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Welcome to Annie Ellis our new Patient Advisory
Board Member

= " y = {ae] } E;x = A
and seven-year survivor Annle EllIS b‘hﬁunf?ﬁﬁﬁj‘bﬂ?@%% nFl:ﬁéEE
of breast cancer. ~ FpA Patient Representative

https://www.risingtide-foundation.org/2022/09/02/welcome-to-annie-ellis-
our-new-patient-advisory-board-member

When A Patient Speaks: Annie Ellis

U.S. Food and Drug Admin... @ 5 2% - S
® s G T a4

Anni EllisE. PRPDRE(FDA YouTube)
https://www.youtube.com/watch?v=I16K2Z9Fv531

SHE HAD SYMPTOMS FOR NINE MONTHS AND NEVER THOUGHT
IT COULD BE CANCER. THIS OVARIAN CANCER SURVIVOR, NOW
IN REMISSION, TAKES AN ACTIVE ROLE IN MAKING TREATMENT
DECISIONS.

n the marning of my birthday in late 2003, | looked into the mirror and thought to
myself, “Damn, forty looks good on mel* Six months later on July 1, 2004, | woke u
from surgery and found out | had ovarian cancer.
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https://www.aacr.org/patients-caregivers/survivor-journeys/annie-ellis/
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20175 EEEIRDERGRICHITDEEDES

https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-engagement-advisory-committee

PwC

18



S (PEAC:Patient Engagement Advisory Committee)
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23O 7TO—F. AR PLURRN TS U714 RCET D IEHREHE,

« BEHLUEREEEICLDAR/VRESBRDERICEEIT AR VEDAI 2 IAT S

T4V DIERK

- ERESRICHTDIRROLATHEICET DT 1 ANV YIIR-—N—ZREK,
« FDADITUAhEEHL. BESLUERIEEEICLIDAR/VRIERSDERICRET 1

IAT ST 10 % BN,

« FDAD I YA EE#HU. AR/VREEBEUZERKSRD X 26N,
o RRAMY VA TERESRDERARGRBRDERET EREICH T D EBEDES 1 Z=FH1T.
o N=FvIRHSE - EREHGEOHMTIITAIINERICHITEBEEMNIVAT —

% (PGHD) =R,

- NTHge/#MmFE (AI/MLTEIETEEFHR. A/ML7 IV IV XLICEITBINAT RO

FECHBRICAEITZELF 1SR —TAIORORYUAZXIET S METEEZ O,

o [BAANDYAN—TFI)TIREEDEE:TL—LT—IICET DRETEIEIT 1 X

NYIIVHARZEH,

https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-engagement-advisory-committee
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£ (PEAC:Patient Engagement Advisory Committee)

R
2020 - EFRBEHBRAOSMENUNTHETAERHE,

- BEMATETAZECHAN—EF1UT(ICATEIETA -2V - XDREFEZFHK,
2019 - [ERMSOBFRRBRON - RHICHT 5BEOMS5 | T HRHERERE,
2018 - AREEORE(BEETET SERSE TRESNLF—SORE

https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-engagement-advisory-committee
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(PEAC:Patient Engagement Advisory Committee)

2HTDIEEDEIINS 2024F10 AR COPEACK /N —
. PEACIE. BHEEATIEND AR
Txﬂ:ﬁ%_:ﬁa'ﬁéﬁ'(1%ﬁk Letise Williams Designated Federal Officer, _
N3 Center for Devices and Radiological
b ° Health Office of Strategic Partnership
. HEIT. BERZE. BEAER andTechnology Innovation
3 A Rita T. Roy, M.D. CEO,
b)”/%\;%{jggéb‘%h\ggg National Spine Health Foundation
N _;' Teresa M. Diaz Co-Founder,
‘Dlgﬂj Q ﬂéo Global Patient Advocacy Coalition
« REEEESENDSHFHRE David M. White Lead Proofreader (Nights)
IZ. FDAZERE ESLSH5A Debevoise & Plimpton
RRES
/\—\“D\DPEE b\l£51 2 Ian D. Burkhart Vice President
~ 1Mo p A "o North American Spinal Cord Injury
Consortium
. 1)
PEACHARDNSUZOTT Necie L. Edwards Fibro Patient Education & Support
TLWBHATMMNEIEFERADE
prAS
DT BEDFDAZER Mary S. Schrandt, J.D. Founder, CEO & Chief Patient Advocate

EEDBANR—ITHD
§Fﬁ%§ﬁ%;ﬁj‘_§&) -~ ﬂ%—jj_o Philip X. Rutherford, B.A. Chief Operating Officer
= i > o) \ Faces & Voices of Recovery

= e B N
'IE%@%@?EEIJQL\O Elizabeth A. Joniak-Grant, Sociologist, Qualitative Research
Ph.D. Consultant and
Patient Experience Collaborator
Injury Prevention Research Center
University of North Carolina

1. https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-engagement-advisory-committee
2. https://www.fda.gov/advisory-committees/advisory-committee-membership/applying-membership-fda-advisory-committees
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(PEAC:Patient Engagement Advisory Committee)

FBEBREEEEFREDRARE
Sl g SBEDEEINT

R TRIALS + PEACZENADHARRTIE, BET
P Nimanve o wowere ou DD EITRHSNBN, EECITR
BAEULTORREENSEMIRTEL

ELIZABETH JONIAK-GRANT na,

HOME - OUR WORK - PATIENT ENGAGEMENT - PATIENT ENGAGEMENT COLLABORATIVE - Elizabet ° WUZ ‘i\ P EAC)( y/ “—?5 5
Elizabeth Joniak-Grant is a sociologist and has served as a patient E I_lza bet h J O n |a k—G ra n‘t& lg:\ *i’%
representative with the FDA since 2014. Her disease experiences s — Fehe
include chronic daily migraine, fibromyalgia, arthritis, myofascial pain %%z‘-\% L) N 'T%’l‘l_-tﬁ E 'E )#EE;%\ %ﬁ%&ﬂﬂ
syndrome, occipital neuralgia, chronic pain, and Von Willebrand Yaxanll) NQE < s ;;—'—r{;ﬁ /é— *qa
disease. She is a member of the American Sociological Association’s ﬁr\ F%EI] NN ﬂj]ﬂj]ﬂ % IE IQE \ 1 EE

Disabilities and Society and Medical Sociology sections, Migraine %%ﬁ\ ;l\%,l‘ﬁzgﬁ\ j 7_'- ‘J . rj‘,r I/j“5 ‘J I\“

Research Foundation, Coalition for Headache and Migraine Patients,

National Fibromyalgia and Chronic Pain Association, National lr.ﬁ_fa: t?@ﬁ'ﬂ%*%jo

- IRTZIIPEACTZITTIL. FDADESE
RE. FVEREAEERBEODHE VRS
BARBRE O S LNEBRRZES
XN—EFEHTLND,

https://ctti-clinicaltrials.org/our-work/patient-engagement/patient-engagement-collaborative/elizabeth-joniak-grant/
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6 BEZMHIShL1T4 7 (PEC: Patient Engagement Collaborative )

EESEIDHKLAT414 T (PEC)IE. FDAET 1— O KREDCTTIICLZEERE/N—F

TV TTIIONT VS, BEFRCEERETNEFY ., FDAICBIT3EERDFHF
PEFDMDIREICREET DT —VICEVWT. LUEERBEEDSNEERITIHEIC
DUVWTERIT Do

EXHODEESEHI#RAE

FDAZEA /R—3 % (FDASIA) E113 7R TEERRBICEAT IZGA\DEESHN
[CHWVWTC. [EEEGHERTOCRICHEVWTEEDERZ R DI ZFHF - -EEL. 3R
[CRAT 2&AICHVWTEEDHRREEET D ICEDMENRSH SN,

FIC.2014FE . FDAIX. OOV I ONEED LD ICERT DHICET DIFHRZINE
IREHIC. I oDBERZESE, TOHER. FDADR L I—ICHz>TEESID
HYUEDREICDODW\WTTA TP =it 2487 )L — T (FDABKE LIS DEIER Z1RE T
DERENZFEESN,

ZDT14—FRIVYOIZInA. FDAECTTI(Clinical Trials Transformation

Initiative :ERAREBRSNE A Z27F J) X [E201 7HFICPECZEIFRL. 2018FIZEE1[T]
~ahHEESNRE,

XK2007FICT 21— KRFEFDAICK O TRIUISNZCTTIR, BRRGEBRDBEMRZEA LS ESD T
ST A RERFE L. COHERAETHET S zFmETIER/N—M—2v T,

1. https://ctti-clinicaltrials.org/wp-content/uploads/2023/05/PEC-Framework Compliant-Apr-10-2023 FINAL.pdf
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® 2FSEISKhL 1714 F (PEC: Patient Engagement Collaborative)
EESHEFEINTATSA1LOSEY(ZIIT

PwC

PECIH. BERANERL. RROER(FATFPORR) ETHT SR THS,

PECIZFDADMGMEZEEREIEARINT  BHIBERDREICEERER T LD TIERL,
IR EDTH D, Fo. HEDEFEREMVEFAIC DOV CER I D E(FR< R
fREASECEREICET SEREDRTGE . FDADHERANDE-EILE THLIICULT
L3,

PECOEREHAAIELTEEDEY

1S1=/7—Y3VBEUHE
PEC.CTTL. 8XUFDAICEDTHAEDELE JEIII-TAHSDEHRCEBREHEL. &
> TVWBRE YO (Bl BENFDADARHIC EHBORBESEEIZ(GET D,
5L, 0I1=7—23a =My, BET 578
DFHE) DEBEZIET D,
BEIIIZTA(BENEE . RE)DRY BEOBSERIET H2HDFHUWVELREHRT
DIAZI2=T—3aVV=IELTVHEEIV—R ATT7ERERT 5.
DEBENRZ—XZH/HET D
BAEAMMITITIIR—I FDADKREICEATSE  FDA/CTTIEH AL FDA/CTTIOOI2=
REHREE . DI 2 "T7—3V—IVPHEBE)  TAICLBEEY)Y-XICETSERERHT D,
\J_Za)ﬁ:ﬁﬁlcgﬁkjﬁo

BEII1-T4/IIBITIEEETRFICETS
FEHEEH. NARDHEE(CSINT D,

https://www.fda.gov/patients/learn-about-fda-patient-engagement/patient-engagement-collaborative
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® EHASEISHKLA1T14F (PEC: Patient Engagement Collaborative)

PwC

BEBAFEEEEFREDRERE

PECOXYN—[F RIASNIZRBFT IR TEDEHEDED THDEERHELRAITN
[F7259 PECHEIC DLW TFDAYCTTIZRRUVTHE T &I TEIR),

7. FDAECTTIIE, UELHIEBIGE ISR IR B720IC, FPIROA T —

IN—EPECEEICHEFI D ENDH D, PECTOELE VL. EBRARDATRAEFDA

EDRET, LBEDORLDEICRET SRHRIRICERETES KEEXRDOEREMICAET
BIEEAEE Sy (A

A= AT == HEREFIRZE1D T PECOZTDEEICSINT &L, FliE
HROAIREENELUTZIHE. ENEFRTIDIENHFINTLD,

Sl g SREDEEINT

PECIE t= AOfEFHESR (Fin, M5l RIEME. BEL NIV IXARE) OERwRiESR
E22CH INSISRESNR BARFDIRLVWVARERK16ATHERIND,

SEDNEHRIF2ET. BESEDAYN—ZXKTARBEIES, TOVIIMRETDT
DISIERDNELRIZEIE. FDRIEEEEH D X VIN—[F2HAEX THEH DI ENTE D,

MEE(L. FHEEHIRICI BB M B DRR & BhEEF) &« 2RI UTiEES | TPECICREE
I OEB CEEICH ALV TEREB TN —THSDHEBRIERATHET d. &IEK2H
AT T, BEFHEERA. CTTIORY YT, FDATIERINS:EEZERN T N TOH
REEEARLOGERETELNT S,

2024F10R‘RE. PECXYN-16ZH, BFAF10R(FEHEOR. MEA3A. MAT
B)THDo

1. https://ctti-clinicaltrials.org/wp-content/uploads/2023/05/PEC-Framework Compliant-Apr-10-2023 FINAL.pdf
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G BEEENEFHDIRDI 32 (P&CC:Patient & Caregiver Connection)

CDRH(Center for Devices and Radiological Health : EEi2s - IEHRIRE
tI—-)DREE/N—b—EBfH, BEEENEEN SEEMKIIOFERICEETS
T4—RINvOZIREL., EEE2IIDRET. FHl. Z2MER. EmDiRICI®’IITTL)
Do

P&CCIZFDADCDRHMDRZ Y INEE ENEEDWERERRICIRILS YA LI—IC7POEXT
IBLDICTBIN—FT—vTTHhD,

CDRHIZE. B —DIRFEFDERERD FELD3BED T4 —R /NI ZEEEHNSE
BIDHIC TEHBENEEZEDDEMY (the Patient and Caregiver
Connection:P&CC) 1=kF Uz,

v BEDFREHZLHNSETDIEEDRE

v BEODE.CAE. XEIRADEBICHERIN IS CRAT I EZEDIRE

v FRUTWS, ZIXEEICAVWSNDAIEEHD & B EEEZS C BT DIREDRI-E CER]

P&CCIE. BEFUREIRIEL. BESXUNEEB DT IV—TH B, 2. sHMiEICRE:ET
DRENEMERET I IFREZIRMET . ERDBENVEELRSIZHEE. BEFED
XIN—ECDRHR Y IZEFEUDIFTBEIICEH TS BD BEHIUNEED
P& CCADSINIEETH B2,

1. https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-and-caregiver-connection
2. https://www.federalregister.gov/documents/2016/11/07/2016-26784/establishment-of-the-patient-and-care-partner-
connection-establishment-of-a-public-docket-request
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Z &N EEDIRD I (PCC:Patient & Caregiver Connection)

+ CDRH®MI2016-2017FEHIEHBILEIAIC LD & CORHIL, & PEREHIED
— R LY EI<EREL. CORHDOEHCERZERDHDHIC, BECEERFFEDED

VERHDBZNELTND,

« TSI IEFTVREVLTHOEENSOERBIBIMERICHDCEEZZIT ARRT YR
I 3EEDRERERIICHT IHRES ., MARBIFESRADREICHITIEELREREL

TRELT,

v

2016-2017

Strategic Priorities

Center for Devices and Radiological Health

« ENUSKY UTOBZRZILTZ,

2016F12H31HZETIC. CDRHOEIED, CDRHA'E
M9 2HERFIS FUHIREDEBRRFBIC DOV TEENS
BRZR[™DZHDI DL LD TZMIHEAZEHEIIL, 10D
BEARBMEDOSNERET D,

2017F12A3THETICS. INSDANZXLICSHINT B
20D FBABEADSINZIGET Do
2016F12H3T1HZETIZ, CDRHEIED 50 %D EFHED
—REUVLTHEEEET D,

2017F12HA3T1HZETIC, CDRHEBIED 90 %W EFFED
—REUVLTEEEET D,

« 2H.PCCIE CDRHRYYIHBEDERICHNOBRZEECI_EZHNELTHY,
BERICEIT 7R NA X HRFIR, FERFBRERHEITDICEEBHNELIZED TR

L2,

1. https://www.fda.gov/media/95317/download

PwC 2. https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-and-caregiver-connection




© BEENEFDIRDI 32 (PCC:Patient & Caregiver Connection)

PwC

PCCON—hF—#RIIZREIMATFE CTHS(2024F10RKR)

KEBfmEE#HS (AAKP)

Global Healthy Living Foundation
(GHLF)
(12 EREEEZEME)

AER 7= (ABC)

B+ & EEEERY T —2I(CAN)

K E AR T IREREE = (ASAA)

Mended Hearts (OVEREZIEEIK)

Breakthrough T1D (1 B4ERRE)

Y 07 1 —1=(MDA)

HEBE1 VTS INFMDLEEREE(BISA)
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IS IERAZEERDIR B A

AR EEHPRERE (NLMSF)

Faces and Voices of Recovery
(FAVOR) (fKT=E B8 ST 1B )

ERFHDVREBHE(NORD)

Facing our Risk of Cancer
Empowered (FORCE) GE{=lERE)

ERBEEEET Y —2 7 L(NASCIC)

BRAIBENER(SSS)

—nEHH=(SBA)

SRR BVE

https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-and-caregiver-connection
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D Dialogue with patients initiated (1996%)
e FRMNEZEBT(EMA)IET995FICERIAIIIN. BFED1996FICIL. A TOERICES
DEEEEES T BIUEAN—IBE LT, BEE DNEERELE,

« 1996FICIF HIVEB EDRENTHONTZ2, COEFKERL. TDERDEMAICEITEE
BZEDENN ERDOTVD,

Interaction with patients: the EMA journey... so far

=]

==
Patients Public Systematic
2014...

N a8 ®
j’?r \é} \@ oo

become Patient & hearings patient input
EMA Committes Consumer Involving along medicit
created members working Party young people lifecycle 2006 Dedicated
1995 2000 2006 2017 Ongoing Patients and paeats and
O 2005 Consumers Professionals
e & & & L 2 & - Working Party Department
framew_ork of (PCWP) created
1996 2005 2014 2020 O 2003 witt‘;"zcafég:]t
Dialogue Framework EMA's Public Patient _ and consumer
with patients of interaction Engagement engagement witt)f:kgl)r;%iegr:(t):p organisations
initiated with patients Department in crisis O1
and their created management ‘996
[¢] organisations 3:?:10»91';5
oy P tient . . « . :
}’1}&2 P {Sie} & peren > Real life experience routinely embedded in
I “ B e o ”\5"’”.\
a2 M 25 ; EMA regulatory output
L )
&
“ EMA 19
1. https://www.ema.europa.eu/en/partners-networks/patients-consumers
2. http://download?2.eurordis.org.s3.amazonaws.com/training-resources/2015/d4s1.pdf
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@ Framework of interaction with patients

and their organizations(2005%)

HXFHDEE SEHHEHE

—_

PwC

2002F5H . EMARREEH JFCHEBAERKREDHFDT -3 v TZREL. 2003
FICFBEAS LOHEERRSEIAN S S FRA R ZRILUTZ,

EEBEDRBRZRIC,. 2006FICIF. EMAREE S L UHEHEEHKR(PCO:
Patients and Consumers Organizations) EDARRRDORHEA ERELUTZ,
DA ICIE. PCODBRERER. EMADEREBADSINZHLE T 2TEHSHERB
(Civil Society Organisations) WVm/= I RNETEE, ZUTC2006FNEE - HESE
J—*27/\—74 (PCWP:Patients’ and Consumers’ Working Party) D&l
EJZMEENTLZT,

CORHEBIE. B HEE L DHE LY )
BV Clisb AT 3700 T o

Interaction with patients: the EMA journey... so far

> X 2014
» il L b= = = — - N\ ~— e
NTHEZEZL. ERTEZEDHTZED )2006 S
2 —~ == Patients and ’F—’iatlletr;]ts I
Z 7N ealthcare
\\5 5 o (__) 2005 Consumers Professionals
Working Party Departriant
Framewor Kk d (PCWP) pt ;
e interactio crea
(_J 200 with patient
PN patiens”  Oroanisat
(01996

Dialogue
wwwwwww
tttttttt

» Real life experience routinely embedded in
EMA regulatory output

https://www.ncbi.nlm.nih.gov/books/NBK459045/

https://www.ema.europa.eu/en/documents/report/first-report-progress-interaction-patients-and-consumers-organisations-

and-analysis-degree-satisfaction-patients-and-consumers-involved-european-medicines-agency-activities-during-200 en.pdf

http://download?2.eurordis.org.s3.amazonaws.com/training-resources/2015/d4s1.pdf

31



@ Patients & Consumer Working Party (2006%)

PwC

BEIBERAT—F I N—T1(PCWP)IZ.EMAEZBBEH LHEBDE CTHED

BOEIAICE T RIIREFZRETO T IVN I —LERIE TS,

HXHH D E SR HOHRHE

1.

FRNZEEH SUEESHERI(EC) No.726/2004. FFICH 785 (1) [ BRMNERmT
(EMA). ZDRERZSERHFIUEZERICHU BEHFIHEREDI VYN EHEER

SESEMNEEEESA TS,

2005F12HA15HICAESNIZEMADREZERICH VT EMADEMIFEZER
EDEIEZRYIN S EMARICPCOE DR RDG =TS & EBREUIZIEMA
EPCOEDHEER MDA I(EMA/354515/2005-Final) &SRS N7z,

COORSEADEREZ(T T BE S HEET—F T /N\—F7+1 (PCWP:Patients’ and
Consumers’ Working Party) B2006F(CERIIINTz. P FER R T—IRIV
S —EDEBREEDIZSHDRBNIZDWVNTIE 2014F1 2 BICEIRS N TBE/ERDOR:
HHAETHRI(EMA/637573/2014) THBER SN,

https://www.ema.europa.eu/en/committees/working-parties-other-groups/comp-working-parties-other-groups/patients-
consumers-working-party

2. https://www.ema.europa.eu/en/documents/other/mandate-objectives-and-composition-patients-and-consumers-working-party-

pcwp en.pdf
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3 Patients & Consumer Working Party (2006%)
ANHADFESE YRS

FR FEW
2008" |+ EMA®MEENICEES T SPCONATREDHNARICIEM(2007FT77£=>2008F165%).

« CNREIC HEREEERFIEO@EICET S RELOSMENBEMLZZ EICL D EMADEHENH S
WDBLRIVTOSIEBEDEMBIZ L RIFEZERDEZESHDIEN. /FEERE(WP) P ZDMDEMAIAR
JEADSMOEIM) EEREE DTS,

20092 | - EMADEENCSINUZEE SHEEDEH KIRICIEINULZ(2008F1654=2009F2134),

o ZNIE.EMADGSDBLRIVDFEEADSIIHENNUZT=00TH D (FIZIE. RIFEBEELDAIN—D
BN AR T—F T T I —TFTADOSHIDOEN. RIFHNEES(CRES5 9 2FEFRDIEM. CHMPX
PhVWPH SR EZ(TDPCOMNIENM. ENCePPX¥PROTECTD LS REMAD TOJ T IMDES),

20103 | - EMAMEENICESTHPCOAKREDEIL20T10FICIE307RIIENLT, BE HEEDSHIEEHEL
(X479[E&TRDTz,

o CODEMIZE. RFHEBHEER(SAG)REZA\DEEZFMROSINEN. CHMPOBEDIEI.. EFERTE
MHESREEEARICHITREERRDEMNERE  Z<DURIVTEMADEBADESEH @I NI &I
EBEDTHD, TSI EMAXZEDEBTNDSNE@EIN, ZLMICRETZII1=r—Y3aveEEax
NadLS5(C1o7z, £7=z. ENCEPP. Eudravigilance. BaR:5REDEEEN. EnprEMARE DD RHR
TOJ TV OBGERIRESEITHN TS,

« BEOBESHZDOEEADEEI THIAAL, KURILVVARDEHZ NN\ -3 2uEBENESIDDICHL,
2010FICIFPCWPOEEEDMER U, #TzIC5 DD EEAARS LHEEREL D o7z, CNICKY,
PCONEEIIEE SR E R DTz, THIC. EMALRINT S ERZR™RD2HICHEET SEARDKEIE
U, 2007FEDT19FAEN 5201 0FKICIF29BHRICIENLT,

1. Report on the progress of the interaction with patients’ and consumers’ organisations and analysis of the degree of satisfaction
of patients/consumers involved in EMEA activities during 2008

2. Third report on the progress of the interaction with patients’ and consumers’ organisations during 2009

3. Fourth report on the progress of the interaction with patients’ and consumers’ organisations (2010) and Results/analysis of the
degree of satisfaction of patients and consumers involved in EMAactivities during 2010
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@ Patients & Consumer Working Party (2006%)

EEmBEFE/N1TSA1 2 LOSEY I

T

+ PCWPOEZRINZRE DA TIE EEMmRAFE/\1 TS VICHIGT DD (GFFIH

H)®55,

EMAEEE - HEERREOHEEFRICE T S2EARN
DIREDEMEE ER

BEVHEED-—X(CEOEIEHRREHM

WERIZI 2= —23 V= IVOREADERE . FB
2RI LUVEEADBRIHED(BE

EREmMDEAICET 2 EEDERMRLICEM

BEOHEBRAOR YT -V DHERBEEKICEN

EMADEMIFREZDEFRIC LD EEMDIFREE
TRICRET DBE DR

HERRE (EREFAERE. Fa. Fi5T BERER) &
D&

HIERRE (ERESARIRK, Fa. FM5T BEEER) &
D&

MY DT IV —TDERE GHlE T 1 A N3 bER
B, MR EQ DD S D NEBR)

BEEOMET, EURY R — 8885 KUEMAD S ERE
RSB S EFNBA =TT« JIEE S

REDARBEED——XITHET DEMADTI =277 1
7 (FINERERR, SEOERmER. HrULRIR
BV IEYEIAROZERE) ADE Rt

EXmAE IOt Azl ERmAR-HGICHT5
FrvTZEBHDEEEIT, R - FEAF OZREI XL
IDIZHDEMADAZI7F TISEE S

https://www.ema.europa.eu/en/documents/other/mandate-objectives-and-composition-patients-and-consumers-working-party-

pcwp en.pdf
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3 Patients & Consumer Working Party (2006%)
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@ EMA’s Public Engagement Department created(2014%)
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® Public hearings Involving young people (2017%)
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/principles-involvement-young-patientsconsumers-
within-ema-activities en.pdf
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® Public hearings Involving young people (20171
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/principles-involvement-young-patientsconsumers-

within-ema-activities en.pdf
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® Public hearings Involving young people (2017%)
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1. https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/principles-involvement-young-patientsconsumers-
within-ema-activities en.pdf
2. https://www.ema.europa.eu/en/partners-networks/patients-consumers
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©® Patient engagement in crisis management(2020%)
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@ Systematic patient input along medicine lifecycle G&175)
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@ Systematic patient input along medicine lifecycle G&175)
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EMA®MBiennial Report2023-20241Xk\Y)
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EMA’ s biennial report on stakeholder engagement activities 2022-2023
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https://www.ema.europa.eu/en/documents/presentation/presentation-how-european-medicines-agency-interacts-patients-consumers_en.pdf 3 4
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® EMAICHITDBEZEDIIIIT

PwC
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https://www.ema.europa.eu/en/partners-networks/patients-consumers/getting-involved-ema-activities-patient-consumer-or-career

https://www.ema.europa.eu/en/about-us/who-we-are/management-board
https://www.ema.europa.eu/en/committees/how-committees-work
https://www.ema.europa.eu/en/committees/pharmacovigilance-risk-assessment-committee-prac
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/criteria-be-fulfilled-patient-consumer-and-
healthcare-professional-organisations-involved-european-medicines-agency-ema-activities _en.pdf
https://www.ema.europa.eu/en/partners-networks/patients-consumers/getting-involved-ema-activities-patient-consumer-or-
career
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® EMAICHITDBEZEDIIIIT
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D&~ DREREMRET —IRN—RICEE
FTHEMTED,
2022FICRARINIZERXICEDE T
DR CTT180LL ED#HKE500_L £
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Personal Details

Last Name

Country of Residence

~ Languages Spoken

Representation

| carer [ Healthcare *Academia [ other

https://www.ema.europa.eu/en/documents/other/emas-individual- https://fmapps.ema.europa.eu/stakeholders/signup.php

stakeholder-database-patients-consumers-healthcare-professionals-

academia-frequently-asked-questions en.pdf

https://www.frontiersin.org/journals/medicine/articles/10.3389/fmed.20

21.811855/full
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[ZZ]FHRFICHSEMAICHITEEBESHDERE(2007~2023)

FR ERDBE
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DISEYRBEZERLU . COLDRFRDIEKICEEOHEEZBES I B30 DFIENEAINT .
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Hi#:Report on the progress of the interaction with patients’ and consumers’ organisations and

analysis of the degree of satisfaction of patients/consumers involved in EMA activities during 2007

2008 |-+ 2008=FICIEX EMA®MEENCEES T HPCONDREKRADENAIRIIEIN(2007FEN 778N 52008
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ETDIUNEMENEZOT UV z, CORICEALT. MBAREEZLZ2007EDHREZNEHHEAN T, EMAIZX
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H#:Report on the progress of the interaction with patients’ and consumers’ organisations and
analysis of the degree of satisfaction of patients/consumers involved in EMA activities during 2007
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EREICHDEMAICHITDEEHSEDER(2007~2023)
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H#:Third report on the progress of the interaction with patients’ and consumers’ organisations
during 2009
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[ZZ]FHRFICHSEMAICHITEEBESHDERE(2007~2023)
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H#:Fourth report on the progress of the interaction with patients’ and consumers’ organisations
(2010) and Results/analysis of the degree of satisfaction of patients and consumers involved in
EMAactivities during 2010
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[ZZ]FHRFICHSEMAICHITEEBESHDERE(2007~2023)
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H#:Fifth report on the interaction with patients’ andconsumers’ organisations (2011)
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[ZZ]FHRFICHSEMAICHITEEBESHDERE(2007~2023)
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