eng.pdf?sequence=1&isAllowed=y

ST,

Proposed by the CIOMS Working Group on Vaccine Safety.

Medicine or vaccine use within label, $2/0{: On-label use |
S|7pAFe LY 2| okE /MU AL

| (U=of ot yiimjo|X| &)

A[ES{7F Z=240] [HE 2|2FF2| 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 LTS MH|A HMSKL H S SRE7E =7+ ZEAIK A
w2t 2t 71| Zkfol| w2t KA 0ot B E O|MAl = 22Y AEF| ZHAIE sk
=H| 7|2 HMIEICY,
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 EefSALE, WEHS QRS YR E= 7|E LU HEO| HRS
= Bt E7/7 15X = AMA T7[H/0|42 Xelidh= P-E = 0
92| Bt F SILIE LX[SH| ffoh SIH7F HQTt OlSHY AR HA| BLifet A2 7HRE
ALt
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https://www.who.int/vaccine_safety/publications/Global_Manual_on_Surveillance_of_AEFI.pdf

Source: WHO Global manual on surveillance of adverse events following immunization, 2014.
(PDF)

— Serious adverse event (TERMS AND DEFINITIONS — GENERAL)

O|H/CHE o

Serious adverse event | SLHEH O] AbAL|
|OMS/WHO Vaccine PV terms 2012

0f 7Hid2 ICH E2A % E2D 710|=2f010i| HO|=[0f QALY [EZ 24, 25] BChE2 &RHAR 2t
L= ZX| 7IES 7|Eoz ol M2 1 o|RE FOlSHt, of|UTE = O|&AII(AEFI)= AtYS
ESIHLE, HEHS IFSIALE YR = 7|E YR 7|7t HE0| BREIAHLE, X4 E=
Bet 277 ISKSIE ZelistALY, M8 7|&/0leol 22 Stifet Zo= ZHREICE ICH E2A
S E2D 710|=2f12 HESH SIXHS IR0f| tEER 4= AL 912] 2t 5 SIS WX[SH| 2fsh
M7t EHRY = = J|EH SQ0t OfSHY Atut 22 7|Ef At OfSHM/fstA TES Kot
0| BCiph A= ZHRE|0{Of SHHLT HASIL QU O[2{3t “7|Ef afet” 2 diAle] (X|7} A
2EHOICCHE 4= UCH "Bl (serious) 2t ‘S5 (severe) € 3& =80t=0, E2 ANI=
CHE 80{ol| Refsliof ot 552 58 Atel 28 HE5h= O ARBEI=H(3F, s

E= FF) A Xl MUiXC = ofshy SR40| HE 4 QU SCiHol| chiet 7|&=2 Current
Challenges in Pharmacovigilanced]l izt CIOMS V 2100l =2|=|RACt, 7|2 HEL2 EF
SHE0IIM 2| SifA] Sl ol =y w2} CH2CH oS S04, H 0] Ciet FHo| 27| Ci2BE,
MEZ CHE 2HF 3! HIO[E{H|0] A0 M = B El SCfe Al 3 SCHSEA| Qb2 ARZAS| HIZ0] Ko7t
ols & 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 | Aoj2|YE
IOMS/WHO Vaccine PV terms 2012

EZo X, 22|10 A3 &S MUt 7Hs40| SRS TEte[= (YA 7t
QEfStALE Qs M2 FXHE QlnfatA| e 22T HARHO| MZER ZHE AAlst=,
SiL} O|AfQ| TR (2HE Bl Al ool A LAl ME,
A0 Y ZE0|A WAl oF=0] X{o|Hoi| Cheh 2fsior & Ak 2007\ 102 2[QloiiA 0] ¥ 282
CIOMS AR 2E VIIIoiM A0f2[HE Z2=0] s 44 S01 2ol =3t Al FSZAIE Qs “Aol2[EE”
o| i Mo|E JHUE WYt QiCt 2Lt Q3| AR IE2 WA AnZ|HE HE0| tiet F2 11
Af2tE CIOMS VIl 1A Zetste s FH(eh 24 QAL A A0l2|HE HES (ot 112 Afetof st
AR OF9| £|F E1ME= 20084 420i| S21=|0H MOl E AZ0| 25t CIOMS AR I VIl 1AM
(Noll B2 ZHL|=E MEE(RACE siE AFol| Chet ME M| HA A2 2 M| ZEE(/ACHAIM 3.4
EZX). EESt CIOMS &2 2F VIIIe| Aokl E Holot 2 H Mol MEI=RACHE0IE 3 MM 3.4 &=x).

Adopted from: CIOMS Working Group Vil on Signal Detection.

r|_I_

— Signal (TERMS AND DEFINITIONS — GENERAL)

CIOMS cumulative glossary, with a focus on pharmacovigilance | Version 2.3 Korean edition 125



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

19.  Significant knowledge gap | Artst X|A1zix}
IOMS Vaccine safety surveillance 2017|
KIAZ{A} OESS e ARSSQ| OFFol| At Hte 0/A FEa wile] Qol.
Qo ZT2=mAo|| SHAQI FS 0|E 7ts40| /U= B2 0= MEet XA AXKSKG)
2t 2red 4 ok
Proposed by the CIOMS Working Group on Vaccine Safety.
{&1: Knowledge gap}
20. Surveillance | ZHA|

|OMS Vaccine safety surveillance 2017
QlFo| 71ZE E51Y| ot QARAY Bl BXIE 7HsSHA| 57| o 241 I HHZEE =
X|&20|10 MAXR! Cijofe] ~F.

Source: WHO Global manual on surveillance of adverse events following immunization, 2014.
(PDF)

21.

126

Vaccine approval, authorization or licensure | 41 {7}

Adopted by: [CIOMS Vaccine safety communication 2018|

Of2y 2retR ol BiAI(S O|oFE) A 2H2tol|lA “approval(317h)”, “authorization(&171)”
% “licensure(517}) "2tz 80l ZE T MEQ| Ry-2ldid T2mlo| SHEQ!
0= HSIFHOM At 5l AFB0| SQIEIRICHE AIY=2| MOlS Q|n[oiC), YtMS
LIl P2|= Ol2{et AL EEx MAUS CHFE = 802X “licensure” & MEHSIRACE
“marketing(AITH " (= “post-marketing[AIT =]" )2 YUHOZ MZH|7t
HHAIS TSty |2 2ot T Mg REsH= TS AESH= O AFSEIC RMEM=
THIZ=0IM S17HE BIUTRtE HES TolsHR| o7 |2 28 2= QICt “marketing”

2 0|07} CEX|2t URMS 2[5101 2 H1 M Fbtol| 2K “pre-licensure(s17F &) &
“post-licensure(17t ) "2k= 8HE AHEHSIH MIZS|7t 0|2 E TE ELSIES SICH
(%, “post-licensure "0lli= sliie 8017t AL El= EX A=0M ME|= AT = 112{AFZO]
IekE).

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

22.

Vaccination failure | O|2F4Z Almj

{&1: Vaccine failure}

O[HHE &= HE LOo{of| Choh A2t2tA| = CH2| EX|XEH EXShs AaA HoiHa
= HASH 7|ES 78I = HOE & QUCH22, 23], Xt Aml(of: ZEHet = -0
BZ)= O|X} Hm(EA|ZA)2t TEHE0{0f BHCE, o U E A= 1) Al Amf(vaccine
failure) = 2) Ol HEZ2| Af(failure to vaccinate), & O{E O|REE XIA|E EHAI0|
M| SR 7| HEY 4 ACHI 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 E1M &= 23:] Cherry JD et al. A search for serologic correlates of immunity to Bordetella pertussis
cough illnesses. Vaccine, 1998, 16:1901-1906.

ikl

i

WA T Anjo| 2191 Chlotn CHSS EafehRISt 0lof Fgelxl ekrt

AN AT (1) B4 TR 2R(ST 2R1): (a) BISIZIE,; (b) B1o S AO| 912 21 44 A =3k (c)
SETS L HAA Pio] WS; () CHE IR olst 7Y, (6) T Xel, (7) HIAIR! 212 Afek; (g) BIoist
20; () &H=7] Sot siAl i HE0] olef EX0] £ W0l ofgt 7| 2 3 () B 2. (2) Al
BH21: (a) WIS TSI S2I0] CHol 100% SHEOIR] UL, (b) WAOR 0l THs3t Hghe Rt B,
WHH, QHEIY, P2 H0| EE ST SHHOIN|| RIS KSR, (c) B 2H £ 58 S0iE wAlo)

A1 ST (d) T 2,

=o,

B._0I2TEC| Hf: (3) A2 2A: (a) £ 2F; (b) HE

£l SAE| Al BRS TBI5I0] SHNSt A HEe|
HL (c) ME 2, (d) AR Al Rz 7[ZH0] X|iH A (4) ME T2 2A ZH: (a) HIEE ZE AL, (b)
HHA| HS}H

== =208
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23.

128

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

Vaccine failure | 8§21 Almj

{&1: Vaccination failure}

2fzt0) S5 whloli= S oy 2E}9lon| 2pd e TR IHE S oo
2} AFSEICE M2 4 iAo MEg 4 QU= Al MIjo| 74

2Lt ekl Al Qo] Sop7} FOHE 4 QIOD, Al Al
TEE|0{OF BT

{&31: Clinical vaccine failure(Y4F& @41 415) ¥ Immunological vaccine failure(H8}2] vzl Aaf)}

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

o 1L
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24. Vaccine hesitancy | 41 =X
IOMS XI: Patient involvement 2022 {Ea Rl =S MINES;
SHAHE NHIAS 022 + YSUIE BT WARIES| 488 o7[siLt HAIHES

g,

Lo

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 [7HX| T MAIM & 2= QI 0] 80{= 0|8
7bStt WO 282 X|HSIHLE ARSH= S Ql0[olCt. BiAl J|Il= SESHD ahegof w2t
CHFSIH, AlZH &4 S EHA H|F0i| w2t CHECE [HEH 37] 2Al 7|m|2h= 80f= WAl

HE0| HIEH0[HL MRl HSS HE5H| /sl Dl AHEE| AL LetEl 7HH0[2E | Eih=
HEHQI HZF0ICH [RIEH 38] Ol= ZHR! LHoilA 22|10 Q17 THA|0fl 2K Of2{7EX| Ao[pt §42l
% BN e L= O HERIT B X WSS Z2Sh= W= FFEICH FTHEQI HICHRE
XIS =80l 0|27|7K|Q] AHMEHO|AM SEFS XIH, Z 7HRI0|LE A| TA|| TA| TS
HefSIA| CHESHK| R o QU= AITE A= A= ERICt oIS S, £3 Hlo]| ChisiA
O|ZE 7IXI X|A|0| SH1 HAlof @O/HQl Al fr= 22, RE MM HIIHo = Bithsh=
20 02|30 Mo 2 HETE SESIALE EHEE| 01219 XHAA| oLT-ES A7 IX| eb=
S0E SAOf TS |2 EX| it J2Lt G2 0] HaM= A V|n'S o2 22 Crfet
712 X|A, EfE, A% (knowledge, attitudes, practices, KAP) 12|10 H2HE QAL 8l HE
27E 2Esh= 802M 2155 ol

[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 OS2I HHAIRIZ = OJAARY 3 7[EF Al EE of
O[] 5 HISHT, HHAl L= OffHEIZOl T2 HIRFRISIR] 0
YSOZ HolEith.
Cited from: CIOMS/WHO Working Group on Vaccine Pharmacovigilance.
OfFH/CHE H9l:

Vaccine pharmacovigilance | 2 QF2ZtA|
CIOMS Vaccine safety surveillance 2017
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https://doi.org/10.1016/j.vaccine.2015.04.036

A AS A= HUTHE = O|YARY Ee= 7[Et M o= oIS 2 2HIE 'K, B7L ofsh,
Ol S Tt 2E Dot Sl SO = FOlEICt

[yl ywd

Modified from: CIOMS/WHO Workmg Group on Vaccine Pharmacovigilance.

Vaccine pharmacovigilance | X 2F2ZEA|
CIOMS/WHO Vaccine PV terms 2012

A S A= HAUTHE = OlYARY & 7|BH A o= OfUES 2 2H|E 'K, Bt Ofsh
S RS, S = oSO TS BIAISH 852 =ate offdat 2 f
HOlECt.

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

26.

e

a3 H}2
— L. O

Vaccine product-related reaction | 84 2MHEZ
CIOMS/WHO Vaccine PV terms 2012

{# 9L Adverse event following immunization (AEF)E Q19 wlet HF3 opAl 71X] g9 & ofLfo]H,

L R] o] 7}R]E CReF} 2T} Vaccine quality defect-related reaction, Immunization error-related
reaction, Immunization anxiety-related reaction ¥ Coincidental event.}

2AI9| 1R THST 5 ol O[O Olsh R T ST/ o HS  O|4BHS(AEF).

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

27.

Vaccine quality defect | @il Zgt
CIOMS/WHO Vaccine PV terms 2012
O] HMo| ZxiAl “HiAl Aot” 2 Ho{xl SR ZH0A LEE MHAKEE FO|EICY.

=3

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

28.

Vaccine quality defect-related reaction | 4l Zeto]] 2|5t Ht2
CIOMS/WHO Vaccine PV terms 2012

{E FoJ= Adverse event following immunization (AEFI)E ¥ 9loj] mha} B2k o}l 71x] F 9] & ofifojH,

U] o] 7}RlE o237} ZheF: Vaccine product-related reaction, Immunization error-related reaction,
Immunization anxiety-related reaction ¥ Coincidental event.}

HIZAE HIES0hs FHAXIE £3+6f0:| A LS F SiLEO|AS| ZX Al
HHAIO| OfsH QEY/EYE|S HYTE S O|ALIS(AEFI).

|0

=2 Qlet,
od O_I_ o Lo

1 2 HTAQ| ERA EHA| ATt MAE| ZX| DA A H|ERE Al HEQ| QUENZ HOo|=IC},

[ ()

Proposed by the CIOMS/WHO Working Group on Vaccine Pharmacovigilance.

29.

130

Vaccine safety | 4 QFH M
CIOMS Vaccine safety surveillance 2017

S 22 Sl F2S UELEM Wil 21 253 FAI0I 0|48 S A|Aefol=
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30.

3.

32.

T2, A QPN Y2 O THE QrEgol YHolTt,

Source: WHO Global manual on surveillance of adverse events following immunization, 2014.

(PDF)

Vaccine safety communication | B2l OFFM A E
IOMS Vaccine safety communication 2018,
A 2fsiM, USE oM S ol |Ast =X, #idlo] QRSN MOl ARB S

X|st= T2 01| Cht A8,

Al OIS 2L AR 3 OJApAR U 7|EF Al Ei ORI 214 S0f T OfAARe) X, T ol
2 HE, 2|3 s o OfRTO Of2 HRIRISH 2 2310| ofat BrRiE w8l B50= Holelct,
Al O AES OfZ 20| YLZ QIREICY,

Proposed by the CIOMS Working Group on Vaccine Safety.

2l

=

Vaccine safety communication plans (VacSCPs) | 84 OFHM A E 7
IOMS Vaccine safety communication 2018

CIOMS Working Group on Vaccine Safety2| Topic group 32 =7t XF2| BhAl OFHA

AT AZIS UM R ol HIX| Agof| 2 JHE B PN A AE "o Holg As

H|okstn ACE

Proposed by the CIOMS Working Group on Vaccine Safety.

=

Vaccine safety communication systems | A1 QIFIM A E K|
IOMS Vaccine safety communication 2018

YHHOZ A|AHR EF S7E S| 9

S AAHIE A=ZE ASS FH(SH A

(Checklist 5.1 &=x).

H3BAE S5 1:

- FI2PE] MM Q4 9 Al A OFFY AE 2/Sl(VacSCP) ZH

- Ot O[SHRIAIRL HIEQIZ 712 3! KX

- X|ed, 27t X|of 3 2HE Kfelo| Ha

- BHAL XA EHE, 2RH(KAP) & 2t 23] Al 2 X FE 20 ZLEY

- TS RIS St olZ | A

- A8 HIAK] 2 Xtz i

- A5 B A

- A5 74 Tt

- A QKR 917 2|

o

o P Y IR AR LRI, Al obH
34 QUEE S Y J|50= PYEICt

Proposed by the CIOMS Working Group on Vaccine Safety

END


https://www.who.int/vaccine_safety/publications/Global_Manual_on_Surveillance_of_AEFI.pdf

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.

CIOMS cumulative glossary, with a focus on pharmacovigilance.
Version 2.3. Geneva: Council for International Organizations of
Medical Sciences (CIOMS), 2025.

This publication is freely available on the CIOMS website at
https://doi.org/10.56759/0cef1297

CIOMS publications may be obtained through the publications
emodule at https://cioms.ch/publications/.

CIOMS, P.O. Box 2100, CH1211 Geneva 2, Switzerland,
www.cioms.ch, email: info@cioms.ch.

This publications is freely available on the SeltaSquare website at
https://www.seltaglobal.com

9F, 577 Seolleung-ro, Gangnam-gu, Seoul, 06143, Republic of
Korea

https://www.seltaglobal.com, e-mail: selta_pv@seltasquare.com () Selta Sq uare
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