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and seven-year survivor Annie Ellis

of breast cancer.

When A Patient Speaks: Annie Ellis
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https://www.youtube.com/watch?v=16K2Z9Fv53I
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Welcome to Annie Ellis our new Patient Advisory
Board Member
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https://www.risingtide-foundation.org/2022/09/02/welcome-to-annie-ellis-
our-new-patient-advisory-board-member/
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Annie Ellis

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 morning of my birthday in | into the mirror and thought t

myself, “Damn, farty looks gaod on mel” Six months later on July 1,

from surgery and found out | had
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https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-engagement-advisory-committee
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e =R 54 S HAELE David M. White Lead Proofreader (Nights)
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A=k PN Debevoise & Plimpton
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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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https://ctti-clinicaltrials.org/our-work/patient-engagement/patient-engagement-collaborative/elizabeth-joniak-grant/
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1. https://ctti-clinicaltrials.org/wp-content/uploads/2023/05/PEC-Framework Compliant-Apr-10-2023_FINAL.pdf
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https://www.fda.gov/patients/learn-about-fda-patient-engagement/patient-engagement-collaborative
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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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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 o
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@ Dialogue with patients initiated (1996%)
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Interaction with patients: the EMA journey... so far
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@ Framework of interaction with patients
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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
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@ Patients & Consumer Working Party (2006%)
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pcwp en.pdf
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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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@ EMA’s Public Engagement Department created(2014%)
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® Public hearings Involving young people (20175
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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 (20175
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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 (20175
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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 lifecycleG&17)
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EMA®MBiennial Report2023-20241KY
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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.gdf31
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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
https://www.ema.europa.eu/en/committees/committee-orphan-medicinal-products-comp
https://www.ema.europa.eu/en/committees/committee-advanced-therapies-cat
https://www.ema.europa.eu/en/committees/paediatric-committee-pdco
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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

PwC




EMAICH I EEATEHDIIZIT

g

SEOFE SEOIS BESEOHE

BADEMR | RiEMBE/ O IIIVZEFIE SRE CUHRNN DLZEREERESR
DYA L) —TRELHFEZTR—
AR T RINA A E{TOHR T,
BEEUTOEZR -BIEZksdoNn
50

REBMEER/FEMRRIIV—T | SBEAETH
B=ZEEDH=E A a by N 5
XENDER SE 5757

\

)

)

\\

Involvement in EMA activities: registration for interested individuals

’ ﬂﬁIAth@%ﬂuEﬁ 3_5%‘3: EMA Personal Details
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) Patient [} consumer [ carer [} Healthcare [ *Academia [ other
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1. 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

2. https://www.frontiersin.org/journals/medicine/articles/10.3389/fmed.20
21.811855/full
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[Z2Z]FHRFICHDEMAICH T RESHDERE(2007~2023)

ERDEE
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(f: EPARDEHORMXENLE1—RE)

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

2008 |-+ 2008FICIEX EMAMZEENCES T SPCONREKRADENAIRICIEIMN(2007FDT7EN52008
FICIE1658) . CNIFEIC RmBEHERBRFIROMEBICREAT S RELODSIMENBINLIZCEICL D,
EMADZEHDH 5D BLAILTHOSMEDEM(FIZ L HFEZEZDEZELRDIE. (FRE=(WP)
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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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EHREICHBEMAICHITZEHSHDER(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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8 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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HEi:Fifth report on the interaction with patients’ andconsumers’ organisations (2011)
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« 2020F9RIICIE. HIRPB LUIBRAFDERERFZDARR T4V rED X JICEATE2PCWPEHCPWPO &
BISEDBHES NI, BN Tl BHRER RIS T IRR Ty cEURODIEBHI RSN TS0, IF
IR EIIIRAF DT U THRAICERINEEERIEC DTN THD. AT—03v I TIE &
PSS IR FD LM ETRE U RRIN R T —IINE S EREDIE T U RERKICHITDF vy I
WS BETHRDT1 =771 T (EUROmMediCAT. Conception. CONSIGN) [CEET B 1EHRN 12
SN SR FNSOBRVEAZERE U TV I ENTREE D, SINE S /NRU A RDB CERRER
RNl & RS LUBAPOERERZODEREE R VICEAT LY BWVEREBDZHD
EMADHBRICERN T 2D TH D,
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« 2018FIRE. EUICHITBBEAT—IDIREICRE T DT 0HHAAE L T—HT—917EHBI(GDPR)
DHEIESINTZ, 2020F9HNDPCWP/HCPWPERI&EZ ClE. EEDFICHITDGDPRMER ET—%
DRMAICEET DMENERINEK L. CORE CTlE FRINEZEESDEU Health Data Space
(EUEERT—9Z=/]) .. EUSIICHTzD /N T ADRSE A & TEIFREDRFE. EMA-HMAREE W S
T—YEZEZER(BDSG) DEXWHAIC DWW TEEERNRERMREIN, EERKRCERCEERF
EEURAT—ORIY—DoDERIE. CNOSDEUAMZIPF TDERICE DT TEEH D, £z, X
T—OIISY —MGDPRZEREL . SERATESD LD EMABMERFDQRAXEIZE ., CNHSDERDR
SHRMINZFETH D,

s FMDHIFEFNRCERGHECSVWTEERREIZRZLTCHEY. COII—TE2LVEKIETSZ
HDAFFIEEZ DUNEENLEIN SIEREIN TSz, TD6H. FUNER R & FMFR & DR DDA
[CEDE.2020F3BIC7ATI7 - ULV U (EMFRE DEREIRS) DI I N 7 Hh7TZ7 1)
TV I FEMFRDORY S T—0 EDEEZE AL, BhENY IICEET DEMFEITDAR S, iHE., 2
BHEESDHRBEERETEITD . £ AHRFEHIR O, EUESICLD OV TV MODEE., FRINDFEE
MDA —3avE Y R—UTVWR ESBIC. PHATIZ-UIVIIE PHTFITEEMAB LU
FDRYNT—0EDITHRDEOELTEEEL TS,

« EUDIRFILBDEDRIADNOY &V, FMEENEHI B ZIBRL. ERERGDBERMEE IR IEIEET S
DI BREEDZIET VADEMRZERREICT B IZHICEETH D, _NICKY BHITOEREMHE
(SES ., RIEMICR R 2 2EZBFODESIERERAEERTDIENTED,

- PATITHSBFESNET(—RNYIICELDE, TOM—IUKE (FHDERFRAERRICHN T 3R
BIE) ICHh\ BIRFEIFHERNEMAE DDV ICHITBEEEE IR TVDZENREINIZ28. BEFl&
2020F6H. &V RFEAEERZERR I D T7ATI7ICHT IRIFMBNS ICHND 2FERI = IR TRER
IR EZREU,
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~ [CLDT—0Ua3y THhESNz, EULEEEDERCePIOELSEII O TORRERE ., 'O
2021 I T RDORRERYICEAT DRFIBEHRMRE SNz, 7—0V3v TOSMEBEBD T 1 —R I\ I ENRRHED
BRIX. EULENEFEEESO—RYY TORBRICKEIN, CNICKY MR I—F—ND="—X
. EElcU BF IA—V YN CORBIBFBRADT7 IO EE. bLUREZRIEICTRTOVIINRD
(Fe) CEDREEICRD,

- 2021F7H.EMAOPCWPEFDADMPECH IS TERIGEREMEL. ENETNHNEMAEFDADSEEF
ICEASULTVWBZEICDVWT BROERZERIRUZ, PECIIFDAECTTIORE —2 7 T4 T THY,
EMADPCWPZETILELTLS, PECOBNIF EREmRAFEERHICEET SERADEEDESICD
WCELED ZETH B RKEF AT IV —TDIIDEEIE AV N—PN—=FrI)VICEXY, &
DEESICEAYT SRFH/EDBACRBBBEDHNRE EEDESICATSHEDO MY IICDNT
SEUB DMRER DI COUDERENRINLZC EZERT. SRIIBFARSRZMAET S ENER
TNz,

« ZEOERELHNS_FOVT7IUTYHNRESNIzCEEXR(T, 201 9FICER S NIz TGN DL 1F
FICHWT EEEEES JFUBERFNSEMADLIHRERICET 271 — /Ny IONFE SNz, EMA
[FIRE. 227 -3 VICEIBREETERL CHY . ZFOV7IVICET BEHRERFHUZER YT
IR—IDEERGE WD DEEZITO>TLD. EMAIK, EURRFIRY ST —0DIN—bF—& A0,
ERmOmMEZ#ERT SO0 MEBREC—RTRADZNOV 7 I AMMYICETSII1 =T —
23V DEICEHT WD,

- ERRHICHTBEY I T—YDFBILKICATEEERIREZER T D& EBMEL T HMA-
EMAGRIEY I T —5EEZE S (BDSG)DERILE NIz, 2020F12B &2021F 2 BIChESNIZ2
DDN=FvIERIVFRT—IMIVY —D0—023v T TlE BDSGOHEEHRLDIERETE. EITHDE
&) HIUHAFINDMR(DARWIN EURE) TR T SRR IMRIESNIZ, SEITRXRXT—IRIb

BADRREEIC DWW TCELE 212, EEVCERREEEZECEUDEERT—IRIVY —EDIEFRRIEE
X, SER2FEBDORBEAEEENDOVEDTHY . BEHLUEERREE I N —TORFENBDSGHE LU
DARWIN EUZEIZERICEGRINT,
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- ERPREBRFRANX2022F 1 ARICHEITSN, SHES LUEB TOCRDHRMIC LY, EUICH T SERPREER
DE[EHFEERE T D EICIRD . CNUIERREARIBIHR AT L(CTIS) @0 TREINDSZ (T8 D,
PCWP&H X UHCPWPIXERRISEH KRN EIHI N, BED SDERERMNRESNTZ, CTISIEREZRE
AT EMANEUNMBES FUMMNEEREH AU TRFEE TS EITRD, COVRT LI RAITE
HESNTVDKSIC, BERERD7ZHDEUDHRR—FIESLUT —IR—RXZRMHT 5, ERIRABRDER
AHFIUEEISEIESHEMBENDEETHY. EMAIZCTISEEEL, /Alaaﬁ"]l?*)"fl\/\@:l)v_-yvd)
“Fa'ﬁ’& B9 %, MMERIE EUTERIN TSI AR TOERKHBROFMEREZ. EUDIT R TOLMA

B CRIETESLDICRD,

« 2021F9RISERIUSNIETERDA VTS5 THD FMEENEISE Y MO Z (&, FMTHEE & DREETZEID
—B% ARE IREEEHDEZBRNEL TV S, FITEBELEE VR I XL EMAD2022FH15
2024 FDFHENE. 2025F X TOLF 15NN -1 T REIRITR D 7Z1TEIETEERE L. FHiTsEs
EDNRBHEZEZEFEIRT SZHICEMANERTANEBIRZREICUTz. COBEISTRINIZATEIDE
[CIE COBENFEIN, EHEEEBE U RERNZES LN =Dy T 1 /R=Y32, 030
ZT—03V B ARDEEWVND SODEIEMERICH VT FMREDN— =IOV TZ2HREIED
=HIC EMADBERFIICHERRZ 52 5 & 2 ERICT D720 D NG 7 TO—FhHUETH D,

- EEmOBHIL, SUVVRHIEREEFFNEZEHER LN S LT IRFEERBAFEDR—RDREITEL
DVTLHVRTNILR SRV REHRIE KTz ERARE A/ AR—23 2 BERLDERERT IEAN
EHEREE S EEKRDOEND, CNEEKT BDHIC EMAGRIFZER. FIERFRE. EUDREH/—
b= EDILER T IR —F o BRICRVEIBRZ &P LR Uz, O URERZS%5(C. EMAIXSA
FHIRZEREL. 2020F3RICR KU N T VYo T—230DathelFaS8 ) (I
RIHITDREDHEFEDF vy T EAL PR ERD—EDHRBENMBEIN. [EMALF 1SR —
AT AR _——X(RSRN) JIICFEH BNz, CNUE FARECPETREEEN NS D Z—XIZHY
MO EZXIRZIT D17 T14ITHY. PCWPEHCPWPEHERL TS,
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« 2025FFTOEMARY N I—UBBEDREICHWVNTE AT—INILT —DEENEE R DTz, CDEL
BEClE BIZ EBER. 7 UYL, 7 0—/NUE, 2L THE OO DIV RBEEGE(COVID-19)D/N >
TIVIDEL DGR LEDEBBDERICEMT 2H T RVEIT—INED LD ICRETRRIR
EERMDERZEREICTDINZEEDH TS, 2020F128ICERINIZCOHBE TIE FINEZEESDIFR
PNEEREER | O— Ry IS8T EEMDAFRRERE 7 IR R TIFIEE, A/ R—3 2, EH
HXZDMDF TR LEDER. T T3 FI— U DRE. RV T—0DEG Rl EFED Stk D
6 DDBIENFNMIRIN TS BIRDEREICH > Tl BE . CHES. EEAEE. FMHEE. 8BE=E
BEfRE R E DIRBN S DHHIDHZEICE D <ER Y. BIRERICET2MAICHz5 /N Ty o1t
W T—230E@B O TEONERT—IORILI —HoD T4 —R IV IDRERBINT,
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HE:EMA’ s biennial report on stakeholder engagement activities 2022-2023

« 2022FHW52023FICEHEATNIZI VT —IX MBI T oEDAREE LORIBEHSF/O5N

=HEIEZR L. IR RY VIV F AT — IRV LRIV TOXEZEDH D EEEIC MEICIEU THRER
BRI —TEDI I T—IAVERRUTZ, FTRIE BEZFRBIDRLICHEZ DD ERADRBAES
TIR<BIERMDOAERICDO VW TEHEIER, 7. MBHEZA8ICT D72 COL I EZSEBVAXIEE
EMIDCENEE CTHD,

- BARMKCOHBEEREEOSEROEEICIE. CHMPORIER S EEBU TRONLEEDHE &

BVEBRREENDRRZRMIESHIC. MINERREBERSGE TV IL—NEPAR)ZEIGIESC
EMEFENTVD, BEDEREZLVREVERETERYANDERIC DWLWTIE, FFICHE M & GRS
[CRAL T, BERBRT — 917 T4 TEMITUTREI TSNS EREG YT IF VICEHT IEHRPIZI1Z
T— 3 ADBEEF. B CERIMME PSR O T IADXIHICEU T Bt INB TH S D, EMADETE

[CBINT2EERRPLUEBERREDEAZBE LI B LT HBSIIMKAE UV TEE THDH. EY

J7—45 EHRT -5 ATHEERE DIFEREBMRANY I CEREZHTIEIMEZ—ADIYvE TN
TIONBDFTECTH D, EEMEEFK, FEFR, FATHEEEE & D K WUHEBR R B HAHI ZHEILIT D& T,

ERPREE. ERmIGIR(P): @&, ePL IEAIME. 328K BB, BRIND O F BGHRR—5 )78 &) IR
SEFDRHICEERT D, EEMAR LA ZE IR SEFDOBESFAEF RIS EHY — VDR
HER LZ#EL. FREDRITESCEMADRE2RICH T IERRSEEDESEI5(08ET 5.

« FMREDOREADYICDVTIL EMAIL, BhET SRF_ LD IR—bERMU. A/ R—23 D DIEE R D

T_—AEMINA TSA IV ERFETDHIC. COEBRRAT—INII =TI —TEDT 535118
BREELBM TH D EUNERFRE DEIEHIE L UEEL NIV TOREOY ICDVWTIE, $IC. BEDE
ROWEN, ErBLUEYRERRDERFHES. EZIU T BB, BLURMRA/R—U300E
HICEDTAARBEERNEYIDXARICH VT, ERP LUEMAERRZOMAICDVNT, ISICTHEE
INB3FECTHD,

o COEICHPVWT.EMADXERMEIFT TSV I4— LD LU ZERBESEIL. WEE(BEL. RERICEDO<HE

DT MFRIICRHEL TV, TSIC ISGIEX EMADIEA S NIZAERDERZ 1T TR EUDEZE R
MEDSERDLFRE FFRDFECZDMMDEET SEEHA =277 1 TITOWTE BISDZHD
VA —3 LERMUREIT D,
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