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RiEsEHE (HHS) DB AR =

(Office of Inspector General. OIG)

® ETZXE (Inspector General)#l| E (& 1978 FIEFEZRE i&(Inspector General Act)(Z &Y 30 37 A
DEBMLGEEHELLTHRIIN:-, ERE IR ENBABEDORIZHREINTEY., REE
L4 (U.S. Department of Health & Human Services, HHS) [ UL TH B ER# B % (Office of
Inspector General, OIG)MEREINTL VS,

® (RIRtELE (HHS) DETMEZE (OIG) [F. EMBMARADETMBEZETHY . AT4T77 . AT 4
TAR. EDM100LL EOHHST AY S LD EER, AIE, ELADFEFREMRREICMYBA TS,

o EEE.HREE. FHEE DIEH. BEFIEE CER. BT, YA\—tF1UT1. T 325147, #fat.
EF. . BEF.EREKR. BE-BELE) ZHOBEAENN1. 650 AEEL TS,

O MM LI-FEHMNGTERZT>THY . RERUERELERICHLTZEDHREREEZED,

® LEIZIL. OIG I£ HHS DRAYIHE LVEERRM. 8i&4& (DOJ) . D ITEUFHEES. &=, M.
BLURBIORREBE DAL, FIENRE, AV TSATUADWE., ITHEDRI. BLUR
EXHEEDRIUNEZERT 5, OIGD ETEFIL. CIGIE (Council of the Inspectors General on
Integrity and Efficiency) D& & - sFlICBE9 M EEZE . GAO CREIRAFRBATER) D BATE
BEEE BKUCIGIEREICEATSMBEEICR>TERINTLVD,

(HAT) https://www.mhlw.go.jp/shingi/2009/12/dl/s1203-6q.pdf
https://oig.hhs.gov/reports-and-publications/compendium/files/compendium2022.pdf#page=35
HHS-OIG Fact Sheet https://oig.hhs.gov/documents/root/1060/About-OlG-Fact-Sheet-December2022.pdf
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HHS-O|G®2022£:1§§§%E $2.73 BILLION

R . [BREE,HE R
BRI RTE | 28 (CDC. NIH.

FDA.73&)

PHHS Oversight
Includes

Medicare & Medicaid e i .
Oversight Includes Criminal Actions Against

Medicare 710 Individuals or
Public Health, Science : s Medicare Partis A B & C 5 .
h X & Medicaid B, Entities that Engaged in
and Regulatory Agencies = Cii inst HHS
(COC, NIH, FDA, HRSA, Oversight Prescription Drugs (Part D) r'me,frfggz?rfs
SAMHSA, AHRQ) TBOA} Medicaid j ' .
Human Services
Agencies (ACF, ACL)
IHS
Health Insurance . Exclusions of
—— Eﬁ*ﬁﬁ%@ﬁ@:ﬁ‘“i 2,332 Individuals &
_ _ Medicare &z (MMedicaid }f“t;ttf-"cf“’”;, Federal
* PHHS: Public Health and Human Services 031%5@ EEF%E €a are rrograms

OIGHEZ&!)Y—X
cARYITHAL: BEOOIGLHK—F, BEIEE. 20T 7L RERHY l
EEBH.
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 REFEDHESIE: JRXMIFE. 7T LOFUNME. BIUARBLELR Entites
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cBENDFHHRES: RUVEECGER. 5. =HZEH,

(HHS-OIG Fact Sheet December2022&Y))
(HAT) https://oig.hhs.gov/documents/root/1060/About-OlG-Fact-Sheet-December2022.pdf
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HHSDO 04 S LLEEZEEEE. LEMNLFHEEERL . HHS,
HHSO 7O S LEBBEDE Ee. PLU—BmRERITICE
EERAETEEEE, B REICET 584 L) —T
(2022 E ., M4HEDEEEEN) EHETETHEMTIRMET S,
T—RERT &) R EE ALY 2022 FE. 43 HDEHE
TH-EEZEEL.VRID (OIGLR—k) Z1EH/. ST 7F = R TE 2R ES A
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HHS 70554, (7. 23
EIZEET AT EPTHEIC
DT, FlIZE, BRE., THROE
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TOMICEEEZEREL. 7%
B EFR - - #th 5 DL
TYEREEELTWNS, - &

vl R—bk &AMV TSANSHFv—(MSI)

B ERAR = (OCIG)

In-house D & BT EREMHRZEA,
OIGITEM TR NARZIRIEL . EEE
RICAVT AT RIGEETHOTLNS,
BEIITEIPAVTSATUoRAXED
12t . False Claims ActDZE 4Tl
DOJEH AL, OIGH RE S| OHEMRIE
BIZDOWTIFR BT L TS,

ERNERLRE -BERENLERS
NTLVS, MSI [ OIG D EENZEREE
L.OIG DEEFIEOHRETEOE
DavEAMMEDETE. FE. BiE. A
EEE. ZTOMOEFONRMERE
DR, HHS, &, TDMDBERE
EDERZGE  SyavYiR—L &
THEEEE->TLS,

https://oig.hhs.gov/about-oig/organization-chart/
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Department of Health and Human Services

OFFICE OF
INSPECTOR GENERAL

FDA LACKS COMPREHENSIVE DATA
TO DETERMINE WHETHER RISK
EVALUATION AND MITIGATION
STRATEGIES IMPROVE DRUG SAFETY

[Report OEI-04-11-00510 (February 2013)]

OOIGHLE A—#58
« FDAIZ2008~2011EIZ199-MDREMSZ A ZEL TEHY . 5B5994%

[F2012FIZEREMSMHER SN TUV =,

« OIGH&REILT= ARV Y —[Z K HREMSEEH4914 D [FIXE 5K,

FDADEEMETE (FDA assessment plan) TEE SN -1EIRD T
RTZEATHELYT . 104 FHIBRAICFDAICIRH SN TLVGEA
1=

« FDAIX., 494 7HDREMSD BRRIEZT AN TERSN TV S EH

BrL1=o LWLFDAIL. REMSO R =T 57O DFEEGA
EERHLTOEL,

« FDAIZKAFFEDLEa—HiffIE, 14ZBRLTIRTEED60

HEZBA T -, COZEIZ&Y ., AR —H DA ie
9 HHIZ. FDANGIRESN-ZEEZITHOI-O DB RMAIL
<7‘:J:’J—CL/3550

() https://oig.hhs.gov/oei/reports/oei-04-11-00510.pdf
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[Report OEI-04-11-00510 (February 2013)]

OOIGHHLFDANDENEDNE

SEOHERIZ. REMSTAY S LD EEMEIERIZODWTRESEZSIZSRHITELDTH - CNHD
BRI T B8 . FDAIZKAREMSELEAf (evaluation and assessment) 8 LUV AR H—IZ&
AREMSEFMIZDLNTFDAMNERL-LEA—IZEEL. OIGIX7T oD &EIEE1T-o71- &

1. REMSOEREBERZHTE. HFE. RiL. M T 5O DFTEZILEL. BT HL

2. BEZEMLTWVIVLREMSEHEL., ARFELZTL-O . BULGREZELSZL
EIGEICERSIN TS ESIZ, BE1HDOREMSOETASUZ T 5 &
REEGEAR Y —FHEZRFEL. FREHRDOAFICRAKR Y —EHFTRYBD L
FDAGF M ETE IZH LT, AR —FFHMICEAF I SRR ERHIEL T HIE
FDASHEEHE 25 EI hEH-E DKL, AMEREZERT 54

EHEAE YR RAICLE a—SNB I EEFHERIZTHIE

(B e https://oig.hhs.gov/oei/reports/oei-04-11-00510.pdf
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%2022 F12 A ZFEITENF=HHS-OIG Fact SheetDH T, REEFESN TLVEWEIFTDOELGHIELTEIFLoN TS,
(HHAT) https://oig.hhs.gov/reports-and-publications/compendium/files/compendium2022.pdfftpage=35
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[Report OEI-01-17-00510 (September 2020)]  https:/oig.hhs.gov/oei/reports/OEI-01-17-00510.pdf

U.S. Department of Health and Human Services /
Office of Inspector General " ¢

FDA's Risk Evaluation and
Mitigation Strategies:
Uncertain Effectiveness in
Addressing the Opioid Crisis

Suzanne Murrin

Deputy Inspector General for Evaluation and Inspections  § B o R
September 2020, OEI-01-17-00510 X
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FDAIZAEF AR DIRAZERT 5 NDY—ILELTREMSZERAL TS, FDAIXREMS
DERZRELEZETAN. TOJSLKRE - RREOBEEFHRHESHNEL>TVS, T—2DE
DEEMN S, FDANAEZF A FREMSOEMNMEZHIT T 5 EIERE# THSHEOIGH FEHE . FDA
[T "HBEXHNCDT—F A—RF(U T F—RASVAT—EMNRoNTEY, REMS
DHRZMDFEICEDEDERFTELZWVEE  BIE LDOREICEARLTLD,

OOIGH b DENE DEFEIR S

FDAIX. BET 52 DDREMSY =27 LD A& FIEEA AT REZBH LTS, FT-.
FDAILX. AEF AU A EBHREICEHET HZLDEHZEERL. SOLEHFHEETEL TS, L
MUEMNDS, OIGIE. FDAIZH L., JBIFHINL—=2F O ERIRATREMZ BRI B, A—H—N
KYUTBIBHIE T DR ) —F T 5P MDD EMR R ERLIRETOLEERDOITHILER
BRETT DEIMEL TS, Ff=. FDAIL. FH-LGEFZHZMMERSIN., ERILI-EBYITHEEL T
WBESEEREL TS, BAEEERE T I 422 )L (TIRF)REMS T, AEDLHLEL
1BZ =T R TDEENZFHE NI, FDAITRE. LORMN DT —2ERTEET R DEE
MHMEZEFBEL TS, TN, OIGIE., FDARTRE Y IR OB NN AFEE DEEE D)
AVEBEEDEERELLADXEEZSYD. FHEEZRET FETHD,

%2022 F12 BIZFEITENT-HHS-OIG Fact SheetD T, REEBSN TLVEWEIEDELHIEL THEITF LN TV,
(HHFT) https://oig.hhs.gov/reports-and-publications/compendium/files/compendium2022.pdf#page=35



Drug Safety Oversight Board(EZ£R&x 24 EREESR)

Blz%: 20054 (2007 FEDFDAMIE % TEMIZERE 11 (1)
U A—REBRNICHEINTHY, ENBHBERICERELALD,
) EFHMAIE (21 CFR 14.1(b)EAN IZEVWT ERBMABE DA TERINSZERIE, EREHZERICIEEZIELGENEEN TS,
*ﬁﬁz : FDAW (3’3@%“%) 0)1t§§% . https://www.fda.gov/about-fda/center-drug-evaluation-and-
E;?E%quﬁﬁﬁﬁuﬁtyg_ (CDER) research-cder/drug-safety-oversight-board
BEfR-EFED, hEZED. EWHRETE., FRKREER, 232245 —2 a3 805 9F#f
EME Mm@ R 2—(CBER)
ERER - S R REE 32— (CDRH)
LREDIEFEA. 8DDEHNBFHEADHKRSA :
ERR - mE RIS (AHRQ) . RFEX R F 42— (CDC).
ATFATT AT 47 MR- H—E X2 2—(CMS) . ERf#4 (DOD).
FF5 B (BOP) . e RIEREY—EX(IHS) . RIEEANA (VA).
E L RIAE AT ERK 52— (NIH/CC)
&‘Eﬁ'—x_ : Bﬁﬁﬁ‘l‘lﬂﬁ (E':1 _3@*_%,-!;—) https://fda.report/media/71622/Drug-Safety-Oversight-Board.pdf

x7% BEELUHFHROEEMRLZEEHEERICEL. Z0OBRYFWERRAEIZDNT
CDERt A—RIZBIE (XICTEEZxER)
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(DG SANTE:Directore-General for Health and Food Safety)

https://ec.europa.eu/info/departments/health-and-food-safety _en

s MNEZESDTHRED1D, EMOKTEEHEERICEATHIEUDEEKLE., BET HEREOERIKED
BEfRZEIAL TS,

« 201518 . BEBEHREL S (DG SANCO:Directore-General for Health and Consumers) hNS TN 44 «

R EINT =,

« DG SANTEIZ#E##ERAD R T, €EOVAIVHREARARETIEH LN, HEEB DAV ZEFEHND
EEIDHICRRBROIEZTHELTNS, ELTUTO4DZEMEABET BIEEL TS,
PNREEZRELRET AL X EBLELTHHBLHRBINTLD)

BN DEBENEENDBETHAZEEZRIITHE
- RERUVURZSADFHLELEUEZRETHZE
BEYMEZMOEEE (health)FRETHE

« DG SANTEI(Z. BN EZRE&IT (EMA) . BN B ML EHE (EFSA) . BN ERFHEEL 77—

(ECDC) . BxMtE¥ iz fr (CPVO) , ERIMEZFME T (ECHA) EWLVOT-EUD 7 #EHEI D/ —F
T—HETLH S,
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(HFT) https://www.fsc.go.jp/fsciis/foodSafetyMaterial/show/syu04191160305
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Directorate-General

-~ European
For Health & Food Safety

| e DG SANTE

COMMISSIONER : STELLA KYRIAKIDES
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DIRECTOR-GENERAL
SANDRA GALLINA

DEPUTY DIRECTOR-GENERAL FOR

HEALTH
JOHN RYAN (ACTING)

DEPUTY DIRECTOR-GENERAL FOR

FOOD SUSTAINABILITY
CLAIRE BURY

TUNIJLR® DNREE, DAL [|| DX, KRR R = R B i - B AT BORL. HFina ERERUVEM BEamEUEHEYIC BUERRUMTR
(One Health) BERAEMEE TLDEHKAE B RefE. BT 2 DEBLEDH BrofatkER XiE
| |
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. R . S A . S . A o . o
m o umm-mmwﬂ- m?umum o =) o oS ° N Bomsnsey &3 R 1 et O > i - Mmmll:mmcm
S . == \9’ il e e & =2 . i " b, ‘ B
SANTEA4 — HaDEAA (A ol s ASaeR (0] m”,g:mmm () SANTEGA ml.:_m
R o = " F = 3 B2 @ B =) o
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ADVISUR ON INTERNATIONAL .“--%-:;;: ----- i 9 ﬁm":"‘“""“"‘ ) é-__ﬁ?;lmué—r_-;;ﬁ:
“EM B ERR.COIDDEBEEZIDDELDEAGLTFEEAST . CCTIHMEZEMME (AMR) [CEREZHTTLS

https://commission.europa.eu/document/download/277adfe3-745d-40ad-b530-450af9d715e2_en?filename=organisation-chart-dg-sdidte _en.pdf
https://commission.europa.eu/system/files/2022-12/organisation-chart-dg-sante_en.pdf



EC-DG SANTEDEFHRANA

® DG SANTEDEH L ZIRIZE-TLVYS, Annual Activity Report [IZ&2E2021FEDFHFHARIILUTDESY,
% Annual Activity Report ® KEY RESULTSORNEZ#H LI

1: A EUROPEAN GREEN DEAL
1.1 Food and feed safety
1.2: Sustainable food systems — the ‘Farm to Fork’ Strategy

1.3: International promotion of EU food safety standards

2: PROMOTING OUR EUROPEAN WAY OF LIFE Annual Activity Report

2.1: Diminishing the impact of cancer in Europe 2021

2.2: Patients’ access to safe, innovative and affordable medicines and medical device DG Health and Food Safety (SANTE)

- EMA EBZRICH AL T, COVID-19 DOF > DA LR EHEER
s J7—XAEDSURFEENCE T AEMRANDIEEEEICES
Pharmaceutical Strategy ... ¥) EEKOEBHERICRETIE
Implementation of the Clinical Trials Regulation

Health Technology Assessment
Medical Devices
2.3: Effective response coordination of serious cross-border health threats

2.4: More effective, accessible and resilient health systems
I) BIREHA-EREZTOEENDIER ., ERNEEEICE Y HFE. ehealth F

13
(i Ar) https://commission.europa.eu/publications/annual-activity-report-2021-health-and-food-safety_en
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 FDAIZBITHAEELDEERAL. DEHE R UMedWatchZF T L THE S . FAERS (FDA Adverse Events
Reporting System) [CUR&E N5,
. MedWatChlJi,.,s% HEE . EEREE ANILRTT7ENS DT ACRUHRE (BX) 2N L THREN
ThHhns,
. M%‘ﬁ‘bd)m'”’ﬁﬁﬁI_Tﬁiﬁili1993¢l BRI T=,
o JEGIOFEEIX, HEBEAXKOERRSEENLOOMELHFE T, BREFILNIILTO B EWLZEEMEITOED.
FAERSIZEBINT=EMZRW =AY —= 5 5 liE 7o TV,
> BREFIZDNWT, HEBLEENSRILEFMNEERESNSZELHY., FHRODEIIHEICE-T/N\TVYEHLHS
M., AREREEMO LT, AAEFDHRMEDENSNENEZLIN TS,

> BERSNEFIOFEEEHMIITHONTEY ., ERCGER. TEIAEHESZR. BRFHC/PMNEFREDERE
BIHEHITOVWTEHEL TS,

httos://www.accessdata.fda.aov/scrints/medwatch/index.cfm?action=reportina.home o o
https://www.fda.gov/media/130216/download A FOA
Q)q/% '\bq(/ b‘b( nnsnm:r 'oluntary Reporting
mEEEEE Ry i =
Q Were
] 2 Q
’S\ bf\b
q/ Qq/ " evalusie 7 1 e *y:"z.u:ﬂu; I k o =
'\rb QQQ;\ © 5] " 5
N (g\q, T : -
o ; s o
o = o
P E“f?’:"i“m S, o e
'\/'\ ohasoopods ot s Solo biawioras J:p.;..s.l.,.., |.I .
somc-wmx:wmu - ! _ _ :
2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2020 2021 2022 g — S p=mm =
AFRE 20222 179A308%c  COVID-19 EUA s
FAERS (FDA Adverse Events Reporting System) Public Dashboard&!) e
https://ffis.fda.gov/sense/app/95239e26-e0be-42d9-a960-9a5f7f1c25ee/sheet/7a47a261-d58b-4203-a8aa-6d3021737 452/state/analysis e



PR D EE-HEEANoDEIERERRS

R IZH 1T REESDEIERHRE (X, EudraVigilance T —2R—X[ZINEi s h 3,

BECHEEIODRMERERHEIL. ZEIZEUWLT, Yellow CardelfEAHE AT LO—E]
ELT2005F Mot iTABRIR S, 2008 FE ML IERITHEE ST,

BRINDEE-HEER . SEOEERRFZBOA AV EBERETA—LOER. BEGE
Z@EL, BMERRLVHIZERERE T HENTES,

BEABRETIEREAFRTATEHRERNRESN, T —EIN—R([ZRE SN D,

AHIEICEY . RMTTRENDURVICET AT FIILEREIZRITRY, EELGR 2 FERE LY
BURZBITENTES,

HESNTIEFIE. EELI-HREDHIR. EXERBEAIRS DRBTITFENITHN.
EudraVigilance T —#RN—X[ZIRE SN - RICEIAMGR ST FILOFHEISTFERSA TS,

https://www.ema.europa.eu/en/documents/report/2021-annual-report-eudravigilance-
european-parliament-council-commission en.pdf

https://www.adrreports.eu/docs/ADR_reporting_ FINAL_EN.pdf
https://www.adrreports.eu/en/report_side_effect.html

« 2021F I BRI D EE - HEFED LiIrHSN=BI{EH
HERIIAEDSETHoT=,

s INIE . BEAFEORIMNTFEIZXLTCOVID-197%5

r FoEBMNTHhN-CE EESOEERET TR

S | | | H|HERIZIRE T ALOEMINTE-IENRBENT-
e m i mm ERTHD,

2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021

~ — https://www.ema.europa.eu/en/documents/annual-report/2021-annual-
IZk'J‘N 0)%% = %%75\ 19(0) E':EI'H/EFH E*ﬁiﬁdf)) re;)ort-european-medizines-agency en.pdf ” 16
EMA®Annual Reportdt -

e
A




1988

1993

FDAICH TS EBZEDER

1996 2001

2012

o ozq4X
REE

B

BEEE
D24

)

5]

I AREKEE, T/4X -
SRR ERREELE
(OASHI)IzEFR &, HA
BEPZTOMOEEGKE
BEEZEOLSITHKRSN
f=o

i)

FDATHH TEERRK
Patient Representative A
HEZEERICEM

R
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FDABRENRE
FDA Patient
Representative
MNEEEEEST
DEEEZER

i

m FDABRERKRT
A4 5 LFDA
Patient
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Program
B - HHICE Y
HEETIELEDHE
g =D
v k) ELTHEE
/N

o

2008
28]

BECHEEIC.
FDADEEED
MedWatch< X
TLEMALT.
EELOMES
Eﬂﬁ%?’é K58

FDADY = TH A
I IZFor Patients
(BEMAIT)

R—TEER

BERDLDOEERSR
BA%E Patient-
Focused Drug
Development
(PFDD)DER#E A
Btk (FDASIAK)

Bl

2013

FDAO 7OEX~DEE d
DESEEHIHEENR
BIO—F 55 L—TN

mEt

FDA®MedWatch X T
Llz, EESORBER O
ETB-HDEEERIT
TA—LEZEA

2015

EEILIFLUR
5% Patient
Preference
Information (PPI)
EEEROBERRE
DE=HD T L—L
D=9 EHAFUR
EEERICET SE
ESEHEMEES
(PEAC) M EIHER
IZHBEIND

~ FDALEMAT
Patient
Engagement
Cluster% 5%3L

F1EBEFE
= (BR) FE

FDARKE Z(-Patient
Affairs Staff ZE2E

w PFDDAA S URIZET S
BET—0vavT

p EERRRICETLIEESE

EME & Patient
Engagement Advisory
Committee(PEAC) %% &

Y T

=

m ERFVEEEENES (NORD) EDOTHREZIZLY., &
BUYZRZUT v 30048y TO5 S5 LEBE

Clinical Trials Transformation Initiative (CTTI)& #£[E T
W Patient Engagement Collaborative (PEC)% 3L % LIF

EfRis - MEHRREE 42— (CDRH) MEE - riEE0
W xHT3v (P&CC) 7O4 S5 LEA

PFDDAA #VAE LUV RS T MZBTE38M7—22ay

A
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R—I b7
J17—RE
Staff (PAS) # >
A4 T
T+—L.
Patients Ask FDA

PFDD A4 &> &
4IZE89 56
J)—4Hvayd

PFDDAA # X
243

@i

COVID-19&F ) V—AR—=D
FHEX

PFDDH A 4 > X1 BRIk Bl

COVID-19IZ2W\THT R kO
TJ4—BEVIES—
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FDAOEEZHESE oY b T74+—LA

1.

5.(PEC)
Patient

Engagement
Collaborative - —

1. BESHE 2.(PFDD)
(PRP)Patient AFRLAT147 Patient-Focused

Representative Drug Development

Program BEETHILE
BEAR L7-EZE 5B
A=A NN FDA 3

BESH

3. Patient Patient
Listening Engagement
Sessions Advisory

%%—Ux:y Committee

F S, BESE
Tviay 6|;§ﬁl::ﬁg) SEAE B &

Caregiver
Connection

BELNESE

aRyay
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