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BEFAEEOII 2 =7 1 BERNAPERREE ICH L THSZIRVTWIEELH D, ERHIR
ONRBICIRS T, MADLOMET, PIZIET 7 FUrERETAT S LICHT 2 MER, BEO,
BMEAROLOND, 2 20L& BERRBRE, MBHEROERS T LY DRICOAAY, BELVEE
EICEES T 2R ZETIES. COLIBBRERI LR, BENSETLHOD0LY RUWER
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HEBRZ EICOEAB,

BEOEIMTVWDRAD £/, ZEOAREEZETIES. e LT, ®K, BHEOTE, [
Bl LBEhBZeADTHBL, BREZBRZAEXRICOVTOEMBENETONS, BEKEDRY
S, BHOREDHFL, BENERMEECBGTHERE, EREEELBOIENPETF -3 I
FEEHGZA LD D D,

EHAEECIEBEREOEA DG WD, BEDNE L - 7EMZ TR 2HRET L ORI EAE
Fo0C, EEROERICEET I EHICBEOFZNRNICRMEE S I EHTE A,

10.2.3. EEMERRE - BRI R T L

2021 % CIOMS HERrY TEREOR S N-BEICE T K] Tk, EBEORESN7-B1E (RLS)
DNDEREZRET HHELEBEIARREBICSEHIT Z2HEICOVWTAELRETHRRTWS, 3

FIEFFAEETRITL TVWAREDREICET 2RI, ERFAEERTIOLNILENHS. N
SOEEDR(CIE, BFFEEOBRICE LDALADNBET D05 [BHASNE WEERE (neglected
tropical diseases) | LM ENZ2H DA H D, INODEICTFEREPCHEYICLZEKEEIZ, chETIEE
AERRTREINT I 7z,

COVID-19, HIV/AIDS, ~Z U7, &k y, fEACamBEICEES 5 2HEEOHTEIL,
¥, SEEICHAEZEVNTW 70, FEXBEOFENIIRENT>7-. LArLognz &z, |
ETEEZLDAZS T T4 7HBRBOMEBEDSEZ Y R—FT2L5CHm>TETWS,

7o, EFAEOCHRE c O 21— X BRELAEOWRENINRBRBTHD 2D, BREFREERICES
[T 5RO ICHE > TWD,

ERFAFEICE T 2BRARRBROEIEMEN £ FRle LT, BBROBIEF—MKRICVDOONTLEINZ b
77074 X% TR>TWSAREELYH 2. RERIOEFHTTDEEHE, BEOENCHENEY)
ICERBINBVATEEAH S, ERAEZLICIDZ L, BENEYICSEL A WZDICHRZERNICEN
TEEARARZ T YA VS 2RI DNRKONDARELH S L e BRHT 5.

7, REDTR+OLEIBEES, TREFAETZE/-70F—> 3 VEBANTONIAEEUAH B, S
ETlE, SEMEOTEREBICLY, L5574 L] FBEEZEEINTLS,

EFRFABEICIEABELEEPENFE LAWY, FEAETRNTOEFNLEEERIIEHEBET
%, 8BS, MAlenTng, ZOHERFRBEOEER, EXREHHICRALBEYICERYT 22
CEICSET AR ZEDOND., REICL > TRELLELDENIREL INDIHE, TDENEHIC
Lo TERRGHBADVHITOND Z & H D, FIRIE, 77 VNRE—FOMIHTIE, BENEERLE
X HDIE, REEEMBICNT 2 A4DEHESHIY, BADAERK, T, ZHICET 8%
BHREEREELY T2HAICEOND, 4

EEY—EXEBEORRY OF2RZ ETHEIND D, BFMEETE, EREESEEIZ S LR
BOWREB271-HICEZRBEEEZBLONTEY, REPE > TOAWVERCIIRZ R T CERICE
ENDLB VR TEENTONS Z WL HL. ERRORENDOMRNAERICE T Z2BERREICE
ENSET 2 LD REERY — EXHNEY ANSRAD+DITEN,
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10.3. BEFABEICH T2 EESEOUE

mRiR, IRE, EXRFAXE, BUGHKE, FBUTHER, EBREEIL, EXRoORHE, Kb, T2
FERICEFRBEICEVWTEENSETE L LHICT 27-00%E ZHB->TW5, ZOEMNIX, BFOD
SHZEZMNRS 2, BFAFEOBERGN’CEEDOEBERAGRERLCLKRICIZIODZ ETHS. BEORE
I, BRARBE, FICBBEIRRINDZ L0V IIL—7 312ESR) OEEZEHINET

73RN,

LEFAKIE, ZLOREMEOMERICEMT 2 KO 22T 1 BEREERDEEA LV N—%ZFK
L, BRAREERO 7O aLBRERICKEL CEEEREREE R > CFHMiid a2 & TE 35, BEAKIE, B
SloEi xRt L, SENRERY-—EXAEE - BB 272010, BUFKBICEER 5 X 28
&5, afBEOEEFRIL, ERFAEEOMEEKEH L, HBHONGREBREBORZRIIZHE - €
EIEZZIENTERIEAD,

BEFAEERICEITS2BESEZM LI YL /ODEEILUTOBY THS,

10.3.1. HF

NLRYT Iy —omElE, BESBICEITI2EELNALLS. A4, EERSECHICRLE
Uil At e RET 2N Z &S, EEICEIZ2BD0EMICOVTHBEZRE DI EAEE L L,
WHO £, ~NILR Y T 7> —om A, EEIC & 235 AJ 8874 i 5 B1Z (sustainable development goals:
SDGs) %EMT H7-DICEETHDHEEZXTVND, S

BEVEERREEDBRIZN— b F—V v TERBREINDZIENEFT L, XEZ—FURTFT 4y I T
HERZTTIERL, BEVWORNBCREBZEELEY) I &N, N—hF—2 v T2 BETI-HDOKE
5,

NIVRTTIZET AHECANLRY T 7o —0mEEE, FREEN KT Y, BEIPEES XTLIC
Bh27-NIRIL T2 e TED, BEDARICHTIZZAVERICNT 2R A2BMRT S LT,
EEMEEIIRBZMBEL, GEZEODIENTED, /-, HBOU —X—%RE LR E
BrX v oR—ri{15 28T, EEFEOBNCHHEAICOVWTOREZRET 2 N TE S,

BERREICSET 2720121, BEIL, KX, WRAE BFE REICERHEICOVWTHoRE
BeB20ENHD. 25352 T, BEROVR - FE - FRICBITZ2BBREIL, LUBRNICES
BTEDLIIC75,

BEOHBLAKIC, ERREEICE, BEZRIOEERVERICET2EEREICSVTHNELS
N=hF—ELTEETLLOBETILEND D, FLARCPEEROERICOVWTEREEDERZXK
H5EOEETIMENDH S, FEREEWD LICEINIBERIE, BRRE~NDEESEZRSICT 5.

10.3.2. &f8 - TR IEI

EEEREIL, RFARII2=7—2arzBl T, BEN MBHROREBREICSET 52 & 2 8BH
TBHIENEX LV, EEEREIL, BEAGIAFERRZHEE L, BEEOMIHR, EERDORF]
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MENABEBEELE= XYV TICSINTED LS, TOFHOHMEZLITOND LI FETILENDH 5.

ﬁ%% DY ITHERAR= =B AT 4T =V v AT AT TCHETDZEIE, EBEFEONESS
IC5®, BEODKRBICEAT AT 7/<Iicwinl, M#E (EE AR X, R, AE~DT7 74X
&t)tﬁ%@%ﬁ%ﬁﬁ?%é%&%A%@itw S BERURDOIRIC DB A D AIREEA B 5 .

ZYF, TLE, AvE—3yv btEBLALYZADIZ, ERFAEEOCII 22T DEHEIC, BE
_%¢6$ﬁ@,%®ﬁﬂ%#«»z7);%?%%wﬁm;%vfz;l_ 1 DEEZIRET 55
EICOWTHERBHTZ A TES, LaL, HilgdE s 0BEFREES, EEBEREEET LD
u,%ﬁ&%n%ﬁ%t%ﬁ?%:t@i%ﬁ%@&ﬁﬁ?N%Tuaw

[Call for Life Uganda] |4, ROV 21— K ICEFINLEREFRENL T, HIV BEORRE
BrXiElL Wb, 8 EHEETE, BMOFETEIMMAETFAINCERAvE—TY%2E-T, BF
Iz ODHEﬂ%)PE%%@%%’\J@JIIE#%ﬁ L, EEREEEICRETZIEHNTES, 7 ZOEIMTPREOR
X, BEEROPRE, X, R, Ze20ERICEE5TE2EEII 1271 DRELHIFICDETE?

AEEMED D B .

10.3.3. HFEFH

BHRFFEEICE I 2BRMEEBILINETHEEVIRH IS E>TWDEH, HEEBINTLEER
RITEICHARECHREEOMRENORLICESEZHTLLOTHY, BFREBEOEEZLAICL
TENEWETHRICSE TESZNCOVWTIHFICERINTWLAL, 89 CIOMS (2 EFMEE® E
EOWR~OSEICEALTE#IELTWS (37 L558R).

a7 L 5 BRFABEICEITIMRADEESEICET S CIOMS DiRE

HEZEROR O NZREICH T 2ERKRAFTICET 5 CIOMS /FEBEIREE 3

> ERMICHBICER, MENREADZ I 22T 1 OFEORERVEESFEICEEEDH R
=Bk 5.

> BRAMREOMEZEET 57-0IC, BEARPIIa=T4%2HEL, T/87—L, XET 5.

> ﬁﬂ%awtwwﬁ%%&ﬁﬁ%ﬁit,%%T%.ﬁn;%ﬁ%%%@%%&%lwﬁﬂaﬁ

(%H% R LR ZHERT .

B RENBERRCII 2 T4 BDLZEHOT Ty b7+ —L (AT 22T+ HEMEESR
t) DR EFTIET D, BRAMRRFO—IRELT, EXARIAI =T —YavEtEZEKL,
RET9 5.

> HROEBLIBLACNEAREOREEAZEUEETIIET VX EB27-HDFEICOVT, &
FOMBEHRZECRT -7 FRLE—EORFNAFEZIT). TET Y RICEICERDRHE
ZRET 2720, MRERHIEOEESXTLTERIND LD ICT 3,

MREPEERFARE T, EENLMEBEHICHK I NETHS. CIOMSAETL WS, [ABZX
RETHRREENRROERNMEIES] © I3, BEERRRICB 2R AL, EELHEZHEL T
W3, AREEFEXRVOEGFZEL TCO [BESHICET 2HENERE] bSRaNnW,

MEEEEXRRAEEL, SMEO - —XeWREICPHEIEADZ LN TE 2 BERAROTAEX
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EBID2RENH D, INo0FEIE, EELORE, R, R2BRFEROI R TORLBEBEICENT
ERARHII2BENAEAEAHRT I ENTE S, RECEHRNER, BRELICCWEER EDEEED,
BEOSHEEWITHEWESIISEFELATNER SR W (BE3EZSR).

10.3.4. HNFU R, EFEHE, EHE

B R CERHEIL, BRREEBICBEEZBBICSEIES I EALE LV, BUYLKRE CER
FEIDHNIE, BEOSEHOERRNEEIND., TD/=HICIE, RALT7+— T LTEEZREKT 2115
TR, WEHHRE@EYICRKRTE2BEZEET LI ENRETH S,

BERFROEERGKEZ ECRERATRBAOSEITERICLIVRBEOITZZENEELL., 20
EEIL, BERLBESBZHERT 272010, IRNAEBICEZoNZHOTHRITNIEGR LR, &
EFHAR (ETREZEE) 1§, MNBRAEZZIFETENLEE L,

B SN BB LR PRELYRBORBRICEDE, BERFEEOBUFIE, BRAABROIEICEENNRE
MICSEL, EERVERARICBIT2RSOHREBEELZHLTI-DDEELXHTET DI ENEEL
W (4.3IBBH).

T7UhBEL, T7VHEERTENZBL T, HERREKVEEZRAMNCBITZ277YH0HE
HEEBEDREAZZHL WD, U7 7Y HOMBERREIL, FEEITEEXEY, £NE7TE
ICEHETE2ZETEHL TN EICHR>TWS,

10.3.5. EEHAH

ERAEETEET 2 EENAERE, B TOBREREFEORIZIEL, NFHOBEEZEL TES
FISEORENFEH 2 XES 2HEBOERL Y b7 -0 %2 BET 2N TES. £, BENGARY
MIBMT 252 eT, BPFAEECEERGRDOKREIZLT 2 I EHRIETH D.

WHO CEER & O EBEERECIEBATERIL, MFBOEBRZHET ST, BEOSMZREL,
HANICHEINZET L ZBMTERT 2FHITE2 T2 A TES. WHODE/ 7 F 7 [Patient
Engagement] TIE 774~ - NUVRTTADEESBZBILT 720 DEENMHHINTNS, 12

REBR AL, ROV TIVvIDBRNOEEFH1-8H, FLLBEE, BEE 77700
FI% - BfEICHh D2 K% 100 BICREET 27-00mNh%ERELTWS, B [100HI v av] (4,
HICEBNAARTE LORZFRICEOLIHWERDOITEEL &Y 5 28FmMisEZ, X7 Ivox
BXHODOHRLITIEATWS, Lich > TEFABEDOBE L, ARBENKELAL, EER, 777
v, EEESR, ZWE SPRGOMRARTAS I LICSNT 2EBR%B5Z N TES,

2020 FEDFHE IO F 7 A L ZFERAE (COVID-19) DAFRITICH T % BB A BT A IZBE T
EEREREL, BTFRBEOSBEETIEOH ) AEEETDHLIKOBTVDE (BLLE[/VFIy
7ICEd 21R50] 2R). CORFEOFIX T, BFFBEOMRHS-BE-1T X TOBEBREICSH
Lt shnwz ermfianTtng, 4

BmAFK/ - hF— v 7 (PDP) b &7, BESBEORRZEAMLT. PDP I, 2, RRE, 21,
BREMGZREEL, EEm, 7777, TOBOEROREICESEZR(STZ2L0THS, SPDP DX
BREHEEER, WREDNDAL, V7IFr20MOBROREENL LN, ERORONIHMIFTH S,
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D& BEBENGNA—- =2y T, BREORENOZDER, EZX UV TICESET, T
TORBBREIEFFSEOBEDOENRIMIND L5 ICHBRT 2 Z &N FIRETH 5.

HIV BEX COVID-19 @ & 5 AEBEHICBRES I N TV A ERRIE, ERNE SR Y 2D BEERH
EAEDMBIF O AT 2. ERKEIL, oL AEBNRIIIN, EFFFEBETCERT LI LA
REETHDMENH D, ZOLHICLT, BEFFABEOEEIL, FEORK, 7I7/F~D7zHH0L, 3
RO W ERILEEN - A OEEZOME, HWRNBBEENDT 7 ARG EDFE~DEY FE
RIS INT B Z ENRIETH B,

WHO & Zd/8— b+ —H32H EIF 7z COVID-19 JBE D 7= 8 d Solidarity Trial (Z1F, 30 hEMU EDE
ENBZINTWS, ZhiCkY, BEER, 77Fr, EE#ESR 2 #BNESR, HARARICHEL
T, BELEFREEIBAOLED ZENARICA -7, 16 ERNARIEE-bIE, BROZLWVWRIET
DOMRZMRIELZ7-DICHANTHIEZNERL WS, YVEFHEEIIE, BENZOHRICSNMLE
RERE, MOBRFERBCHIAEREEDEETER TSI LA TE S,
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Pandemic considerations

ARETIE, COVID-19 /8T I v 7 DEELEBEDEICDODNWTERTCHSD,
F—RKAF

1. BEDONRYT Iy 7 EBEOHE IO ST T4 IILRERIE (SARS-CoV-2) D/¥v T I v ol %
DEBADEESEOLEMABFAL TL 5,

2. 1980 ERICHIR L=kt FRBETELTAIILZ (HIV) 121F, BESEICETIZORBAH S,
ZITlE, BEOENMARBENAVERKRARICAEZLFEELZER -,

3. SARS-CoV-2 DEEZ B WL 5 7-H DRFREENEKIL, A4 DITERIAPCEAED D, REL
HDERH>TWD,

4. WS ODDERD, TI/FrERELZOLLL, TI/FUVERICRNTIERBICOAN>TWD,
ZDT1DH, TANLRIFSEELLNYERIT B RIBEEL S L.

7. 80T Iy 7 OBERC, £@<HLLWBREENRET 2AENH D, FfzblE, INE TFEAT
ZEERFNLT, XTIV IICETALVMRNAII =S~ a v AR EHRRTHRE
LA NniEim oz,

11.1. EL®IC

1918 EDA > 7 LIy HFDOKRFIT ([A_A VEAF] LRBAEBEIRTHEIEIND) & 1980 ERKHY)
BEICERAELIZE FRERETAILZ (HIV) OXFEITIE, tOBGHEREED/ ST Iy 7 HAHR(IC
BoTWbZeHERLT.

BORED 2 2030 F VA NREKE, PERERPRFEERE (MERS) & EESMMTRRERE (SARS)
X, WInd 20 AELLEICIEDY, ZTNEN 866 A& 774 ADRTEL7, 1Mool 74 ILR
i, [EEE2MEMRBEE#EIOF 7 AL Z-2] (SARS-CoV-2) IC&>THIZfRZ &N B COVID-19

(coronavirus 2019, A IO F T AL RBEE) L WHHFL WEEDORI#MNTH >7-. COVID-19 I*
HROH P HETREEL, 2022 F8 X TIC640 AAZEICBR BEEEZH L. 2

ABREETIE, BESHEHICL > TEONIZBEDOEFIAFCERICOVWTHL TWLWED, ZDIFELA
L T ToETHD, LHL, RETIE, XTIV IIRATCERENEDLSIICENTEIL %A
E->TW <,

SARS-CoV-2 DREFEEHDZ & 1F, BEANDEEDLMSH TKRE {, SARS-CoV-2 H1 & Y BFEH D@L
WICERS Atz 20, FMERBORBRRELNRRIT LI L SICHEBARBECEERRAEO LD
RHINTZEEZD.
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HENRBREETHYFEIT WS, 3 ZBORAMBIEIAF TAIILRICL > THEICFIERZ S N—BEBNT
BRI MEIRRZ S| 2R 5T R D T, @%,mn5~§mﬂrr¢a< NMEELTCR#ESNATY
L, TWORIMICHTIMTANARIFEINTEST, BEOFERAZIMS IFE2ENATICEHLNTUL
5.

LA L, SARS-CoV-2 /> T I wvohRI b &, BRIFIET 7 F v EREEORREICERICNZAN
BIRITNEER R <R -7, UL, oBROBEERSE L THEINZLON, Eﬁd) COVID-19
DEEERE L TEbNiz, BRICIEAT DAV T Iy 70RaMDT0, TOBEWEAMILT D00
EXBHABENMTONGEWEE, TEHY T2 TERBIND NS -7, BEEEEER
DELRAICEZEINZERRO NHEIGH] A, BEEMHOMmEE (SARS-CoV-2 BE, LA TLU /=B
FHA ORI 2MEE) OFERL EDONAIL, BEABRKRRRT —2 LV b BBINGHRICEDOVLTEY,
COBIMEDOH L WERBICH D - T-EEBEDOERBICNIETH 7. TD71=%, BEIL, BEZHITL
DETIEBRREEICLD, POALETCHROIMELNLBEREREZZIT 52 LIlh-7-. BESHEIC
BLTIE, SHEORMAH 7.

11.2. BHDFE & SARS-CoV-2 DRFKEFEEER

1 SARS-CoV-2 77 F > DRFE LBRARITIFIHDORWAE — N THEAR, bIHrHrBTTI/F >
PEAINS., Lal, HRLRULTOT77F U OFBAERIERELIZFERAT, 77FOAF - B
HORBRAEXR, BIZIE, HVBEETHZ o7& ) ICHNMEERZEICL > TEEY T/ F %
BhETEDLLSICLZY, BERRBCT 77T 4 v o b 747 (FEESR) 2k L TRREDH
HTEEOSNER2REDKRINDELINTWS, EEAZLIE, BITTIFUAAFTERWN
T T, BHOCRERSTBRICERTEIRTI7F U288, BEOERMDFHNVENA>TETWSZ
ETHD, HBLNILVTRBEDNT I F U OERCHRICSET 5T, 77 F /EEADEMHCRRE
ZEMTZE 084N H 5.

HIV/ XU T2y 7 0FEELDH S, —EBOETIEHVBEOEAKREL, L FATAILZAEDOREH
TRES LT DICEREFEEZEZ TE, T TH, 1981 FLUEK 3,600 5 AH HIV/AIDS T3E
T L, 2019 &(C1% 3,800 AN RREL, #FHl-LREREENELENEITTWS, 4 £7, SARS-CoV-2 D
TICL DEERMHEOEBIZLY, HVREBE~ADT7 72 IMMETL, ﬁ#LHNW LTHBEDDRIIR
RBEMOHEWEETHIARENEVIEHEZIONS.

HIV /XY T2y 712651 2ER, R, ABROOERIL, SARS-CoV-2 D/Xv T vy L EBEELEH
EMERFF > TW5, SARS-CoV-2 IR E NG WAIgEEAE <, HIV ERkIC, 22 heHEFT S
7= DR % LTI NILR B Ly, SARS-CoV-2 OB EEMRDOHIRIL, T DEEDORIAHLT
HRETHY, TOREZINHT LI ENLEEND D, 2ERDODANL~DBEY LT 7 F 2 OEH & EA
NBRBETHD., ZORIANDINRKIL, FICHEBICBLER AT L2H AERLEICHLBERINEG
TN san,

NREEDOEEE LTI, BEDA VLI VYT 0F VERBD LS I, SARS-CoV-2 DZEER/KIZH
6 L7T=CHIR R 7 7 F U, BRE~OENREOFER, BEOERBRIICBITE2FHE, Z L&
HREFOHSBRHADEE NS,
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SARS-CoV-2 "R D IZIFTE ADICEEN, MENAEEZRITLEZZLICLY, 20XV TIv Y
X, ERLERBR~DEESEHZHEROREEREA~CHL LIF2 (($8] 3 28). HAFDOALIC
LT, AREELD Y XV BRMEDT=DIT, FEMEL, V=Y T4 RZ VX, By 7 ZT2] (A
HOBADILHAY ZFIRT 52 L), BE (BENLERBER), YRI70ER, BLERFEL, T LT
COVID-19 IC& 2B B FAUAFELAZITOPT WAL DRI AR DN EEE>TE L, IS, &
IECHERFREDEREREZR DALY, BN GEREBLBERENRIEVATLLY, HHEAD
FIRICE W REPEALEEZBRWEFIMIEST 22 HH Y, BISRBHIMTENICERNLREESY R
FL7-ZEIIFEIREZETHSD. S
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BRI TIE, BEDOIL—LPERFEOFIHITBEAIN AL, RE—FEWMEOEAL S, B
BRAEDNRREENICRY, —BROALDSENIZEAERWT EIFBEICERI 5. EBELH L, %<
DiGE, X INZEEPII 22T 4 DFEMINL—THEIESN, BEEEBYRICEEORRN XL
INBWERE AR -7, £/, BEHEHIGCHREBERBICEITZ2ERBATEICSETLIZLFIZEAERD -
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F—LDO—BEBELTMbo TOWNITERINTAD LN,

BBIEhTWIZHrhrhnT, BEREEI/ ST Iy 70/, ERISEHL, SEICBEROEN
PEETREL, TFEAOFEZBEL, VT IvINBRICEZDIEEIIODVWTEERIBERZ N
ELT © TALTY RYSLOHIFTIE, BE - TESE (PP) OEBEA COVID-19 DFRTF — L
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D& IHRBEREIE, AVNN—%FEEL, N—Fr/ILRBIIBTL, MIEELOHEFEELRET 5 &
IXELTWS, 1

MREII2=2T41F, ESRECHROERICRRICHILT 57-%, PPIZRZ L LAY, #AT
FEWHDERB LY LB THS., LHL, MREFIBEOEEZWRREZRI HIFICIETVALL,
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T, REOMHREERNTE12ODPPI L —T%RII LI R ENEIFHNS, 12131415

11.3. EEFIE~NDEE

SARS-CoV-2 @ififTld, Z< DEOERFIEICEEEZBLNTWS, HIV, A, FIHEEERERER
RBMRE, FERNGCFNILBELBER L, MORBERF OBEDZHICAENENTVWDIDTH S,
DT EF, BEORRE, X7 IvoORLARBEEERTEIED COVID-19 ZRIELTNT
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SARS-Cov-2 /X> T I v VLRI LB > TWERRRDEBED, XV T Iv/2BHICHBZECEM
EENSEHND Z &, BEOHBDRERA COVID-19 BEDKZINEZZIFTANDE DAL > & DIRITTH
7210, FHICBRING. BN e, EREEZFO2EHIELIELITERE TNz COVID-
19 ODRADYRVERZFOZLERYARDPMBELRD., INODEZFO—IIL, VT Iv oI
Lo THEBOHEEENBITOD &N A7 b, LUELABEEEN, HDWIEELETIC
BAELE LGV, BEOFIE, EEIENMRNABEDHEZRETZ2—FHT, XvTIvInE
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T, EEREHEEENRBRELIETT 5 & VI FHRERAPCERY AT LAANDEED, Z0/ T
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2021 FABICWLK DD DEES AT LDNBEELZ D ICE 722 &1E, VALV RDOFEIZET 2T
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<, KUBEPRVERK (TR ICL-> TREENSIE L, EEEREIIHIGTAIRICK 7. B
RENDBBIEENNTDTH o727, TnoDERIE, A4 A COVID-19 (23X L TEYIA D duR A8
BxZlt, VANROEEZMHT 5 LICKRELFEZS5R 1. BN OHENL Y X7 RIMEED
HNE, OB RRBRREEOSIEAERL, 7/ F Vv EREN LSO IBMERRT LN TES
hrdLlnal, EEARZ &I, SARS-CoV-2 [BEICH I 7R VAEZERLTHY, ¥RiFLYEHED
FWKRAHIRT 2 AREE b H B 728, ZORERIIHENE o7

11.4. COVID-19 & ARFBENEHLBE - BEITTICEXIRE

NEIEER X, A4 DRI TOREEINTAMREEREZZ T 72 L ICBESEXRALTWS, 2
NiE, BEEICHHIYPTVEBEEREIFIOZCDEEIZESTHRICHYBEIZ LRk 51T,
COVID ICBHBLAWVWZEDFHNEZIMS Z &1L, BHEICE > THICHLWEBEE o7z, 19

[FRHILEBEICEES ] EWIIREIE, ST Iv7ICbYTEES. —BIIC, BEAOIEIRSEA SO
BELFEDILKICEL DAREELDY X7 1E, FhWL, SRIOFER, V—v T4 AXZXOEY A
BRETEYICBEEBINTEALEWVWHORETCERLEIET VXA H 5.

T7IVATHRELI-IARZFHORLGEDRREET 7 M7 LA 71, BREBOHH EBITORNERR
BENKRICKYEBT LI ENTE e, £, TATHORDT I FVICE2 Y RIFHICLY, ERE
VATLLELY ERITEA PO LT ERIENTEDL LD IR -7z, THRZHEMEAL, HEIELL
BEINLCAREEETHICLY, HRICKRELREEZEAD 20, ABREENR>TEk. Lo L,
ANEBILBRRE @D ok MIRRELIETANR) THZH, EAIBNLT 7 F v e+ ICEE
Labnid, BICEREDAIREELH S,

SARS-CoV-2 ICBIET 5B F VA ILRITK Y 2004 FICFE L7 SARS IF, ShERWICEEBEINLT
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OIRICH|FE X NI, 20 —F, SARS-CoV-2 I22WTlE, < OFETA Y 7 X7 >R RBELIL KO H
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ANBHDITENIZZEZ 2 EEFBICRETH 2. TNIEFHICERILEDOBER S L BUBH) - AREER
=R =2y TIREFT S EICL D, BEOFZRYANDS Z &E, ARFEEHCII 2127 —
TavIlRIL, WRNLURITANONPT <755,

115, #BEEODOAIa=4— 3V

CIOMS BEE [EERD Y R/ B/IMLD IO DERENT 70 —F ] 22 TlE, YRIFHE Y R &N
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BITENZB| ERZ L TET.

CONRYT Iy IICE o TRELNAHNEEZNL, BRE, EYCTILI-LOFER, REANRZS
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SERA &S LT ULV LY, 2627

FEWRZ I, SARS-CoV-2 /T BT I/FUREILIXETEIL, B/ 7O—FLELREDEES
DD THRVWRI CHREINL., 77 F o7 Z2—DFERREC mMRNA 77 F > BOMBELAEEIN
TWZED, TNOORELEBRHEICTFS L., X vty v —RNA (mRNA) 77 F %, FhfzbD
HEATRERICES|ERIT RN VBERZEDZAEEMIBICHR S, INWHD 77 F» OBEMEIZERRK
HBRICK > Tl CEAMTIHRIN, REZER/OAZS RAKRICHFOR VAL — FTiThh:,

&mS&N277+/®ﬂmTLﬁ&%u&%Ti BT D HIV Y73y o i &, Mok
DREBFREICHTIEERD 77X T v (fast-tracking)] #EZ<HDTH 5.
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HE, BRREBRCRFIE[O7ALRICONT, —OAL DRFECHF IEIEE>TWD, TI7F ¥
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DRFE ==X T 2BISHDH B EFEDO—FEL LT, SHH—DORENEBEL LS.
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BRTEOH L &, ZEREFEOXI, ~NLRYFI7V—DOBENRIESDENERAHTREIICELY
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INFEFTICEEINZT 7 F L, COVID-19 DEFELFHICHELRESEZRL TWS. 32 LA L,
FIGHER 2 TlE, SARS-CoV-2 DEFEZBFIFS, D&Y, SARS-CoV-2 (F5#EHILAL, AL IR
L, BZ <K EET S0, HEENXIEFRNDOT 7 F v ORENPDEL BRI AGEEI SV, BEDT I F
VEBTOT T LIE, BEREVATLOBIEEEEL, tMOERBICEELIZALDTRWAEEZZIToN
2E0ICLTVWE, EBILTIFrOT—RE2—FE@EEZ\T- AN (RI37 7 F v EfE L RRFIC B R
ERREBRLIZAN) 1, ABRRPREICK 2R GHERICHT 2B RBEHZFIC DT ENTESLEER
5ND, LTeh>TT 7 F VIZEBEHEAZ DI A LR EHETIOOHBARELAAEL LTEON
7HRDO—DoTHB. 8

EFHEBEDOMMIESEZY TNV T IV IRENSIRAT I —AT, [EBOAFE] ICEEYT S
SEMNAIEL /A —NILENEORTEY EIFond 2 ENAEF LV, ZDO0HICIE, KRRV TEEE
BANEEAERIRT 272012, BERGREESOLZHETRILEVERELS T —TLIIOL I EDPRETH D,

TIFVEBRBADIZOHLWPRTI7FUOERIE, Ao 22— a3 Rl TBROBR
ELTEENEABEEDH S, 3 TIOFUDNELERARLTWBIRRT, EEPHAT7 7 F > DEIER
WERSIN-Z L E, BEDT I/ F VEREBAHENEDL D ITRET 20O W) EwmEiREL TW
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RAEETHRORAEICLY, BINEKXEORHZERIL, H2BOT7/FrEHm Tl rHEEREIER
ZE|IZER T AREEDNH D L EEL TWD, B BINEERT (EMA) LXREBREESRRB (FDA) 7Y,
INOLDALICIETIFYORRT 4y FHYURT%EERS EfERMATTWBICEIIDLT, —FHD
FRRELYBIIBED I N—TDODANLIZIZBFED T/ F v OFEREEZ L L5BELTWD,

AT 2 F U EREZITDINEI NIAREELOHETH Y, BEEBVILEDZ & VS HENA
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LV EMEDEL SARS-CoV-2 BRAHIBT 203 LA, IhiI/SrTF Iy raReINE, et
ROBR~NDEBLEEZL-0TZAH. EERI LI, BEELE~DT7 7 F v OBRS LEBELAT
FTHRTHBHZEICE > TRARDIER LR DAIEENH D E WD T ETH B,

11.7. COVID-19 gD EE~DTE

SARS-CoV-2 7 A L X%, HRFIZEAY, LVURBEHHNEL, JURREOEVWEEKRZIFEY HT
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5 1.
AT

Glossary

7HhT 7 (Academia)
B - M - R ARSI T2 4.

Lexico.com (Dictionary.com & Oxford University Press @) L WHE. T4 74 V8E, 2021 F1286 377X,
https://www.dictionary.com/ [RE: 772 XBIZEXICL Y, URL IZAERERBEICREN T 7R LD, LUTR. ]

AR U RS (Acceptable risk)
BAXIZERNS EZ2EENH D, NIEEENEEZDVRIORE (BEERVEROARE
). 72720, HHEAXIZEFAICE > THARURERZ L IFRIOBANXIZERICE > TZ D THL
HBEbH 5.

CIOMS fEZE & XI DIRE.

EBMMDY X7 &IMLE (Additional risk minimization measures)

(JEE®REE - B Y R/ &/IMLiEEN (synonym: additional risk minimization activity))
TV XomIMEk], TBEDY R &/AMbE] £28)

BEOHIECHEEB TCINTOEERRICEAINZIBEZD Y X 7H/IMLERICMZTITHONS U X
JR/IMEERD Z &,
CIOMS /52884 IX LD FEEICH T2 [EMO Y X4 BIMLES] L Y&ZE, T2 URL

https://cioms.ch/wp-content/uploads/2021/09/CIOMS_IX_Risk_minimisation_SECURED_20140811v8.pdf
[FRE : CIOMS 882 IX IT3 59 % URL IFLUBRDOFRETIEERE. |

AGREE §f{fiZz (AGREE Instrument)
HARTAVHMERENDBOTERIRHBE S E BRUEZTHET 7200y — L,

AGREE Next Steps Consortium. AGREE Il Instrument. 2017.&Fhk& V. T2 URL, 2021 F10 B 7B7 7 £ X,
https://www.agreetrust.org/wp-content/uploads/2017/12/AGREE-II-Users-Manual-and-23-item-Instrument-2009-Update-2017.pdf

FHDEE (Burden to patients)
BRARRESNEEICH/-0T, BFEZETORRT 2ULOENMNLGERTDOZ &.

CIOMS fE¥8a IX BREEDEEICE TS [V RI/RAIMLEHOEE] LV HE.

iE#& (Caregiver)
BENER, FBR, XIFEZEDOEHITITO ZENTERVEBNRED, ~LRT T7ZOMHOES
XL, BEORERBEC_—XZBEIIHIAN. RETHHIHEEHLZ I THRVWEELHY, Fi
BAZ T2 eHZTRVWIELH D,

KERBELELEEREERR. EER, BEREERBEREE, TOMORT—IFRLE—DiH0OHAZ R BERLOEERFHR

BENIO>RENLERDOINE, 2020F 6 B. L YHZE. T URL.
https://www.fda.gov/media/139088/download
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https://www.dictionary.com/
https://cioms.ch/wp-content/uploads/2021/09/CIOMS_IX_Risk_minimisation_SECURED_20140811v8.pdf
https://www.agreetrust.org/wp-content/uploads/2017/12/AGREE-II-Users-Manual-and-23-item-Instrument-2009-Update-2017.pdf
https://www.fda.gov/media/139088/download
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mER#% (Civil society)
BRFPEARAEONTEST 23T 22T 47 IL—7,

HAREREERE (WHO) BEROMSMNATERICET 2284 mRAS®RES. 2007410 A. TR URL, 202251816 BH7 7t R,
https://www.who.int/publications/m/item/commission-on-social-determinants-of-health-civil-society-report

2 L—L75T—2% (Claims data)
CKE) EEREENBELCZDMONAIIT T BRI WERITE7-DICREEHICIREET 225
WIEREOBREZEST LD, BEEFZKT — 413, HRREEEOEERERSE (ICD-CM)
REDEBENINIEEI - RA2ERL T, ZWEREAYEBTE.

KEEREERRRF. FDAOUTFILT—ILRIETFYyR7A7 5 LOBEA 2018 F 12 BL Y. T2 URL,
https://www.fda.gov/media/120060/download

EGFRBAF (Clinical development)
BEOBSE IS 3 EERORSM L EWEICET 3AHE B30I, ABENRICTHNS
H3T

CIOMS fE#R& XI DS

ERERBAFEEHE (Clinical development plan)
EERBE AETOYRIES D HARE THD 572 O THEEOMEL L L - EAXE.

CIOMS Working Group IX mi2Z,

284541 F 54>~ (Clinical practice guidelines)
(RLE: 2UY=ANL - H4 FF 4> (clinical guidelines))
HBIRE%E T, 2, BETHAERICOVWTOHEBEIR, 28EAA F 74 1%, BEOCEFZHI
e, BAREBRBEORZENIET Y ZORFEER, QLS ICHBICESZAZENLIZH O,
Institute for Quality and Efficiency in Health Care (IQWiG, K4 /)i % InformedHealth.org & ¥ 3%, F32 URL, 20214 12 A 6

B77+tX,
https://informedhealth.org/

EEPRBEZ (Clinical trial)
EEINEEINZREICSVT, EYWEFNIXIIBEREOERICHT 2N AR THET 2
1212, BIMED 1 DXUTERDONABEIIN AL L OBICEIE S ICE Y T 528, R
NEVINIARERES (FRba—L) (- TEBEIND, NAICE, E 77Fv, E
B, DU - AROLE, 52 WIITEOZE{L (Bl BE) RELH D,

ClinicalTrials.gov ® £ < 2 ABED [N AHERE ERERER) | OFHLVHE. TL URL, 202151286 H7 7R,
https://clinicaltrials.gov/

FIZEtH/ (Conflict of interest)
AANXIIREDER, ®E, 2HES), FEBELREDIRRTICE>T, RAOEHE, RE, THHNTY
ICEEAZITD (RIFEEAZITTWBEEROND) AIEEMENH DR,

CIOMS fFZ8i= Xl DiRZE
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https://www.who.int/publications/m/item/commission-on-social-determinants-of-health-civil-society-report
https://www.fda.gov/media/120060/download
https://informedhealth.org/
https://clinicaltrials.gov/
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avte Y RFE (Consensus techniques)

BAD I IN—T7ETERE, XIFEEICRIFANFIRGEARICEEY 270 ICEAI NI HEXIE
7Ot X,

KEOERHS (American Heart Association) . I vty HRICEDKERBRE X L Vik#. T URL, 2021 E 12 B6 H7 7+ X,
https://www.heart.org/idc/groups/heart-public/@wcm/@mwa/documents/downloadable/ucm_454080.pdf

FAFEIEZEEHRI (Contract research organization : CRO)
([FARMEM] =58R)

WITOEEER (Current practice)
(BEZE] 658R)

FEDOHBHLHIFICEWNWTUTO bAR eb—2%ml 2, -2 7, BEFIE
- —EQFEOEREEEICL > THENICITONTEY, BENEATEINAL,
- IETVRICEDKEEROEEIIR > TEBEINTWLD
- BETLIEREENFETILAMN T4V TEREINTLD
- AHERRD/ XIIREIERBICL > TEBMITOoNTLD,
- EXIZEEOERARR,NEESND,
RITOZEEBRNRERREALINDZEHHNIL, £OI TRV EDLH S,
EHESR - 77 —xAEY F VAWM Ay b7 -2 %— (ENCePP) . REDEIRHEA ([ERRHERIES] 2001/20/EC) OTFTO

FENAHROERICET 5 ENCEPP oER, 2011411 B 22 H. £YZE. Ti2 URL.
https://www.encepp.eu/publications/documents/ENCePPinterpretationofnoninterventionalstudies.pdf

Z#M (Diversity)
HHEFICETHEAN BRI, BERRBROSNE) ICHWT, Fi5, AE, 4R, BRBEOEEE
HEDEHISEWAYH D Z &, ZHREIE, BER BE, BB XInse - BENBAICEVWTE
BARNEFO>BAZIET L H 5.

CIOMS fEZ8 < XI DIRSE

T FR4 >+ (Endpoint)
BEAREERICE VT, NAEDERERZTT7 4y PR/ XIEENH 2N ZHIT 27-DICHET 5 Z
ENTEDLERNITHER.

KEEZHENER. BILVARRA. A 70 FELYHE TRURL 2021F 1286 A7 7€ R,

https://www.cancer.gov/publications/dictionaries/cancer-terms/def/endpoint

I v FRA Y b OEBEIERERE (Endpoint prioritisation)
HARZAMERRED, RBRCHIRICEVWTEDI Y RFRA VDRI EECTHINERET ST
At X, BEMRIFZRMAOARICE > TREINS,

CIOMS fFZ8 4% XI DIRSE
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https://www.heart.org/idc/groups/heart-public/@wcm/@mwa/documents/downloadable/ucm_454080.pdf
https://www.encepp.eu/publications/documents/ENCePPinterpretationofnoninterventionalstudies.pdf
https://www.cancer.gov/publications/dictionaries/cancer-terms/def/endpoint
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%% (Epidemiology)
FERE, ERAXEERINZEAD I IL—TI2BWT, BEICEETIERAEDLSIC, £l
LVWDHEET, WD, BEFRETINIIOVTORE

CIOMS fEEE & Xl DIRE,

IEFVRICEDCEE (Evidence-based medicine)

B4 DBEDTTICETIZEBARTICENT, BEORRORFHNIET Y X ZROK, BRAD
DEEICFERT A L.

Sackett DL et al. Evidence based medicine: What it is and what it isn't. BMJ 1996;312:71. doi.org/10.1136/bmj.312.7023.71 & ¥ & Z.

KRiEN#EHE (Family caregiver)
(NEE] 25R)

——

ANVRY T F¥— (Health literacy)
BEBHRICT 7R L, BFEL, AL, BRI 2EADEE

Sarensen 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. 12, 80 (2012). doi: 10.1136/bm;j.312.7023.71

EREM (Health technology)
RERIEE, WRO T, 20, BE, XEUNEYTFT—a v RINEDLOLDH S ENA,
NI, NVRTTIERENIEERR, 77T, 2R, FE, BB AT LG ENSEND

EUPATI, EERIMNEM, FERAEOTERLVHE. T2 URL, 2021 F 1088 BT 7t X,
https://toolbox.eupati.eu/resources/health-technology-assessment-key-definitions/

E&ERMEEE (Health technology assessment)
EERAMEM S (£, EFRERICHT 2 F0 - 207 - A%, BFREE VeV T—ary, EER
REOHEBUL R D7D ICHRE I NN ADENIIMES ¥k 2 FENL 7L, AAICE,
1RE, #aR, EER, 77Fv, FlE TOTTL, PATLEENH B,

EPREERATMERE v b7 —2 (INAHTA) £ W2RZ. TR URL, 2022F 1 B 16 H7 7t X,
https://www.inahta.org/

E#&E> X7 L (Healthcare system)

HIBRY eI, RIROBEAEHE, XIFERICL>TERINIEFICEVLT, BERZRE, [HIE,
NSHERT T 2 70 ICERET S R i8S,

COEEL, BEOEOERICEDLIICH—ERMNBEHINTVEIAEVWIBRETLLFEHONS.

CIOMS fEZ 4 XI DIRE.
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https://doi.org/10.1186/1471-2458-12-80
https://toolbox.eupati.eu/resources/health-technology-assessment-key-definitions/
https://www.inahta.org/
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FRHEEARRBEERI (Immunization anxiety-related reaction)
(RI&EE - FHHIERER F L XBERIS (Immunization stress-related reaction))
FHIEBEDORRICAE L 24 BERCHEIET, ZOMNEBICEFOHSE AL RICEEST2HDTH- T,
TOFVBECFHERT O T L, TOFOREORM, XIEFHEETAS T LORYICE
EYHD0TRBEVWHD, INoDRISICIE, MEXREMRE N LRI, BFREN LIRS, X
PLRICEHE L 72 RIDCIERES L ENEEIND LN DH 5.
WHO Vaccine Safety basics e-learning course, Module 3: Adverse events following immunization & V) e&Z. it URL, 2022%F 1 A

29877+t X,

https://openwho.org/courses/vaccine-safety-basics

¥, WEME (Industry, pharmaceutical)
EERRVG/ XTI FOMR, B EHE ROY—TTA4r700WInheETREHEETS
ZE,

CIOMS fEEH = XI DR,

A AREETIE, BRCHEMEZFACBERTERL TV,

A 74+—=LF -7 F (Informed assent)
AV T74—=LF - Ty b, HRICSMITIAEEOHZFELCELENZTDEAICIELT
HEICOVWTOHELEWICERDHZSMELTWAZIETHD, T ML, MBEXITENRESE
NHEBIAYT7A—LR - OV Pe—FEDOEDE LTEXRITNERST, BIZEZEN VLT
EERHTHHOTIEAL, FELNIEIFTFRICEREZRHL, RAZEZTDOTEHFELICTITFEmMIC
JSLTZLRNLDOXETT LY FEEIBT2 I ENEBICEETHS. 7T b 2B 2BRETIE, F
ELOFEMIZIT TR, B4 0RR, ANERER, BIEHN - DEREE, MVEEN, FLEHEPEL
FORERELER LA ITNIEAR S AL,

AV 74—LK T M, REESZDFENENEZFZHRVERAICERT SN TE S,

CIOMS. AMzx%ke ¥ 2 HEEEHRTOERNMGEES. 2016, L YA, Tid URL.
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf

[FOF : BRBRIZUTF. ]
https://cioms.ch/wp-content/uploads/2019/07/Japanese-Translation-CIOMS-Ethical-Guidelines-2016.pdf

Av74+—LF -av+> b (Informed consent)
4> 74r—=—LF -7ty ] £58)

ZEfE (XEREEDEEHHREAN) 2, FADSINOBERE LEETL2MEDH LD
BEHDLOFBEA LR INEIC, BEAAERICL > THE~NDSNMICEART 2 7AERTHY,
WYRERIC LY RBFESI N TNIT L om0,
HLEDA Y7 =LK aver b, AREERO U X IRMEOFERE L THLWLOND Z L
DHY, THICL> TREEDBENY R/ Z0OEELIEREZ, LF - FAX - FRT 2EERE
EENEBEICTALI-Z EZRAET 5.

EESAHANERAE (CH). ICH Harmonised Guideline.ICH E6(RIADHARHE : EXQOBERROEBELDHDH A F

24>, E6(R2). 2016, T2 URL.
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
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https://openwho.org/courses/vaccine-safety-basics
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
https://cioms.ch/wp-content/uploads/2019/07/Japanese-Translation-CIOMS-Ethical-Guidelines-2016.pdf
https://cioms.ch/wp-content/uploads/2019/07/Japanese-Translation-CIOMS-Ethical-Guidelines-2016.pdf
https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
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FERZE (Investigational product) (¥8FEE : investigational medicinal product)
FRARABR CERINDXITEERRBE L TERINIERSR, 77F >, XIE7T 7R,

MBS R OBRIESGEER. £ MUERT 2EEROBRKRRICEIT 5, RUHES 2001/20/EC =BEIE$ 5, 2014 F4 B 16 BI#
A] (EU) Nob536/2014. 22 2(2)(5). £ WeaZE. Tid URL.
https://health.ec.europa.eu/system/files/2016-11/reg_2014_536_en_0.pdf

KREEHMHRER (Large simple Trial)
HEINAINERENZBEZDEOEXNT T, TOWRERETZ7-008IEE 7 v X LLRER. K
RBEMARIE, —MRICUTOREEHT.

- BRRAIBEICA o T2 B ICHBENANER SN DGR CEG T TITHhN 25

- BNEE, RNBROER - RAEET, NAICE %a—ﬂxﬁ%w&&@wa

- BREMICERELHMAZEZEZRHET 2D+ LRETHS.

- BEEEBEITDINADBEMNATEDZY Y —RT, BRI OEBENICT IV MHLERETE
5.

- TRNEDELRAIVTE, BEORE

CIOMS fEaB8% XI DIRE

BICES D,

e

{Ehpri8E (Low- and middle-income countries : LMICs)
—AN%7- Y OE RS (gross national income : GNI) AA—EDEEBU T OE, = OE*E[EIL,
HRIETT, BEHAFFEEE (OECD) DORRIEBEBIEZESNSD GNI T —2Z#HWVWTEAMICESE
INTW3,

BEBOERERE (OECD) . BRIBBMZES (DAC) OBUTFRAIEE (ODA) ZEEVU X ML YBZE., T2 URL, 2022 1A 16 H
TUER,

https://www.oecd.org/dac/financing-sustainable-development/development-finance-standards/daclist.htm

EEE (EEMm) (Manufacturer (pharmaceutical))
EEREV/XIET7F v OIIGREDOER, WH), HENXILARICRET 2K (F ZELZE),

CIOMS fEZ < XI DIRZE.

BRFEAERHEEE (Marketing authorization applicant : MAA)
E NI A XIS CEERNILT 7 F v 2R5cT 52 L DARZR/ELEFLLELI T 5h
EZ DO ERER

M ESR 2T (European Medicines Agency). About us, Glossary of regulatory terms @ [BREEARREE| & YkZE. Ti2 URL,
202112 B10B7 7t X,

https://www.ema.europa.eu/en/about-us/about-website/glossary/name_az/M

IRFEHARREE (Marketing authorization holder : MAH)

EX I A XIS TEERRXIET 7 F o 2RFGET 22 EDEARERFLEBIA OB TWELEZS
DAt DIERFEE,
FRINESR T (European Medicines Agency). About us, Glossary of regulatory terms @ [BRFEAEEE] L VYKZ. T2 URL,

202112 A10H7 7t X,

https://www.ema.europa.eu/en/about-us/about-website/glossary/name_az/M
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https://www.ema.europa.eu/en/about-us/about-website/glossary/name_az/M
https://www.ema.europa.eu/en/about-us/about-website/glossary/name_az/M
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ATF45—vav - H4F (Medication guide)
Z < DIMFEERICSHMISNDEHRIY T, BFEDOHBEICET 5KE FDA AFZDOFREEH, BFE
NERGEEERZEET 2 DICRIDERL

KEFDA Tz 794 b, EEQORSMEAFOLYPTE, AT~ 3> - A4 F, kyez FRURL 202141251087

7t X,
https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources#medication-guides

EZE&M (Medicinal product)
UTwdansron, o0 2YEXIIMEOHEAEDY.
- ANBICBIT2EROGEXIEFHOI-OORFEZET 20 L TREEINS
- EEPR), REFNELCIEIREENERZRIET S 2 &L ) EENEEEZREE, BIEX
TEET 5EM, XIFEFZMZHZ1T) BT, ABRICHLERELLEIRESINES H D,

BRNES. b MCERTAERRICET 2 HAGEHICET S 2001 £ 11 A 6 HOBMZEARPBERES 2001/83/EC B 14(2) &£
Yz, TE URL
https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32001L.0083
F M OBEXI T, EER, EEESG, EREFEINZGELNHY, ERMFENEFCTI/F U5
EINDHENH B,

EERDTF A 7Y 4 71 (Medicine life-cycle)
EEGOEMIBRIICER SN, EERI’FEFEIN, BEIFATE 4422 £ TORM.

CIOMS fFzE & Xl DIRZE.

EERCT 7 F v OBIERNTHOER (Medicine or vaccine use within label)
(FRIZ&EE : On-label use)
(REE : @EIGMER] H38B)
ARFEAERDEHE I~ TEEREFERT L &,

CIOMS fFE & Xl DIRZE.

EZELRAFKE (Medicines developer)
EROAARIN, BEICIREINIEDIUBATET Y 2485 HOFRICBELEED, 7
NEERT DI EHNTE HDEMEES,

CIOMS fFE % Xl DIRZE.

B/IBDOY X2 (Minimal risk)
FRICBVTFRENZEXFITROTEMRGZ OBEES, BEETELBEOFENEL <
E OB ECRBOERICEVWTREB T I3IZETHLZ L.

KE FDA, IRNREREDO O DOEHRA DS, L YKZE, T URL, 2021 F 12814 B7 7€ X,

https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/federal-policy-protection-human-subjects

ERDORF, RE, 2L ER~DEESH : CIOMS {EEEE X REE


https://www.fda.gov/drugs/fdas-labeling-resources-human-prescription-drugs/patient-labeling-resources%23medication-guides
https://eur-lex.europa.eu/legal-content/en/TXT/?uri=CELEX%3A32001L0083
https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/federal-policy-protection-human-subjects
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B#AEMZ (Natural history study)
BEOEFERCEREFED, HIVWEREYRI70HE AL 0EMERIICHT-> TBIT S
W7, BREMRIE, EFAERCEBNEDLIICRELEDL S ISARET 201 2EET 5 1:
BIRRIEHREUNET 5.

KEEMHFERER (NIH) BxrAMEL> 22— (NIC) HPAMREEFMRLY, TR URL 20215128147/ X,

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

JEMAEBER (Non-interventional study)
TROLWITNAICEETNIEFENATRTH B.

LT —RR=RZDMDOZRT — X% ALTEE.

IEALDOHEREL DT RTCOERNBICREEL THY ZORHFOL E 2 —,

i. UTOERGEINTHLTHE

- EERIPRGEARIEIR > TBEOHFETUHINS,

BEZRFEDONAICEIYHTEZ LN, ABRERAEZICL > TERISRAEIND D TIE
m<, BITOREOHEANTHY, EOMANEEZHRICED 2 RTE L ILPEICHBES

nTuns,
- BEICITEBMOBHIPE=LY 7 THT, WELLT — X OBRITICITESN LA EZ A
W5,

Mz, 7> — b, M, BFD0 740 -7 v 7L, BEOHBEZ2EOD—IRELTITOZENLH D

BMEERT. 7y F-77—<3aEY VR T7074RIEBT2HA4 FZ4 2 (GVP)-EY 22— VIII(Rev3). EMA/813938/2011
Rev3, 2017108 9H 48, £Y&WE. Ti URL

https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-gvp-module-viii-

post-authorisation-safety-studies-rev-3_en.pdf
[FRF : BRMEZERF O GVP (23359 2 URL IZLUEDMETIZER. ]

T X LB (Non-randomised study)
BEEDOE Y MIFAMBRICE > TRESND D TIRAWIRER., EEERABRCESRARIIES v &
LA D —BITH 5.

CIOMS fEZ < XI DIRE.

BEZE (Normal clnical practice)
(BToZEEER] v28)

BEDE, i, WRICHEWT, BICETZEE, T, SHI27-0ic@ERVLNSER

MBS R UOBRIESEER. £ MUERT 2EEROBRKARRICEIT 5, RUTES 2001/20/EC %#BEIE$ 5, 2014 F£ 4 B 16 BT
A (EU) No536/2014, % 25(2)(6). &£ YHZE. Tad URL,
https://health.ec.europa.eu/system/files/2016-11/reg_2014_536_en_0.pdf

ERDORF, RE, 2L ER~DEESH : CIOMS {EEEE X REE


https://www.cancer.gov/publications/dictionaries/cancer-terms/
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-gvp-module-viii-post-authorisation-safety-studies-rev-3_en.pdf
https://health.ec.europa.eu/system/files/2016-11/reg_2014_536_en_0.pdf
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BwIoAMER (Off-label use)
(REE  [EERCTI7F Yy OBEMERTOFER] (ThbbAdrI~LER) H30B)

EEGNIET I F v 2ARINTERALERLDIHETCERTS L.
CIOMS fEZ# = XI DIRE.
X IARINTWAEWEINE, FivE, Af BE5RERCTEERZFEATZ L.
NWysr— - )=7Lvy b (Package leaflet)
(BEMERBREHVD)
EERICHMTEIND, FRERITOBRERI,TEHINZY—TL v b,

BMEERT, Yy R 77—V VYR-TI30T74RIBETEHARF4> (GVP) (FEE | -EF (Rev4), 2017 £ 108 9
H. kY®E. T URL

https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-

rev-4_en.pdf
[FOE : RUNEERFD GVP HEE 1-E&(Rev 4) S35 5 URL I LIEOAETIZ AR, ]
£#& (Patient)
FEEPREZREZIT TCLWALIENICE LT IT2RBEREICHZ, XiEH>72A.

National Health Council, £ESEMAEE. 201942 A 13 0, L YHZE. FTLURL, 202112 B 1477t X,

https://nationalhealthcouncil.org/additional-resources/glossary-of-patient-engagement-terms/

£2HII2=7 1 (Patient community)

BEII2=T1EE, BEAAN RENEE, ROEoz2RKXT 2B L<S8ESS. BED
T2 T4 FEKRTHY, BER RIOBECERE, FPIEOL NI, Z0MmE < DEAR,
BE), HENERICE > TH7eoINIFEABEREEZRBICRRIELZENTE S,

National Health Council Rubric to Capture the Patient Voice. BEDFEZMEL AL R T LAICRRY AN/ DHA N, 2019F6 A,

7> b DC.LY, TEURL 2022F6 B12H7 7+ X,
https://www.nationalhealthcouncil.org/wp-content/uploads/2019/12/NHC_Patient_Engagement_Rubric.pdf

BEPOLDT 7 b AL (Patient-centred outcome)
BONKROERMTIELRICA T TWE T b h L (7, #ee, B, BERPE QOL &¥) T
HlY), BEIN-BELEOEBRAFTICESEST2H 0,

Patient-Centered Outcomes Research Institute (PCORI), PCORI AiEimE#( L WEZE. T2 URL, 2022 &F£ 1829877t X,

https://www.pcori.org/research/about-our-research/research-methodology/pcori-methodology-standards

BEPODODEERFAFE (Patient-focused drug development : PFDD)
BEORER, fn, ——X, BREMAZEEL, EEROZA 7A@ CHEE - FMIcE
BRI AND -O0ERMET7a—F.

KEEREERR. SFPOLOEEMFBAMBEELYHE TRURL 2022F 181677123,

https://www.fda.gov/drugs/development-approval-process-drugs/patient-focused-drug-development-glossary

ERDORF, RE, 2L ER~DEESH : CIOMS {EEEE X REE


https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://nationalhealthcouncil.org/additional-resources/glossary-of-patient-engagement-terms/
https://www.nationalhealthcouncil.org/wp-content/uploads/2019/12/NHC_Patient_Engagement_Rubric.pdf
https://www.pcori.org/research/about-our-research/research-methodology/pcori-methodology-standards
https://www.fda.gov/drugs/development-approval-process-drugs/patient-focused-drug-development-glossary
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£HZSHE (patient engagement) ([FFEEE : Patient involvement)

BFE, BEII2=T4, TOMORT— 7 RLE—DOMT, BROYTH Y EAERNTIEER <
ANLITRA TN, BEREN/I—FF—E LTOREOEMICE > TEI N, BEHE DR,
e, FPIEAEREIND &,

Harrington RL, Hanna ML, Oehrlein EM, Camp R, Wheeler R, Cooblall C, et al. Defining Patient Engagement in Research (FF%(= 513 % &

HESMMOEF). Systematic Review and Analysis Results of a Patient Engagement in Research: Results of a Systematic Review and
Analysis: ISPOR Patient-Centered Special Interest Group ®# &2, Value Health. 2020 Jun;23(6):677-688. doi: 10.1016/j.jval.2020.01.019.

BEITFRX/N— | (Patient expert)
RRREICOVWTERLEET LI LICLYBEAORRZ LY LIV FA—LTEHIENTE
DRI E REBRAFD, HOBOBEREL L HICEETD A,
IFXFRANR—FTHDHIEEILZ, BEOERICOWTOT FRTA bTHB & EHICREUERMEZD
ABMDEEEXIETHHRINEIES L H 5.

CIOMS fFE & Xl DIRZE.

BEMERY —7L v b (Patient information leaflet: PIL)
([yHr—2 - U—=T7L vy k]| B8)

FBE@MIRY S (Patient labelling)
([y =Y - U=TLv ]| SR)

BEAF 7 X2 (Patient ombdsman)

BEIEMINIERY —EAXEBZOMOZEY —ERICHT2BEFOEE 2RI, BEL,
WY 2EEEE D RN A (RITHER).

BEA VT ATy, EVay, Tyvay, RONYa— bV FYEUAM, AFK TR URL 2021 F 12 B 14 BT7 7€ X,
https://www.patientombudsman.ca/About-Us/Our-Latest-Update/Vision-Mission-and-Values

Parliamentary and Health Service Ombudsman, UK, T2 URL, 2021 £ 12 B 14 H7 /& X,

https://www.ombudsman.org.uk/

%

£&Ek (Patient organisation) (F&E:E : &S (patient group))
FEDER, BE, XIFTEBPEEFDI/L—T%2/H28EF (RUZOREPCNEE) ORI T 4 v
bE&Z—XERET2HE. BEIRIE, ZOBEISNV—TOZ—XERET D701, IR, K
B, 7ERAY—EE), BSRECHETLILHTES.

CIOMS fFE % Xl DIRZE.

£2H /-7 (Patient group)
(IE2EHE] 28)

BERNYF—2 - 4 P — | (Patient Package Insert : PPI)
([Ryr=y - U=7Ly k]| B8)

ERDORF, RE, 2L ER~DEESH : CIOMS {EEEE X REE


https://doi.org/10.1016/j.jval.2020.01.019
https://www.patientombudsman.ca/About-Us/Our-Latest-Update/Vision-Mission-and-Values
https://www.ombudsman.org.uk/
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LBHEDIELT (Patient preference)
(TEBHBIFAE 58)

BHMEIFRAE (Patient preference studies)

RENBREBNADB CERIERZDMBOBHEORIRICONT, BFICESTEZLLAE DD,
NIZZFANTEL EHD A DO EHENNIZESHTHIE AT .

LT LYVHE - KA.

- XKERREZERB. Advancing Use of Patient Preference Information as Scientific Evidence in Medical Product Evaluation, Centers
of Excellence in Regulatory Science and Innovation (CERSIs) « XEBRERREEEOHXRET—2 >3y /. 2017E 1287 H~8
HEAfE. T2 URL, 2021 F 12 B 14 B7 7t R,
https://www.fda.gov/science-research/advancing-regulatory-science/advancing-use-patient-preference-information-scientific-

evidence-medical-product-evaluation
- KEEREERB. BHORBTICHRLESE, EEESRTMICE T2 BERIFEROMFEA. TR URL 2021 F£12 A 1487 7€ X,

https://www.fda.gov/about-fda/cdrh-patient-science-and-engagement-program/patient-preference-sensitive-areas-using-

patient-preference-information-medical-device-evaluation

FBEL IR (Patient registry)
REOES, REXIIBRICLI >TERINIEHICEWT, FEDT YV FALICEAT BH—n
7o T — X %INET /AT X T L,
BRMNEERT. vy F 77—V IVR T30 71 RETE2H4 K74 (GVP) [HEBZE | -EF& (Revd). 2017410 A9
H. KVU®E LEICURLHY.
BEWET Y b AL (Patient-reported outcome)
BRAREZ OMICL 2 BEORMICHT 2B OMRAE LICEELNB L ORBREREICOVWTEER
EL1T—4.

FDA-NIH Biomarker Working Group. BEST (Biomarkers, Endpoint S, and other Tools) Resource, Silver Spring (MD) XE&®RZERR
/& 2016, FHEEE, 2016 Jan 28 [Updated 2021 Nov 29], & WeZE. T URL, 2022&F 1B 29H7 /7R,
https://www.ncbi.nlm.nih.gov/books/NBK326791/

BERLD-HOIEMB (Patient safety organisation)
EELEOURIPEREZERTZ2ZEICEST, BEDT V2R LIS 2 70—, #HEXILHER.

Agency for Healthcare Research and Quality. BERUVREDSEICLZ 754U T7TEETOREERLALDIODAA K.
E: W73V —0FR. LYHE TRURL 2021F 128 14H7 7R,
https://www.ahrq.gov/patient-safety/reports/engage.html

£HnE (Patient voice)
BEODZ—XLBEHEICE>TOMEICETZ2EENERERRE. MORT—0FRILE— (EERH
FE EE, REYE, XIEZ) ICE-STO—XELELRZEENH B,

National Health Council (NHC). ffi{E® % 2& D& : NHC 2E . MIEE T - L—7 U v 2016, LW HZE. T2 URL, 2021 &
3HE1I0B77tX,
https://nationalhealthcouncil.org/wp-content/uploads/2020/11/20160328-NHC-Value-Model-Rubric-final.pdf

ERDORF, RE, 2L ER~DEESH : CIOMS {EEEE X REE


https://www.fda.gov/science-research/advancing-regulatory-science/advancing-use-patient-preference-information-scientific-evidence-medical-product-evaluation
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.fda.gov/about-fda/cdrh-patient-science-and-engagement-program/patient-preference-sensitive-areas-using-patient-preference-information-medical-device-evaluation
https://www.ncbi.nlm.nih.gov/books/NBK326791/
https://www.ahrq.gov/patient-safety/reports/engage.html
https://nationalhealthcouncil.org/wp-content/uploads/2020/11/20160328-NHC-Value-Model-Rubric-final.pdf
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REAE (Pharmaceutical industry)
([hF] T/ERE| 58)

B2 (Pharmacology)
EYOME & BURANDEERZNICHRS S L.

Oxford concise medical dictionary, 8th edition, 2010, & Y &&Z. T URL, 2022 1 B 17TH7 /7t X,
https://www.oxfordreference.com/display/10.1093/acref/9780199557141.001.0001/acref-
9780199557141;jsessionid=0BB340EACABECF2CB80E98E2296BDE9B

EHES (Pharmacoepidemiology)

(8% [BF] +38R)
—MEZICEDCAHE, 2, #HERZAWT, ZHOALICEIT2EER (EYFENRFRTT 2
Fraas) OFERLHREZMRT S L.

*[ZE0] LlE, HENBCERICE>TELS.

EREEZTS (International Society for Pharmacoepidemiology). EFEFICOWT, L YRZE. T URL, 2021 &£ 1281087
7R,

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

FEHLBEEEV/7TL—> - Fv5 =2 (Plain language)
MO THAZVEWZY Lize &I, BEFIERTCZILI)AaI2a=r— 3,

plainlanguage.gov, What is plain language? &£ Y 2XZ. Ti2 URL, 2021 £ 12 B 14 H7 7 & X,
https://www.plainlanguage.gov/about/definitions/

AR EWMESAER (Post-authorisation efficacy study : PAES)
EEMBAFERINIEIC, RRINBIIEICEWTEDREMENH 2 DA ICET 3 RZHAAR
HEEMIILT 2 7-0 ICEES N5 HER.
FIEESGAEARINDTZDICE, XEXTAv b URT - RTUIPNRIT 4 T TRITNIE RS
W, PAES A EE S ND DL, EESMNARINLZETHEITNISFUNTELR VL 5B E
TAY FPDOLRIVOFREEEND 215G, NITLFIOREZ BRI T 2MENH 5 I & an&
T EHI-BREBNHBHETH 5.

CIOMS 1E%EB4 XI D312, Scientific guidance on post-authorisation efficacy studies & Y, EMA/PDCO/CAT/CMDh/
PRAC/CHMP/261500/2015

ERDORF, RE, 2L ER~DEESH : CIOMS {EEEE X REE


https://www.oxfordreference.com/display/10.1093/acref/9780199557141.001.0001/acref-9780199557141;jsessionid=0BB340EACABECF2CB80E98E2296BDE9B
https://www.oxfordreference.com/display/10.1093/acref/9780199557141.001.0001/acref-9780199557141;jsessionid=0BB340EACABECF2CB80E98E2296BDE9B
https://www.pharmacoepi.org/about-ispe/about-pharmacoepidemiology/
https://www.plainlanguage.gov/about/definitions/
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ARERREMHER (Post-authorisation safety study : PASS)
EEROLZLEENT — FORE - FEOER - TEL, ZREETAT7 7 A ILOHER, VX7 ERE
EOEMEONEZENE LTERIND, RZXEERICEAT2H 0w 25E [DIR 2001/83/EC
Art 1(15)].
NABKERBRTH2HEELHNIE, R, FNAOHRT VA VICL2550H 5.

MINERERT. 7y F - 77—<aEYIVR-T70T74RETBHARTA4 > (GVP) (FEE | -E& (Revd), 201741089
H. &£Yh&E. T& URL.
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-

rev-4_en.pdf

779271497« F 7470 (Pragmatic trial)
EROBBZEORRICE T E2NAOBENETHEDO =D I TP A v ANtz T v X LML LB ER.

Modified from: Patsopoulos NA.7'5 7'~ F 4 v 7 « hSATNIIHT BT 5<T 4 v 7RI,
Dialogues Clin Neurosci.2011;13(2):217-24. doi: 10.31887/DCNS.2011.13.2/npatsopoulos & ¥ 28Z.

H7%FE (Prevalence)
HHIFRICBWT, ERINT-BEFAICEET S, $27 7 b HLARIZEEDESK. G (FEF
BETERINTBAOTE -7230) ELTEESN, LIFLIFESERY 1 AAXIE 10 ﬁf\ét
D ORERIEE LTRBEINS,

CIOMS [Drug-induced liver injury (DILI)] fEEEEIHEE. 2020, £V, T2 URL.

https://cioms.ch/working-groups/dili/

FABRRIIRAREXPITEIHENH S, CDC Web Archive B8 1 [BRREFEARIZLIZLITE
BaInsh, BRELIIHHIFEDOHFRICHHRBEZFOADEIEGZIEL, REXRILH HRFEORHIC
HHREEZRIET HANDEECEREZIET. |

EMHRAZEAE (Qualitative research methods)

FT7T7 4 7HER (B8, B8, HEBICBELEIAEZYEINEY LEER) ONE, o #

R, ROREKICHES Ak BNAEOREICIE, BEER (F:FSENII2=27—rarefT

) LbEEND LD D,
FERRELARASERSD. EX5R, ASEXIRHE, TORORTF— /AL —DLoOHA LR EERLOERRMH |

SO ORENABROINE. 2020F6 B, LYHZE. T2 URL
https://www.fda.gov/media/139088/download

EEMEFE (Quantitative research methods)
HENBBROINE, o, BN, ROERICHES A

[FRE : g EICEL, ]

| KEgFEEEY > 4 — (CDC). ARBEEBICHT 2EFEE, IR ISAES - EWFEHE AP Lesson 3: Measures of Risk,
under 'Properties and uses of prevalence. Ti2 URL, 2022 F2 B9 HT7 /X,
http://medbox.iiab.me/modules/en-cdc/www.cdc.gov/ophss/csels/dsepd/ss1978/lesson3/section2.html

EERRZORE, REl, T2 ERA~DEESHEH : CIOMS 1FE32a Xl RES


https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-annex-i-definitions-rev-4_en.pdf
https://pubmed.ncbi.nlm.nih.gov/21842619/
https://cioms.ch/working-groups/dili/
https://www.fda.gov/media/139088/download
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Y77 = FF—4% (Real-world data : RWD)
FENANLBREICEWCHEZEM O NESINT-EET —%. RWD ¥, BFFERCEERLER &
%, BERETINHL, TR Y —ILSENAINVERE ESERIERE,N OB OND, INE
INTT —RITIL, BRIRAY-BENT 7 b A L, BFERET 7V b H L FRREBMECEFTOELRY),
ERANBRENDH B,

CIOMS 1E2EB< XIIl on Real-World Data and Real-World Evidence in Regulatory Decision Making #42 (work in progress) & V&%,

DF7LT7—LFITET YR (Real-world evidence)
UTLT—LFTF—EOLE2a— RN bBEEHINFTET Y X,

CIOMS 1E2EB< XIIl on Real-World Data and Real-World Evidence in Regulatory Decision Making #42 (work in progress) & V&%,

HHLE, EFES (Regulator, medicines)

(RIZ%EE - AW NB, REYB (regulatory authority, health authority))
EYFNRFRVT 7 F 2 8CEERORE, T2, B3, &, REXiE~v—7r74 7
ZARAE Y 2 EHIMERR & 5 DHE RS,

EEREGRG LEIL, Hi, (f : FDA, PMDA, MHRA), BEZR (] : EMA) 7R E DA H 5.

CIOMS fEa% XI DIRE.

AEMHE (Research organisation)
EEmZOMBOaREDR, XIFTRBORRE, ¥, &17, BRICEBT2HEBEZTI7HD 1D
XITEE D EE % 1T 5 HE.
MFFRMERSIC 1L, FWHARD o, FEEF, BFHOL0NH 5. HRKEIX, BoMERETH>I LD,
OO 7T-DICHIREITTIZEHH D,

CIOMS fFE & Xl DIRZE.

BRHAPBRON-RE (Resource-limited settings : RLS)
WEENIHEIUG LT, BRDIZFEAEDPEANLGHGHEERELAIZIToNT, JUVEER
EEZZITONBVWAXIIIEBICRONTULSEE L < I£HF,

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 & V) & Z.

JZRZ (Risk)
RFEORBNERICEITS, ERINCERTOBEERXIET V7 M LOFRERESK,

Miquel Porta, editor. A dictionary of Epidemiology. 6th edition. Oxford University Press; 2014, TFi2 URL, 2022 £2 B8 H7 7 & X,
https://www.oxfordreference.com/display/10.1093/acref/9780199976720.001.0001/acref-9780199976720

ERDORF, RE, 2L ER~DEESH : CIOMS {EEEE X REE


https://pubmed.ncbi.nlm.nih.gov/25144337/
https://pubmed.ncbi.nlm.nih.gov/25144337/
https://www.oxfordreference.com/display/10.1093/acref/9780199976720.001.0001/acref-9780199976720

FREREEM 51 & JI 39 2024

1) R 7 &/IMEE (Risk minimisation measure)

(FA%E 1 YR B/IMEEE (risk minimisation activity))

(e Y Ry wAMbsk] BED Y Xy &/IMbE] 6 58.)
EEMOERICEET 507 L,<7E£L\?ﬁ§% (BIEA) =Fbh, REZER, NIEIEEEZERT 5
ZEEBMELENA (RIE—EBONN). VRIRIMEEIL, BEOLDOELEBMNOLOLH S ([E
FOUZRIBAMEE] [BMD Y R 8IMEE] 28R).

CIOMS fEZ 284 IX, Glossary definition of 'Routine risk minimisation activity' & Y &Z. CIOMS fE2£5Z4& IX D EHIE, EU 7y K -
77—RAEVS VR TS50 F4Z(GVP) HA RS54y ELa—WV-YRITHZI AV RTL (20144 828 H) & W HE,

EHNAE 7 7—<aEY TR (REMERESH) (Routine pharmacovigilance)
HEILEINERTEIIARATCOEERICH L TERTIZ—EO 77— IEY 7 XEH,
Z < O TIE, NS DOREZEHFISESRAICIYEDONTWNS,

CIOMS fE%EB& Xl DIRE

TN LY R 7 R/IME3E%E (Routine risk minimisation measure)

(RIZ&EE : THAKA Y R/ &/MEiEED (routine risk minimisation activity))
(e Y Xy JAMEE] TV R BAMEER] H58R)

FEDOHILPHEI T, IRTORERICEBLITONTVWLZ YR IRIMEEDOZ L, BEDY RS
BAMEEROABE LTI, ®HEINY VT, EEROAEY A XOFIR, WEOENMUED AL
BT 2IRENLREN R EDH B,

CIOMS fE2=E8= IX, Glossary definition of 'Routine risk minimisation activity' #2XZ. CIOMS /¥ IX DEZEIE, EU 7y K -
T77—<aAEYSIVR-TS59F54R(GVP) AARFSAy ELa—AV-YURITHZIAV I RTL 201444 828 A) & V) aZ.

T EEROENUED T EIE, EMDOLFDOES, LHFEL L CEFMAOBATE 2, EET—
RICIRFTETE DD E WL & TH B,

BEELBEESR (Serious adverse event)

EEFORNEOERENFEE LIEE

- RICEDZHD
- EHmEEHLITHO
- BEREDIZDDARXIGARAREOERLIVEE LD H D
- KERIXIIEELEE - T2 D
- EREFEETLO
- Zofh, EFMNICEEZRE L HI N ERXIIRIC

ICHHA K54, BRBORSMEROIREL | BAREDLHORBEOTEHELREDOELE E2D. 2003 F 11 B 12 8. L UKE.

&8 URL.
https://database.ich.org/sites/default/files/E2D_Guideline.pdf

E 77— AETY T VRTE, ZORECHENPEERICERTE2HDTHD I EHNFHAN TV,
HHIWEEONEHEIC [BR] & WS BHEZERT 5.

ERDORR, RE, ZE2AFEA~DEESH : CIOMS /FELES Xl HEE


https://database.ich.org/sites/default/files/E2D_Guideline.pdf
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YxT—F - TFT4o¥av - XAAFV T /HRBRIRE (Shared decision making)
EFICBEWT, BELEBREONANHBAL, BEFHICE>TRROTTOAHZRETH7AER
BREEEICEVLTIE, BHEOMELR, BIE BENEEIND.

KEEMAAMRE Y Z— (NIC) NABERFHELY. TR URL, 2022F 282377t X,

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

¥ F L (Signal)
EERICL->THIERIINZIAERMOH 2RI OENERICET 21EHRTH Y, BF, &l
ERDPREOND 1 U LEOBRENDERINDG, 7 FLE, BIEREEEREDEENLRRREE
RERTHOTIERL, REMIZ, T—EPERICL > TIBICFHAT 2L EM ORI E 42 51RER
THDHIEICBREITDIENEETH D,

DY x4 -k x— (UMC), Y7 FiLEidfmAhr? &y, T2 URL, 20225289877 tX,
https://who-umc.org/

L7 F ik (Signal detection)
HoWDY—=ZADLDARY M TFT—=REBWT, VI FLEREL, R/ XIIBET 5174,

CIOMS. 77 =<2tV IV RIZHBT 5> 7 FILBRHOERRMEIRE, CIOMS (B4 VIR EE, 2010.& V.

5514 &EMH (Special populations)
(I33EEF] #58R)

EZRINETERICIE, UTHEEND (F72L, INBICREI AL,
- FED
- ERNXITRALE
- [flEE, BREEZFOHEEEEZET HEE
- BREREBR TR SNIERECEEENELRLEE
- BAoOBEYT 2 8-FEREF OV T
- BB ANEPREDOEE

ICHHA K74y, EERZEUEROTE, E2E £V, T URL.
https://database.ich.org/sites/default/files/E2E_Guideline.pdf

ZRR Y — (Sponsor)
AR ISR ORER, BERV / XIFESFEICETZEYMEA, B, #EXILHER.

CIOMS fF(Efa IX KA.

ATF—2FRIZ— (Stakeholder)

EERDOTA 7YV A 7ILITHEWT, B, 8, Z2RERICEDL D, LT L 5 AEAXIEHER.
- EEDERE (WUEPE - ALRTTRE THTIT)
- BE, BEEE, BETRERTA b
- REAE

B B AT A B
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- XIE
- EEREE
Innovative Medicines Initiative (IMI), Patients Active in Research and Dialogues for and Improved Generation of Medicines

(PARADIGM), D41 BEZSED-HICHEHEENICET 21RS. 2018, L VWE. T URL.

https://openacademy.eurordis.org/courses/recommendations-on-the-required-capabilities-for-patient-engagement/

RV E—=F «F7 - 57 /EEKE (Standard of care)
([RiIToZEEE| BE2E] H30)
BEOHIEPCIREBICE W TRECEBEDEBAINAEE, 20, FHTHIER BEUYLEFHMKL

BDEITLIAA A VICERINTLEH D, REILBCRELAB/IEFZ LT TVWILD, H
5 WERENGEISOERREENAENICIToTLE 10,

CIOMS fFzE & Xl DIRZE.

VRATFRT4 vV LEa— (Systematic review)
FEDHREMICEZ D700, HONLOHEBEEIN-EERELEICHET 2T RTCOBRFHNTET
VAEREBERET BB E LR AR ER M,

a0y, b=V NV RFTv o, B1E LYKE. TR URL 2021F 1258 14H7 7t X,
https://training.cochrane.org/handbook/current/chapter-01

TUoAY b AF4HhHL - =—X (Unmet medical need)
FBh, AE, ZHTcEWT, WEMAFELR DO TIETDARNIEH TE 2 LIRAE,

KERREERR. EEROLHOANA XV R BEERFERICHT 2MEER T 077 A-EERETEYFHEF. 2014 F£5 B, L ) EE.
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/expedited-programs-serious-conditions-drugs-and-biologics

7V F U EEADT-HH L (Vaccine hesitancy)
TOFUERY-EXNFAAETHIICHI DO T, TORITANEZESE-YIESG LY T
52,

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 % X%,

55&EM (Vulnerable populations)
BoBSOFRETFLENZLBHXIITEICRML TLDE A4,
BERERS, BEH, ER BN, ZTOMESOFRETFL/LOICHELINDIFHED, HEBRHIX
EREICTBELTWRHEDNEZ ONSD,
HHWEE, (—EHIXIFEBNIC BANTLIRIOBERICE>T, TOALLOHMZEITHT
DEBRVCERBVEEICCVWEWVNSTBELH D,

CIOMS., AM#zxXRE T 2 EEEEMRFTOERNMETEST. 2016, i 15, L WZE. T2 URL.
https://cioms.ch/wp-content/uploads/2017/01/WEB-CIOMS-EthicalGuidelines.pdf
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T8 2.
b=+ XRR2T4

Case studies

A BEYXEEOZ—XIZEHLETELNTZEE (AdrenalNET) e, 189
B. BEZEAZERLREME; LT OBICETIAES (EMA) e, 192
C. Y7 FIVMREICEBT BLareb & BEFARDHBRIIZERAR (Lareb) v 196
D. AEFHRICBIIZBELBERAEDONN—FF—2 v TOEE (B2 1) 198
E.  SUEMENBEUHHLTEMOY X IRIMERERRREL72F) e 203
F. #FTRGEEORIFARTEANDEBESE (FT ) s ssssssssssssssies 205
G. M7 7YANICBITHAIDSERERICHTT D, HIVIEEE~ADT /LR EWET S

T D EBZETEE ..o sssesssssssss s sss s s sssssssss s 211

A BEPEMO=—XICELETELNT-EHE] (AdrenalNET)

=R+ 227414 OEK - BIE

ZDEHTIE AdrenalNET (7 v X DRI > v 7 — 7 BEFRBERH) AEBREEECEEN-_—X
DWW A EBERICEWNE L, ZAAEREMSE I L AROUFZT (RUEKZED) (C2hA 57,

HE 42 v XEDO A https://www.bijniernet.nl/kwaliteit-zorg-kwaliteit-leven/kwaliteitsstandaard-
bijnieraandoeningen/nulmeting-volledige-rapportage/

B 1]

ERoalLsEy .

BEEBICIVEBRERILEVARZLTWEIEEADEREEE LTERT S, BIBEE (£5
VR TOEFERIZIN10,000 ) ICL 2RBHBERLEVYORSEDBEIHEAEEELRL LTERINS.
BRI, EAZEH IV EELRESEEARILETH D,

MEE - THR
IBRERILEVYORNER 2-T2IBEE

Ho|

EESGRFEFIAT7THAILVDRT—

£EMETH S NVACP & NHS A DEOEARETMbH Y, RIEMPHE(C L 2ERFORF (XiFH
HEBE)DO 7O A ZEL T, ERDODRT— 7 HRILE—h 575 AdrenalNET OSEBIOHEE S & 7 - 7=,
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AdrenalNET (3, BEHL O EHRNLIGE, NRAEEK, REIORADOL OO I E WL EIBEOERE XIS
L, BIEMPEEREB IR T,

LEBRERSELEZOHL?

BEHEIL, MORXRT—IFRILE—LRAKRIC, ZOFEFHOHHDZEZAICES L. BESEOBIL
ftFkobe FOoaLF Yy yEFICHTI2BE0ORAE, B0 —XZH oL Y ELLCTVOEFID
BEATH & TH-o T,

BELODAVRIMIEDES ICHEILISNEDOHL?

AdrenalNET DEIZZRLIET R THO T O RICEENSEL TE/z. ZOFEHTIEEEIHRELAT
HYUMWEDE R >TET,

BEFGED NHS (FEAEES) & NVACP (BIBER) BREBEERRICAF TV X0LY KEHEIBE
EII2=T742RKRLTHEETHIEDNTED LS LB > TV, WEEHKIE, co7RYc s b
DIRTOBEBREEEICEVWTEIC [F—7LIc20T] Wz, mEKIEA 7 >~ FEMICH 4,000 A
NEBAEZ, TNFNOBEPREE, TNITNOEEED, Tz 7HA b PV -V v LXT AT %
BLTERELGSE M LT

BERMZLI-OH?

> EER, EFEMR, BENPCOMBICERYEAR, BEII 22T DEEAEZ - L HAZHL
MCT DI ENTES,

» AdrenalNET |%, NHS & NVACP 2 &2 L3 XTORERERA T —7I/LICOoAY, BYAEMM#EE
D270V b F—LEFERLT.

7AEREBED=—XICEHLETRESINED?

COWMYEAICLY, BEPEMOZ—XICEbE/E RAQLFT YV VROFRFNE TN, EE
DHAEZE®H 7=, 42 (K2 [68N] &) EERALPTWERZRKT 2L 510, KD
BIZET/-OOI—T 4 V7 xBEITIEICLY, BEOREQA VT IA TV REREHEOVTNICE
WTHFEREE DD T N TEL, ARAERL T, BHLURICL2BEORKER (2mg & 3mg
ODREELE FOaLF YV VEEIOAR) NETHTH S,

BEDLODBHEFREDL S ILiTThbh=DH?

AdrenalNET |3, BED X7 — 7RV Z — DG fRET D & & H IS, HBABI 2 TH A by —2 v
AT T7HBLT, HEAANAOII 15— a5 2H->TW5,

BERIZIWCHEZRITH?

ZH (EIIKRE) IEEBHIEELE. 2H0RBELEHIRERDI-HDDODERIF, HEPENEIBL
7=. AdrenalNET D E#H, EEREERVIRZy 7L, Z07AY 7 b~AOFEBICH L TEENAR
Bl % = 5 T UL,
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BEOEECHRESRIHZRII-H? ZDFEDOERIL?

£E, EEREE, TOMORT—I7HRILE—DLOEIBICHER D752, AdrenalNET [£F WLEXRE
THIZVEDT77—<AEY T VR -2V EZ— - ZL AV YT A v T HRIKBLT, M L-E=
EREBELT, JL713200 0K ODEEFOLZEHICET2ERCEBOIMNROE -7z, F72, 2
NHICBETIMEELR KL, b, BEORICIE, EBOZEVW LN EDH -7 BIZIL, F
EERICETIHDAY).

&

#

CORYEATIE, BEEZLDLTOEDHDIIR-THLT D BEMICHLY LT BEEZZR
ALYTUWE ROOLFY VEFZ2BERTZIET, BEO—XIIEdbELFHFLLWE FOaLFY v
DHEFMHAERIRB L7, FETCEFHOKROBILZRI/-HICaA—T I %2kT LT, BFEDIVTZ
AT REREEDOVF K E BT ZENTEL,

FICRRIREZL

> EBEEHD AHPEBELROD, EDOLDIBRBRENHD DN EIEREICICIET S,

> BATKEMEOH D2y FT7—0ICHET S, TNICLYBEEIRELZHEICXA LY —KY
R—FHhZFoN 5,

> BETEIINRNTDORT IRV —%ZHEICRE, RELRBAKSEZEET. £/, BICXX b
BXInE BieY. EZAAMBICIE, BERRICLEZTF—LTRHIET 3.

> AV FEEIE, ZDON—RLESEOEEALBEETAIRNA A RICHET 57
BIZ, WMHOTEETH S,

&S

Coor@BijnierNET.NL : ¥ % —> ¥ —,/3—T 4 % —X—DE X—ILT7 FL X,

HMICOWTIZU T 2SR,

www.bijniernet.nl (#5 > XE&

www.adrenals.eu (I—RA v /SLE=EE

www.nhvacp.nl
www.hypofyse.nl
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B. BEZSE%ZEKLAHER , "7 OBICBET 3 2ES (EMA)

Fy—2--227414 0K - BIE

Z0EHTIE, BMNERZT (EMA) IS5 N7 0BOAREBELZEUEETICBVWT, BEEEREOE
BRICEEILSDA Ty PHEBEETH - 7=,

g i)

NILZOBEVEEYS (V7O F MY L, Su7ag~x s xSy L, N7 aBF Y L,
N7amg, 7o IR),

> NAULTORRIE, HRMEEVE TCHD -7 I /BB (GABA) IIXTAERICK Y, —EBOREED
EEREEIMGITEEERZONTWLD

> N T OBRRER TR ﬁ%bfﬁm,%i@%f@i%wUX7#D<ﬁé 72, EiRA
DNLVTOBOEREREREE BEEARSZMH D ZE&PZV), FICERBUEMERER (1Q) D
@@#m&éﬂtT—ﬁ%%é

#hee - R

SNV OERIEIE, 1967 LUK, BUNTLLERENTWS, TADA, ﬂ@ﬁ@%®“gﬁtbf
FH—HOMMNMBEECTIEIEEORBEROFHEL L TARINTWE, EELAERZFOEHIC
TlE, N7 OBENRENIIM—DBRERIRF L L2560 H 5. (FEAEDBHITREH be: Y
FERMELTHY, NUL7ABBICL2RBEORELALEE RZHEBRIL Y 258 gin oAE
MEHBEINTWEEELH S,

EERRAEFA7YAIVDRT -

Jr—<IAEY IR YRIFTEEES (PRAC) IE, NULTOBRICKABBE~DREICNT L
FEOWEALE2—L, MBEEEOKRREZEEL DD, WHEDHIENIIRIMEDT-HDENEOESL %
BT oL HIRDLNT,

b DL Ea—(F2017FE3B TR SN, 2018FE58 TR T L=,
> LE2—FDOWDOADERT, BRABAERICLY BELSE LIBELXIT-T-.
https://www.ema.europa.eu/en/medicines/human/referrals/valproate-related-substances-0

HEBERSELEOHL?

EERDIAT7HA 7 LZ2B L TCEEDRERZHEMAL TS, EMA OEFICITEEIEBNICSE
LTW3., BFIE, EMADOWKOHhDORIFHEES 1 (PRAC 2 8L) ODERZEELZFOAVNN—TH Y,
ZERNMBETIHEFAIRRZICHSIL, THRNICNEICLZ2BHALIToTWD, £7, EoHIETART
DEEAXNE (FIXE, TE2MBREY) 2BEL TV,

EMA X, N7 08B0 R 7ERROFMICH-Y, B, BERK T LULK EUTRODERE
BEBEZIN) AND ZEHNEETHL LHMT L, TOEMIL, PRAC A TEZLITRIEVWVERZED,
BRIICHMNEEHTAL T OBIEERZDO &L ) R WREIEH 2 TIET 22 & TH 7. EMAEIE I, X
INEEDEELA S SICRET IO DEEDITHOERE DL D TH -7, EU NBKXEITEEAND
EERMARROEE 21TV, EMA IZBESEICET 2H00 2 FERZMA L. BEAENICIE, 2017 £
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SAONEICLBAVYY LT -3y, 2017 F9 BONEES (FE2 URL), 2017 F10 B EHE L [EE
WMEEICLEDAT—I7HRILE -2, £L7T 2017 F 12 BICEENAEXEICL2 3V LLT—2 3>
HIT 57z,

https://www.ema.europa.eu/en/documents/other/summary-ema-public-hearing-valproate-

pregnancy en.pdf

gELoaAvEI MIEDES ICHEILIESNE=-DH?

NESOREIX, EMA D7 = 744 &, Twitter, Linkedin TERE N, SHEZHFDI-HDH > T4
VHEE T —LPARING. £, ZOEHIT EMA OBECEERLEEREO R Y T — 27 RURR
MNOEERZRFILFEOXY hT7—2%2@BL TCHIThN .

BMNFLEL, FA T —N—XFHRXELLTESMBLIAAEIT->7-. EMA IE, ZREFFECED S
FIRELRPR Y 2 < DFEKREZZAL. BMNEFIL65LT, TORRIL, BE/EERFXR284 (O bLEE 12
Z), EEREERVCEMBEGRE 198, BEMPHE L, ATATTELTH-oT-.

NEROERITESR N, TORICEFRISRFEINL, SOICERAREZSH L TOFRREUND DS
FEONLERELRIIWRE SN, RFEINT.

NES LRI, BUOXEICLEaAVYILT—Yay, AT—UFRILE—2EF, BEOXEICZLS
arvYiTr— 3T, Thﬁh,ﬂﬁﬁﬁ%,#Eﬁ®%%ﬂ%,ﬂw7D&®W%%§Ht%%,
NiEE, WEEZEDOEIKIC - BERER - BRRBROBHRIRMHI RO ST,

B2EIMELI-OH?

B0 [Ra—br 7] EMENIZXEICLZaVYILT—2 3> TlE, EBFEZORKICHLT,
&ﬁ$@N»7D@®%%UX7%HOTm5# EEEEE) oBEBREZITER-72h, ED LD
ZIFE - 7173‘(‘:&\07‘_5@ DMThNntz, EEREED ZORBICSMLE. ZOPHERETNES N
BRICLY, HRFITHON TV Y RV RAIMEERDI D EMREZRIETE LAV EABELAICA Y,
Fﬁmﬁ,ﬁw%mﬂz@/\ﬁﬁ/\’ﬁﬁ@%@“/\%W@\@%ﬁa DIAIITIRIL > 72,

NESICEIT T, EMAIZ—H8HRICHLT, NL7ABROBAY X7, BEOHKICHTZER, £
LTEWVEERZIELLT, UREBILTD-DODDRELKD 720, BMY X+ (FEE URL) ‘xR
L7z, REESTIE, 12 20BEHNPRAC I LT 8 DOAOEHREKAITV, BEHOEKBYLHEBAOMHOD
AL DIRERICDOWTIRAR =z, nid 7, BFEOY R7&/IMERZ BT 27-0DEEZ CERAIAIRSE
11> 7=.
https://www.ema.europa.eu/en/documents/other/public-hearing-valproate-summary-safety-concerns-
list-questions-public-hearing-valproate en.pdf

BEIE, URIICET2BMOEBERD, ©BLANSEYGREA I VI TRV TLWEVWI EAMETH
Y, YR ZRIMLT 2FEZBIT 208N H D @@L/, £/, 33227 —2 3 v ERMBITH
, ZEHLZOTROLI BHRICOVWTEERDMENH D EREL T,

A

> N OBEKOARTY RZICOVWTGEREEAMNA 5,

> USRI NILTOBERESEINDIERIC, ZOURJZICETIEREGPEZITSE WA ERAFIOY 7
Py 2 7ICEEXZRDIAD),

> NLTOBORBAERSEZZITTCVWERIRTOZEOERNLE (DL HFIRD) BRE, VRS
ICDOWTDH Tt > IR HFDIERK.

> NLTOABROBEEZITTWARERTERF IC/NIL T ARICIBE S M- FHROZEER,
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> EERBEOYRIBRBEEODIT-OOBEFARBED S a5

> NULTABOEELZTIALICHT BEMLINTTr T 7T v EEEICERT D7D ICHARS
N7 —tevx,

> EROBFHMEF v R—,

PNEETEHLoNIEREZEIC, BELZORK, EREEE, PIWEMR, PRACREICEL S AT —
JRILE—RBED LN, FICHFONEREZRILL, FRNRORED/T-HDEANLITEICONT
DIEWA BB S NI,

NESERT—URILE—SEZDLEONTTRTOBEREZTAEL 725 2T, PRAC DIREN, Eq]
DNES, RT—7FRILE—RUOXEIZCLZ AV HILT—2 3> TEE (RUZOMMDAL) HOSH
NS EFRNLREICWIST D LD, REaYYILT—2 3 IihiFons,

7AERIBEO—XICEDLETRBINEDL?

IHNIZEU LRLTHEBES N -BVWORNESTHY, REYBEOFIEIZZOEELFL LY —ILICH
6T 5 &5IBAIN. £/, SNMEEZYR—FT2/7-ODFMAEERHEHA XX (Fid URL) HiR

Hranr,

https://www.ema.europa.eu/en/documents/requlatory-procedural-guideline/public-hearing-guidance-
participants en.pdf

NEEODENESMBBEIL, —MROATHEEICFAT, TA-RBENTZEZLSICTFI SN
7=, REERERT—0FRILE—2FICHELREREICE, EMA XXy 70151 T R— b+ L7,
NESOEEICIE, RROBICHEICS L TOERRAFEIN, BEE~OXIELIEMHIN.

BEHIOOBREBFBREDL S ITiTThhi=0h ?

BEdT A2EEMEIE, XEICLZ2aYILT—2ay (8E) PoaESD, ERoaryHiL5— 3
VIR EDERE, Tz T7HA MOV - v AT AT EBLTCREICIERERE LT
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NERDOBEELRT — IR —RFEOSMEICIE, KE BRERVCBIAAIIEINT.

BEOEECHESRIHZRIIHD? ZDFEDERIL?

BEINSHFEEONLBRIITIRTEERBINL, 2750, BEEATHIEAITHONSNEY —E X4 E (T,
EMA OBBENTH > 7=,

o am

2018 £ 3 A 21 H, [MBERIMRUVHBEESAOAE S/ L—7- FAJ (CMDh) (Fa2 URL) |
NILVTABOERICET 2 INE TORIREZRILT 570D PRAC DI LHEERZXF L7,
https://www.ema.europa.eu/en/glossary/cmdh

NLTOBOFME LMt EZDFHREFL-OICBEAINLHLRBEEICE, BEECP—HBMELIOH
EONEBERIKRELES L.

' MERIIRUOBBEESAOAL S L—7—t A (The Co-ordination Group for Mutual Recognition and
Decentralised Procedures — Human : CMDh) (£, EXMNEE (EU) MEE, 7ARXRIVF, VeFviagAy,
NIRRT IEEGHAHLERTH 5.
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- FIRATRE R LM DBE L, YZEREODEERBN’HI2EMEN’HBLZOEE T TNL I OED
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> HMEK  EEREE~OBEEER (DHPC), BEHH—F, BEHA N, EERBEEHA R, £X
R URERE.
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F, EERIE~ADIIRY X7 DELE (BFEXFEELERS), AROHLERNMITIBEEH— K~
DELEDREH.

> BEN-FICLDES, BIOMISNFROLERYE, BFOREOHD.

b A RERE T —ZR—X EBEAZITREDFEZHARBOFRICTTE2NNLTOBORE
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FZEROIMENBYITERICEIL CH Y ERRAIERDLDOTH D Z L ZHRTE S, ¥7-, EUDFR
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%xE (FEURL) AEEXINT.
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CIOMS Working Group Xl Statement

COUNCIL FOR INTERNATIONAL CONSEIL DES ORGANISATIONS
ORGANIZATIONS OF MEDICAL INTERNATIONALES DES SCIENCES
SCIENCES MEDICALES

HRREEE (WHO) &, FONDE SOUS LES AUSPICES DE
EEHERZE XA (UNESCO) @ L'ORGANISATION MONDIALE DE LA
wRICKYBRI ST, SANTE ET DE L'UNESCO

2020 F£ 12 A7 H
EREFHAEHES (CIOMS) EREPRFEEIRS XIICL 25EH
COVID-19 /> T X v /D EERER L REFER~OBEOER |

1918 FEICABIA V7 LTV H I A LR (HINL: =4 VEAIRY ICL B80T I v ohFEL T
e, I BBENYT Iy IDBHEIMERICE> TS, SARS® MERS & W->7-20F 74 LRI
B L 72/ BRI A DR E R AR RATIE, 2 REICE TR TH -7, 59, HROH LW IEICEE
ERIFTHEIOQOFTTAILINEELTWLS,

SARS-CoV-2 E M END ZDFHL WY T Iy /&5 ERI L7230 FTALRIE (TNICEDES
& TCOVID-19] &M IEN D), EERLERBERICBIT2BEOFOMEAHAOBREORIIRICIFL L
[Tz, ZZTLWHBEEIE, —BHR, EEREE, HREZFOEZELRY, IRXTOEEHLWILEE
B E%2IEL, CCTRHTEE] WS EEZHAVWTZONRARTIEICT S, HEODALIE, V—
X TARRYREEDH T, EXMEE, AERETO [Avo&y ], P <X 00ERE B
RFEXNRE, BUSH KO BHEALAR) R 7ERBRRICE > TEEARITTCE/. LHL, BECPEERS V
T77DREND, IRNTOETINDGDIERAAGELRDOITTIERL., ZTOHER, RbFELZXITH0IL
BETHDZLIIEEWAL, ZOMER, IXNTOEEEED, EAMNICREL TWIEERFEICH
HL, EL, HENICENELAERTS I LICE>T, L NLTEREFE > THLL A ITNIEE
LW, Z 93 THRITNIE, SARS-CoV-2DRTy FTUTFPHIhLDMIFICEY, ZDER%ZBEKEAIC
ELHBZLIchB, * SARS CoV-2 DEREKRK, REPH, BEFHOEERIARLICBAIATULLEL
7%, TOZLIIFERBICEETH 5. SARS-CoV-2 BMERNICE F VBRI 2HMAIFPRS ENIEL BT L,
JUVBEEOEVISANLRIZERL, EOABZRITORELIAREEIE->TVS, °

I Disclaimer. The views and opinions expressed in the statement above are the consolidated views of the participants of
the CIOMS Working Group and should not be attributed to any individual expert in those or any organization with which
these individuals are employed or affiliated.

i cloms Working Group WG XI: Patient involvement in the development and safe use of medicines. For more
information about the Working Group and its members, please visit: https://cioms.ch/working-groups/working-group-xi-
patient-involvement/
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SARS-CoV-2 DFFrLiaEZH Y, 77 Fr0Rak, BEERE, BRAAR IR2EAFT), A
BRFEA, %A, EEHIERE, EXAORVEENREL, HRAICIE—MOULMEZBR T, HFEE
DHAT L EETIEEOEDREE VNS, LI —DODEEARBEANULEN. BEOFEIL, BEFEH,
EFRRBAROERICERZREL, BEBNICSMT 22 LICk-T, BRIUAEEEZ /09 Ak
MOHDTAINZADENT BDEEHEN, BEHNID2FWCL - TELIEELRBBEICEZR D=0 &
B5H InE [HdELV0HED (anicetohave) | TIERL, ZONRYTFIyvroBArbIE [RiIFH
i nuE 0 (arequirement)] TH S,

BENR— b F—COHFPRRICLPOAI2Z7—Ya v, 4L —T, EEEISL, FHRICE
Wb DTHY, DAY PTVWEETREINAITNIEA S AL, BEFITT TIZ, SARS-CoV-2 DI
EXPRER, BIECHENAAEDOPRICL 2EEADFE IOV TREAZ IR T 2720 ICl8ftahT
BY, 8 ZORBR, BREICEET 2 LY ABLBKGI TR INDAIEENAHTETWS, I, R
H (BETLHD ) LT, BRXBOA L REEAT 2HETH S,

SARS-CoV-2 L[5 7= DEE EOEBEE (LY RRCERARE, BFEOBEECHBREDHR
BIG~DEFH, 77 F VBREORENNRE) NINEFTICHECEBEZEDTWS., LaL, STy
JEWSIKRT TR, [HRZFSICTS 7] 720612, HRPFO—MHTEDBERNLSELANETH D,
WRUT Iy TEANLVLRTTOL M)y 7D#EREET-LLTWES, BEIL, EEBEROBEAN D, [BE
DOFE] BRI TERDONREINTEL, TONXYTIvIHNLBLEEELRHINL ZOTAILRIC
MHAN D IZDDERELRRT 272012, [BEOTE] 2LV AENICEREL, TNZWLHICL TR
DAND D, EVWSIEIEEANEBITLAITNIERLRWL, WS 2 ETHD, BEIE, ZORIDEES -
REZOMFTP, BFEN7A 3L T eERNAEZHATERARARICSNTIZ2 L 2FEL TV S,
8Zo5L7=7abaniaich, IRNTOEEIL, EERHECT —AX—XATNEINZIBERICL-T
BB TE 5.

EDEIBERERTHLEZFITHDLIIC, F7A—NULBEEVYATLOEBREZRIILNT LLITRTH
BETIERWD, WINBHRINDI-ODEHTH D, ° BEDOFIL, ZOTANLNRZETI-HORFER
BREICRAIRAEHE L TCRFBpINBITNIER SR, ZOFREHICIE, STy Z2UEICITHhNRTW
1-RIE, BEORE, BF ARFEOITRTOTORRICEZEISEL, ARFEOBRABREZD
oTREEMDHIRELZEITI-0HIC, ARLAEREEEHIET7LE2—DRAZETFLEITA
EhEohWL, COZEHIE, B ORL2RAEENHEIN, EEINDIEFTORIELERIL— M 2R
KT BEDTHY, BEEZTDIHTEADALDI L EZEZXDE, HABDLD—BEETHS.

SARS-CoV-2 £ DRIWVE, FXICFREHEEN—HEARBL T/ A—NILRBRAREZRHET Z EAKD
LbNTWE, BHEELT, Aebld, #HINWEELZZIITCEY, X7 T7LTEBNGEZ EIF5Z &N
TED., B IO TIv I HREY, TOHINZENT I ET, EOLDRBREEYMED OH
ETDIRONRVYTIvIZICHLTH, LVRWMBERXEZT DI ENTES,

EELORAREZEHRERA~NDBESBHICES%Z Y T/ CIOMS EEE 4 X 12, 2BEHE, 5, &
¥, REEBEALCHAL, COFATREINZFEECZOMOREICHIST 27-0DXE%
ToTWa, AFREEIL, 2021 FHICERITINS,
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Kilbourne ED; Influenza Pandemics of the 20th Century; Emerging Infectious Diseases * www.cdc.gov/eid « Vol. 12,
No. 1, January.2006

De Witt, E. et al: SARS and MERS: recent insights into emerging coronaviruses; NATURE REVIEWS |
MICROBIOLOGY; VOLUME 14 | AUGUST 2016 | 523-534

Czeisler, M. et al; Public Attitudes, Behaviors, and Beliefs Related to COVID-19, Stay-at-Home Orders,
Nonessential Business Closures, and Public Health Guidance — United States, New York City, and Los Angeles,
May 5-12, 2020; MMWR / June 12, 2020 / Vol. 69

United Nations Department of Economic and Social Affairs; COVID-19 and the least developed countries; Policy
Brief No. 66; May 2020

Yuiki, K. et al: COVID-19 pathophysiology: A review; Clinical Immunology 215 (2020) 10842
https://patientsafetymovement.org/helpful-coronavirus-covid-19-resources/;
https://www.ema.europa.eu/en/partners-networks/patients-consumers/eligible-patients-consumers-organisations
http://info.primarycare.hms.harvard.edu/blog/flattening-the-curve;
https://healthblog.uofmhealth.org/wellness-prevention/flatteningcurve-for-covid-19-what-does-it-mean-and-how-can-
you-help;

https://science.sciencemag.org/content/sci/early/2020/03/30/science.abb6936.full. pdf

https://covid19studies.org/

https://www.pnhp.org/single payer resources/health care systems four basic_models.php
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CIOMS Working Group XI Membership and Meetings

CIOMS 182 XI [EERORE, R, RenERA~0EESH] 1L, BEREK 77—<2
Y7 B, REINE, mESE FMEGRE BREBELSOXRT s RLE—=NSiLi.
EIE XIFTROLDIC 2018 £ n 2021 FICHITT 9 RIORFEEREL, RED 5 BOREIL
COVID-19 OJRITICL W A > 7 4 > ThfESI N Tz,

1. R/ R+ Pazx—7 2018%F4819H~20H
2. A -~y 2018108238 ~24H
3. AL R P ax—7 2019F5H1H~2H
4, ZA R« N—4)L 2019%10A16BH~17H
5. A 74 V& 202048 1H
6. 714 vk 20206 A26H
7. F A EE 2020F9A11H
8. AV oA e 202010820H~21H
9. AV TA vEaE 2021F785H

CIOMS fE2E % XI fRETF — Lld, 2020 FEh 5 2022 F£ X T24 A2E%FFH, LT OIEERE X X
v N—=AZ PN L 7=, Stella Blackburn, Nikos Dedes, Ratna Devi, Juan Garcia, Stephen Heaton, Frangois
Houyez, Kaisa Immonen, Kerry Leeson-Beevers, Dinesh Mehta, Elisabeth Oehrlein, Lembit Rago,
Theo Raynor, Kawaldip Sehmi, Meredith Smith, Panos Tsintis, Annemiek van Rensen. 7z, Sanna
Hill o DY R— b &ET-.

B XI ARBETF — LIE, LT DX /N —THERR I 1, 2020 Fh» 2022 FORICEREZR > 72,
Stella Blackburn, Stephen Heaton, Indra Purevjal, Elisabeth Oehrlein, Lembit Rago, Panos Tsintis,
7z, SannaHill & Monika Zweygarth /"o DY R — b &5 7.

CIOMS fEREE XI X /38—

BEAE

Boutin, Marc** ..........cccceevreeenen. U.S. National Health Council, moved to Novartis

Dedes, NikoS...........coeeeeeeeennnn. European AIDS Treatment Group (EATG)

Houyez, Francois ................... EURORDIS-Rare Diseases Europe

Immonen, Kaisa ...................... European Patient’s Forum (EPF)

Kamoga, Regina,..............oo..... Community Health and Information Network (CHAIN), Uganda
Leeson-Beevers, Kerry............ Alstrém Syndrome UK

Oehrlein, Elisabeth................... U.S. National Health Council

Sehmi, Kawaldip...................... International Alliance of Patients’ Organizations (IAPO)
Siakpere, Naomi** ................... International Alliance of Patients’ Organizations (IAPO)
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Arsenault, Denis*
Beeler, Patrick*
Bere, Nathalie
de Boer, Anthonius
Foy, Mick*
Gao, Yan**
Garcia, Juan
Gillham-Eisen, Liz Anne*
Hirasawa, Shinji
Lacroix, Talia
Leach, Myles**
Lyons, Vanessa*
Matsunaga, Yusuke*
Moulon, Isabelle
Mullin, Theresa
Oba, Izumi*
Oi, Tsunehiro*
van Rensen, Annemiek
Sakushima, Ken
Sato, Daisaku**

Schaublin, Martina*
Spooner, Almath*
Straus, Sabine
Urushidani, Jun*
Wang, Dan*
Zander, Judy

1o
Angst-Wu, Leanne
Apara, Olatayo*
Asiimwe, Alex
Bhayat, Fatima*
Boedding, Matthias
Blackburn, Stella
Clary, Cathryn*
Da Silva, Barbara**
Garrigan, Charles
Heaton, Stephen
Harrison, Beverly
Kaehler, Stefan
Kugener, Veronique**
MacCracken, Christine*
Metcalf, Marilyn
Noel, Rebecca
O’Hare, Mary*
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Health Canada

Swissmedic

European Medicines Agency (EMA)

Medicines Evaluation Board (MEB), The Netherlands
Medicines and Healthcare products Regulatory Agency (MHRA),UK
National Medical Products Administration (NMPA), China
European Medicines Agency (EMA)

Health Canada

Pharmaceuticals and Medical Devices Agency (PMDA), Japan
Health Canada

Health Canada

Health Products Regulatory Authority (HPRA), Ireland
Pharmaceuticals and Medical Devices Agency (PMDA), Japan
Retired from European Medicines Agency (EMA)

Pharmaceuticals and Medical Devices Agency (PMDA), Japan
Ministry of Health, Labour & Welfare, Japan

Medicines Evaluation Board (MEB), The Netherlands
Pharmaceuticals and Medical Devices Agency (PMDA), Japan

Pharmaceuticals and Medical Devices Agency (PMDA), Japan,
moved to Ministry of Health, Labour & Welfare, Japan

Swissmedic

Health Products Regulatory Authority (HPRA), Ireland
Medicines Evaluation Board (MEB), The Netherlands
Pharmaceuticals and Medical Devices Agency (PMDA), Japan
China Food and Drugs Administration (CFDA) China

Janssen

Independent consultant, formerly Bayer
Janssen

Celgene, Bristol Myers Squibb

Takeda

Janssen

GlaxoSmithKline
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Patel, Ravi...........cccceeeeveennenn. United Therapeutics
Pawar, Ameet.......c.ccovvvvvneennn. Takeda

Peppers, Laura* ..................... Takeda

Purevjal, Indra.............ccoeeen. Takeda

Renz, Cheryl.........ccccoeeeeeiie, Retired from AbbVie
Richardson, Michael* .............. Bristol Myers Squibb
RuUSSO, LEO ...ccvveiveeiieciii, Pfizer

Vaidya, Pujita..........cccccvvvvnnnnnns Amgen

Smith, Meredith ....................... Alexion

Stirchler, Christine................... Novartis

Webster, Peggy** ......ccccceevinns Takeda

Wilkins, Jamie* ...........ccceeeeee. Pfizer

* Members of the CIOMS Working Group XI who attended three meetings or less
** Members of the CIOMS Working Group XI who could not attend any meetings but may have provided input in other ways.

ERRER, FWEE, ZoRT—IFLE—

Schaefer, Corinna.................... World Medical Association (WMA)

Edwards, Brian*...................... International Society of Pharmacovigilance (ISoP)
Olsson, Sten.....ccccccvvvevieeiiennnn. International Society of Pharmacovigilance (ISoP)
Lindquist, Marie ..........cccccee.... Uppsala Monitoring Centre (UMC)

Bateman-House, Alison........... Grossman School of Medicine, NYU Langone Health, US
Raynor, Theo.............ceeeeeen. Independent consultant, formerly Leeds University, UK
Harmark, Linda........................ The Netherlands Pharmacovigilance Centre Lareb

Pitts, Peter.......cccccovviniinennenn. Center for Medicine in the Public Interest (CMPI)

Star, Kristina** ............cccoecuuneee. Uppsala Monitoring Centre (UMC)

Younus, Manal* ...................... International Society of Pharmacovigilance (ISoP)
EEZE&GES (CIOMS)

le Louét, Hervé ..........cccceeee CIOMS

Mehta, Dinesh..................o... CIOMS Temporary Adviser, formerly European Medicines Agency
(EMA) Rago, Lembit................ CIOMS

Tsintis, Panos .........cccccceeeeeennns CIOMS Senior Adviser

HAREERE (WHO)

Pal, Shanthi.................oeoeee. World Health Organization (WHO)

BRFASEOBRERRICLIFEAREYTIN—-T

Devi, Ratna.........ccooevvevvvvenrennn. DakshamA Health and Education, India, and Indian Alliance of
Patient Groups (IAPO)

Guimarées Dias, Ariadne......... Casa Hunter, Brazil

Hourcade Bellocq, Javier......... Civil Society Sustainability Network, International Civil Society
Support, and Independent Consultant, Argentina

Kamoga, Regina...................... Community Health and Information Network (CHAIN), Uganda

Lodzeni, ENlOS.........ccccvvvvveennnn. Patient and Community Welfare Foundation of Malawi

Owusu-Ansah, Theobald......... Hepatitis Foundation of Ghana

Palma, Giovanna..................... Roche, moved to Teva, Brazil

Talom Yomgne, Calice............. Le Réseau Ethique, Droits et Santé (REDS) and Coalition
Respect, Cameroon

Younus, Manal...........c..cc.ooee Iragi Pharmacovigilance Center, and International Society of

Pharmacovigilance (ISoP)
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Bagai, Poonam....................... CanKids India / Pallium India

Balocco, Raffaella.................... World Health Organization (WHO)

Bernat, Janis ...........occcvvveeennn. International Federation of Pharmaceutical Manufacturers &
Associations (IFPMA)

Bhatti, Susan..........cccoevvvvnreenn. Merck

Bols, Thomas ..............eeeeeen. Drug Information Association (DIA)

Bonifazi, Donato...................... Consorzio per Valutazioni Biologiche e Farmacologiche

Brooke, Nicholas .................... The Synergist

Cambon, Nathalie.................... Roche

Chawla, Umesh.........ccocceuune... India HIV/AIDS Alliance

Cooke, Emer .....cccccvvvvveeveennn. World Health Organization (WHO)

Demol, GUY .....oooeveveieeieeeeeee, MSD

Doepner, Bettina............cc.c...... CSL Behring GmbH

Dos Reis Ferreira, Vanessa.....Santhera Pharmaceuticals Schweiz

Franke-Bray, Brigitte................ International Federation of Associations of Pharmaceutical

Physicians & Pharmaceutical Medicine (IFAPP)
Herrero-Martinez, Esteban ...... Abbvie

Hossain, Pushpa.................... Metabolic Support U.K.

Hurst, Samia.............cccoeeeeeenn. Swiss Academy of Medical Sciences, CIOMS Executive
Committee member

Ibrahim, Ghada....................... Patient Advocates for Cancer Research and Treatment (PACRT)

Janzon, Ulf ..., Sveriges Farmaceuter (Pharmacists’ Association of Sweden)

Jayasekar Zurn, Shalini........... Union for International Cancer Control (UICC)

Jobson, Estelle..........cccccvvvnnnee European Patients’ Academy (EUPATI)

Kirchner, Petra...........ccccceeee... Roche

Lasseur, Sophie.........cccoeeeeenn. World Health Organization (WHO)

Lazarova, Renata..................... Roche

Lillo-Le Louét, Agnés............... Hépital Européen Georges Pompidou

Lupo, Mariangela.................... Teddy European Network of Excellence for Paediatric Clinical Research

Massatsch, Pia................ooo... Clinical Trials Unit (CTU), University of Bern, Switzerland

May, Matthew ..................ooe. European Patients’ Academy (EUPATI)

Menang, Olga............cceeeeeeennn. PATH

Mester, Adi..........ccceeeeeeeeenien, World Health Organization (WHO)

Metz, GUnther...........ccccveeeeeen. Santhera Pharmaceuticals Schweiz

Mueller, Bettina...............ccoe..... Bayer

Nguyen, Mai Lise..........cccce..... Roche

Peppard, Joan...........ccccuveeeen.. European Association of Hospital Pharmacists

Rizzi, Menico...............eeeeen. World Health Organization (WHO)

Rucinski, Kacper ..................... Fundacja SMA - Spinal Muscular Atrophy Europe

Rwankore, Molly Kate ............. National Forum of Networks for PLHIV in Uganda (NAFOPHANU)

Samer, Caroline............cocuveeee. International Union of Basic and Clinical Pharmacology (IUPHAR),
CIOMS Executive Committee member

Schrandt, Suzanne.................. Arthritis Foundation, U.S.

Shirol, Prasanna Kumar .......... Organization for Rare Diseases India (ORDI)

Smith, Maureen............ccceee.... Canadian Organization for Rare Disorders

Sofia, Francesca ..................... International Bureau for Epilepsy, Italy
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Vallotton, Michel ...................... CIOMS Executive Committee member

Verna, Roberto ..........ccccvvvvinns World Association of Societies of Pathology and Laboratory Medicine,
CIOMS Executive Committee member

Vujigié Zagar, Andreja.............. Centre hospitalier universitaire vaudois (CHUV)

Wawra-Hehenberger, Kathrin ..CSL Behring

Zhuravleva, Elena ................... Roche

* Members of the CIOMS Working Group XI who attended three meetings or less
** Members of the CIOMS Working Group XI who could not attend any meetings but may have provided input in other ways.

2019F 8 H29H, 7HY4& - /57D National Drug Authority Head Office TR
Sht: [BRORONAEREICBITI2EERORAE L RERFERANDEESEHD -0 DHF
BLEBEE| 2T7—<¢T37—9> ay70EBEES, THEBARE, SNE

HEES ARV EERE

Barugahare, John.................. Makerere University

Byomire Ndagire, Helen .......... NDA

Kanyesigye, Edward................ Uganda Christian University

Katana, Milly..............ccoeeeeeenn. Rakai Health Sciences Program (RHSP)

Nabirye, Betty...........eeeeeeeeen. The AIDS Support Organisation

Nakwagala, Fredrick................ Mulago Hospital

Nalukenge, Gladys.................. CHAIN

Namata Kamoga, Regina........ CHAIN

Nambasa, Vicky ............eeee. National Drug Authority, Uganda

Mafabi, Godfrey.............oeeee. The AIDS Support Organisation

Mijumbi, Andrew ............ccce..... The AIDS Support Organisation

Mugisa, lan

Opio, Sam ......ccccevvvvvvvieeeieenn, Pharmaceutical Society of Uganda

Sekayombya, Brian ................. National Drug Authority, Uganda

Ssekubugu, Robert.................. Uganda Virus Research Institute

Wabulyu, Jean...........cccccvvveenee Uganda Alliance of Patient’'s Organizations (UAPO)
Walusimbi, David................... National Drug Authority, Uganda

7= ay7EmE

Achieng, Claire Judith ............. Thrive A Woman Uganda (TAW)
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This report from the Council for International Organizations of Medical
Sciences (CIOMS) describes the importance of systematically involving
patients throughout a medicine’s life — from its early development, through
regulatory process to ongoing monitoring and safe use in everyday healthcare.
It provides a comprehensive overview of the current knowledge about the
benefits of patient involvement and existing initiatives, gives many examples
and recommendations, and addresses the remaining challenges and
practice gaps. The report will prompt readers to implement its best practice
recommendations according to how well they fit in with their organisational
and national needs.

The report combines the experience and expertise of the CIOMS Working
Group XI on Patient involvement in the development, regulation and safe
use of medicines. It also incorporates views gathered from an open meeting
in Switzerland and a workshop in Uganda, which both brought together
members of the public, patient organisation representatives, regulators, drug
development experts, industry, academia, health professionals and other
related stakeholders. The report was finalised following a public consultation.

CIOMS is an international, non-governmental, non-profit organization with the
mission to advance public health through guidance on health research and
policy including ethics, medical product development and pharmacovigilance.
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Patient involvement in the development, regulation and safe use of medicines
Report of the CIOMS Working Group XI. Geneva, Switzerland.
Council for International Organizations of Medical Sciences (CIOMS), 2022.

CIOMS publications may be obtained directly from CIOMS through its
publications e-module at https://cioms.ch/publications/. Further information
can be obtained from CIOMS, P.O. Box 2100, CH-1211 Geneva 2,
Switzerland, www.cioms.ch, e-mail: info@cioms.ch.
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