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1-1.Regulatory Pharmaceutical Fellowship program
® 055 LNDEM
KEDERKRES LUEFIEREL,. BEFHEITSREEZWRIC,
FDARSEDN T O—w OIS LFRBELU. ERINZIZEHEEZE
U TLD,

L BHHS

EFEmiEHk Two-Year Drug Information Fellowship provided by
Belmont University

EEmTEE Two-Year Pharmacovigilance Fellowship provided by
Albany College of Pharmacy and Health Sciences

EFEmMDLT - IRGeleE Two-Year Regulatory Advertising and Promotion

Fellowship provided by Purdue University

HEKEE OV LEE  Two-Year Regulatory Policy and Program Management
Fellowship provided by Howard University

INA FEFEmRELE Two-Year Biopharmaceutical Manufacturing Fellowship
provided by Albany College of Pharmacy and Health
Sciences

FRHIF= Two-Year Regulatory Science Fellowship provided by

Rutgers University

Pwe https://www.fda.gov/about-fda/center-drug-evaIuation-and-research-cder/reguIatory-pharmaceuticaI-feIIowship-progr%m
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SERHELUTVWD, JITO—Iv T - OV LDEEEE. 3D0DE
BEOWINHATEFv ) PEEOEREE D,

JO07 3 LDOHINA FAEZRERELEDET)
Two-Year Biopharmaceutical Manufacturing Fellowship provided by
Albany College of Pharmacy and Health Sciences

ST I

N A EREREBBIEE>5Y—(CBET) Albany College(KX%) AN AME
20— N)VIRZEHIRZERFE - BhEERPT Curia Global(ERI{X£) 12Hh B

EXmmERAERMEOETHEE FDA 8N HME

https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/regulatory-pharmaceutical-fellowship-program
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2’075 L0OH . EEMRIGERDEF
Two-Year Drug Information Fellowship provided by Belmont University

ST ST 1

HealthTrustEEmEHRT—EX Belmont University (X%) THhAME
Christy HoustonffHIEERIEHREZY—  Belmont University (KF) 6h A
GPO Operations HealthTrust(KfE{EzE) 5H AfE
EREMIHEmERTE 5 — N ERE I EHRERF FDA 60 A

707 5 LH : FHRHEIRER D EF
Two-Year Regulatory Policy and Program Management Fellowship
provided by Howard University

SRESS T KheEH HARE

AP K OEFE Howard University (X&) 6NH HiE
HRHILE - IR HBE . BER - (FERD HrERPY GlaxoSmithKline (KfE#t%) 18HhAM
EEEERE FDA 6h AR

PwC https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/regulatory-pharmaceutical-fellowship-program 10
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1-2. Quality Metrics Site Visit Program

® DO LDBE

« Quality Metrics&ld. #ERPLUTOCRDSA T4 27)V%RIE. 5.
ERITIRENRIFECTHY . EEROLUEYERFIZERLAEICH W T &
ETOTRZERL RN E B = ET D HITERIN TS,

- Quality Metrics Site Visit Programl&. UXOICE DWW zEERME
SmRTLZERETDEVOFDAOEMRAD—IREUVTERINIZED
THhd,

- Quality Metrics Site Visit ProgramICZ3:8FEIXLATDEY TH D,

2004%F | FDANMTPharmaceutical CGMPs for the 21st Century — a Risk-Based
Approachl&WL\S Lik—hERT

2012%F | FDAZL M -1/ R—3FENALR, FDA [CIE URIOR—REHDO—IRE LT BES
EHFHRFINRERN S ERERELEEHZO L UBRZINE T IERNMISIND

2014%F | BN ODERENLRREBIEEZREITDH. FDAETIVLYF T AREAHRE CIELE
BEE R VICED<FHAICLPEERMEDAE | EEUEEMRRT—IY 3y J&RHiE,
HEIRER(KELEZE) DERE SO IL80H R ZE5EX

2015F | FDAREBAR—ADMEEIRREDTZHDEHL TOT S LZRE

PwC https://www. https://www.fda.gov/drugs/pharmaceutical-quality-resources/quality-metrics-drug-manufactdting
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1-2. Quality Metrics Site Visit Program
® JOJ35LDESE (Fx)

2016%F | FDAMTSubmission of Quality Metrics Datal& WS ETIRAMY U AREZ /AT U.
3DDEEREZ(OYFERER FERNEER, SLUEHmMEERER) DiIRLZ ke

2018%F | FDAISREBIBIZE OIS LZE T 3IANTOMERZEXRIC. [Quality Metrics Site
Visit Programi®D/IN\AOY O SLZRBET I EEHKRK

® oO0/J35L0DER
- FDA OmEBEIBEOV S LDRAFEICENSCDERECBERD XY TIC
RN DERNRFERSZIRH TSI,
. MERGRHFICREEEOISLDER -BBICEET IS EEE
SAAL. O S LDREICHAITZ T4 — RNV I B E/H O E

https://lwww. https://www.fda.gov/drugs/pharmaceutical-quality-resources/quality-metrics-drug-manufacturing
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Request for Information (RFI)ZRAWLT.VR/ARZEFZRAULIENL——2
J=ERIR T SRMNEGCERNR I —XT—XDINEZEITR DT,

o N——2U 7RI EERDEEREZIEDS OII(Office of Inspections
and Investigations) DIRE - AFIEHEE TH D,

3-1. IR
® VTIRR—ADNFEEEEI AT L(LearnED Training System) &M,

® OIIMOTED(Office of Training Education and Development)|&.
225 F DN EEIFERHMEOI —X E490LL EDIERERRIA VS 1
HMEOD—RXZE=EBULTL\D,

https://sam.gov/opp/9806542aabe64998a10c0d2ef2d6d334/view
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BTN EH (AR/VR)

3-2. BfELTL\SAMIE

o JO—/VLRERTHRNICIHHEERH TS EEHIELTHY, TDHDF
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https://sam.gov/opp/9806542aabe64998a10c0d2ef2d6d334/view
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BTN EH (AR/VR)

3-3. AR/VRZFRAUZEMFHNRFE I AT LDEH (HE)
o BAANICENTETHRIVAI X EET D,

LA XRJRERFEE A IV —JI—AEIEAT D,
0 FAADAFIVNICENE CUFI)AZRRICEE CETD,

o EHDFHEENENETNERIENEEIT I EFRHIIRE UVFERIBZEER
L. F—LBOEEREZIRMIT D,

o MREESMITIC. BRI/ YT —IMEINIZREERADIFTIAR—IXDAR/VRI
R IATLERHFET B,

® ZIREARIFTUAERMET D,

o HWEANEEBIEIRATLAEEEL, NL——U T DEWIRIZ B 588k T D,

o FEHEWICHITBRITIVIALT1—RINyIHsEZAREL TL\D,

https://sam.gov/opp/9806542aabe64998a10c0d2ef2d6d334/view
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PwC
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JUTElsalZzBRICEALURERKRUIZ, LAV —XIZLB &, Elsald. X
BREEZEETIVERBURADINY —IU T, 5ifE., st EFMEFRRZE BT DL DICER
SN TVWBR . BEERZEZENL M TO77MIIVdHAZ T R—~UEY. 5
NIV ZERILUEEY  JERRER 7 T T —a oAl T —9 R —ZAREFICIRAL
DO—RZEULIEYTES,

FD#. 2025F128ICIF. EBDATYITHS B 7O3Z=EtHE, . 3=
7932 TC HENDBEREEENRT DLDICHKAASNIZEERATHEE AT A
THDI—I T MRIAIEEN, FDALBE ZWRISEMTEA TN,
TLAN) =R CLDE SEEE mIRAILE 21—, LE 1 —MEE. HERERREE.
RE, VT IAT7 IR EEBHEERED, FUEBMRIRVEAINZIRTETD L
DC7RBDELD,
SF1T1DGovCloudIRIERTREINIZINSDETIVIE. AT—
VIR FINRERANSIRE SN2 —YICE DV TEZFZ1THOR L 28, FDA
BENEVIROEEREDZVHET —I0T7—5%(RE T B,

hhttps://www.fda.gov/news-events/press-announcements/fda-launches-agency-wide-ai-tool-optimize-performance-american-people
https://www.fda.gov/news-events/press-announcements/fda-expands-artificial-intelligence-capabilities-agentic-ai-deployment
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PwC

o FDAICHITDFBESEIL. ZTHVRHE - BORKEE (DPAS) H\fElTHYIC 32

ADD. BEATLVY—(QCDER/QCBER /@CDRH)MN&EFFE_ &
[CRERZHEIETHELAINTND,

Resources: Patient Engagement Across FDA

Office of the Commissioner

FDA Patient Affairs Staff
PatientAffairs@fda.hhs.gov

FDA Patient Representative Program
FDAPatientRepProgram@fda.hhs.gov

Oncology Center of Excellence
FDAOncology@fda.hhs.gov

Center for Drugs (CDER)

CDER Professional Affairs and Stakeholder Engagement
CDERPASE @fda.hhs.gov

CDER Division of Drug Information
Druginfo@fda.hhs.gov

Patient Focused Drug Development
patientfocused@fda.hhs.gov

Center for Biologics (CBER)

CBER Patient Engagement Initiatives
CBERPatientEngagement@fda.hhs.gov

CBER Office of Communication, Outreach
and Development
OCOD@fda.hhs.gov

https://www.fda.gov/media/176594/download

Center for Devices (CDRH)

CDRH Patient Engagement Initiatives
CDRH_PatientEngagement@fda.hhs.gov

CDRH Patient Engagement Meeting Requests
CDRH PatientMeetings@fda.hhs.gov

CDRH Division of Industry and Consumer Education
DICE@fda.hhs.gov

22
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1-1. Patient Affairs Staff(PAS)

@ EDIT
FDAREZ(Office of the Commissioner)CEd /R EF— L

FDAZFZEIT S ERESED/\ T A - #:ER)

@ =E!
BE - BERGNFDALBEDSHDAOERRD
CDER / CBER / CDRH#E# THRESEEEI E T

/EEJJP\Je

Patient Listening Sessions

B RKi#E# (Public-Private Partnerships) D#t&E

BEFEUR, 7H7T 7. BERERE & DR E)

XA IS 1= —3 EBORIL

BFFHRFEE. LSO EXR. SINERDE(E

ANEIAZ21 =5 —3 S5y I4—LD@E(FDADFor Patients T I XR—
J.SNSZH) &

Pwe https://www.fda.gov/media/176594/download




1. FDA:EREZEDIBEE

1-1. Patient Affairs Staff(PAS)

@ SEDHER

« PASOIHFRICDWVWT, IERRRERIIATRIINTLRLY,
X TEEDERBHENMDEE(2019F5E) ICIX142DEBENE > TL\D,

5

Patient Affairs Staff (PAS)

* FDA & EMA Patient Engagement Cluster

X=X * Patient Engagement Collaborative

A

* FDA Rare Disease Listening Sessions
Our Programs e

and _ ‘
Initiatives * FDA Patient Council

https://www.fda.gov/media/176594/download

PwC
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1-2. Center for Drug Evaluation and Research(CDER)

1)
2)

3)
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PFDD(Patient-Focused Drug Development)

PFDDIE, 8E DR -Am - ——X - BEEEZERDFFE - FHMICERYA A, BE
AT —YEERFFERISER T2 EZ2BHURARRN 7 O—FDEAELT
MED[FSNTLSY,

PFDDAA 52X

PFDDAA4Y VR IF. BE - NEEDADZEAEZRMICIREL. BEKDH 2 CEERESRS
mBFE R EIFIRFICSER 192120 DigstE L TR TLV 32, CDERARDOffice
of the Center DirectorICE{FEX4vJ(PDFF Program staff )HhECE TN
TL\S,

FDA-led PFDD public meetings

FDATZE(CLBPFDDO&SEIF BEDEZXVARBIZEDRHICERIN., B
- -THEE RS EEEENSINT IEEEROTIDY,

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

https://www.fda.gov/drugs/development-approval-process-drugs/fda-patient-focused-drug-development-guidance-series-enhancing-

incorporation-patients-voice-medical

https://www.fda.gov/industry/prescription-drug-user-fee-amendments/fda-led-patient-focused-drug-development-pfdd-public-meeting
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1-2. Center for Drug Evaluation and Research(CDER)
@® Professional Affairs and Stakeholder Engagement(PASE)

PASE (Professional Affairs and Stakeholder Engagement)(&. CDER
RICEREINIEWAROEEE CThHY . EERFECEREMREBRE OBERG]
12— 37 BUVEHDEXG. PO —FEHFEDOERBHREREIED,
CDERAH®. Office of CommunicationsICEGEINTL\S, PASED AERIE
[EAFTIN TRV, EEFOEMEZ SO LHEE TR I NN RO
LTEZINTLS,

@® CDERMDFHIE

1)

3)

PwC

CDER£AMNEFEE 14,951 A(2025/9/308R) 2
CDER£AMFERE #21. BRIV

https://www.fda.gov/about-fda/cder-offices-and-divisions/office-communications-professional-affairs-and-stakeholder-engagement-
pase-staff
https://www.fda.gov/industry/fda-user-fee-programs/center-drug-evaluation-and-research-center-biologics-evaluation-and-research-
net-hiring-data-fy-2023
https://www.jedisec.com/downloads/FDA%Z20Fiscal%20Year%202025%20Justification%200f%20Estimates%20for%20Appropriations
%20Committeesed65.pdf
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1-3. Center for Biologics Evaluation and Research(CBER)

® Patient Engagement Program

1)

3)

PwC

CBER Patient Engagement Program (&, &¥&&| (T 0F 2. MK - MNEERHEI.
HARE - BT AESE) 2B 95 CBER M EE&IBWEBEDARR I YR,
HEEEADEE, EHICE>TEERARECDVLWTES - BEFEREN S R
CRRZINEL. MRS LUHRHFIMICRRT D CEZBRNEULZERETH D,

AZOT S LIE FDA £&0 patient-focused BER(PFDD Z&51) D#3EA
EEEGUTERIN. CBER RDEEXIHERFI(PAS #aE) phDEE L Y—D
EESBEEYCEEULGNASEZSINTLDY,

CBERM#HE
CBER£MAMNIEEEE 1,149 A(2025/9/30BF52)2)
CBEREADTFERE #95.37EFILS

https://www.fda.gov/vaccines-blood-biologics/development-approval-process-cber/center-biologics-evaluation-and-research-patient-
engagement-program
https://www.fda.gov/industry/fda-user-fee-programs/center-drug-evaluation-and-research-center-biologics-evaluation-and-research-
net-hiring-data-fy-2023

https://www.jedi-
sec.com/downloads/FDA%20Fiscal%20Year%202025%20Justification%200f%20Estimates%20for%20Appropriations%20Committee
sed65.pdf
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1-4. Center for Devices and Radiological Health (CDRH)
@® Patient and Caregiver Connection(P&CC)"

1)
2)

PwC

CDRHOEBE(L, VY —TOFEBFICHWTEEDNSDBRRNEE TH D EETHL

158, BE& - NEEEE (Patient and Caregiver Connection) [CE&ZEE D,
BEILEE NES. XX F0mAICRITEBRZ/ERL. B -NEEEED/N\—

MR REICERY 7T —heim L. BEERET D, /N\—~—HEiElL(e]
BEENL BAZFRE TS SRBEESERVLIICCDRHEHEEFT D,

Patient Engagement Advisory Committee(PEAC)?

PEACIZE. FDANWSRE T B2 ARDT7RIN1H1J—FE%=( Federal Advisory
Committee ActICEDEEZ SN AEPEETHER) ThHY ., EEKEEFICEHT D
R LOREICDOVWT, BE-NEEORENSHEZITOCEZHNELTV S,

HUEDANEICET DEEHIEL VWD PEACOANSREZEL. O7 XV IN—9ZZE i)
E BBV AN TR INTUVDZH. TNICEURBEL BN S,

https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-and-caregiver-connection
https://www.fda.gov/about-fda/division-patient-centered-development/cdrh-patient-engagement-advisory-committee
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1-4. Center for Devices and Radiological Health (CDRH)

@® CDRH®D#HE

CRDH&ZAMEFEE: 2,230V
CRDHZADFERR #7.04FH)L2)

1)  https://web.archive.org/web/20240412225256/https://www.fda.gov/media/175479/download?attachment (2023 annual reportdkY 5| F)

2) https://www.jedi-
sec.com/downloads/FDA%20Fiscal%20Year%202025%20Justification%200f%20Estimates%20for%20Appropriations%20Committee

sed65.pdf
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1)
2)
3)
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2016F12RA13HICKIIL . EEEMDAR -FED(SEEBEDHR
ZFDAORERBRE 7O RICHIERNICHMAMAT CEZ BHINE UIEARE
[21st Century Cures Actllc &Y., BENDE (Patient Experience
Data) = EE G - AR 7O X ICHAMATHIERNZRHEA & TNEXZ X
SEANR(10FEETRESEBRIV) AR FEINLD,

&5(C PDUFA VII( FY 2023-FY 2027) Tl&.CBER $&U CDER
ICH 1T DEFFENRFIDKIBRASIERNAZIN TS, BESEIL
BAFGD—EEVTREDITONTVWSZENS . EBATEZEZITHGE
KIE BMESNDAMAEICHTZEZZS5ND,

— AT, 2025F 38K, b TEHE T OHHS ((RfERULE ) NEEES8 H 2
FANSHI2AANE%)EIFZHFHEKL. ZETFTOFDATHI3, 500 AFRIRD
fiZiE (RIF: Reduction in Force)"W4B1RBBICERI N3,

TOfER. IERE82,000 AN'62,000 AICHEKENTHY . CDEREEE
£20%B>TL\S,
https://www.aha.org/system/files/advocacy-issues/tools-resources/advisory/2016/161207-legislative-adv-21st-century-cures.pdf

https://www.thefdalawblog.com/2021/09/the-fda-pdufa-vii-goals-letter-fy-2023-2027-a-review-of-our-top-10-commitments/
https://www.hhs.gov/press-room/hhs-restructuring-doge-fact-sheet.html
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3. EMA B2 ZEIDESEE

o EEDZEZEMICIBYLTL\DDI(EStakeholders & Communication
DivisionIZ[@9 dPublic and Stakeholders Engagement
DepartmentD TahY) . FDOM, SRETN TVBIEZERC EICHYEENSEL TL)
Do

« Public and Stakeholders Engagement Departmentld. BEEP LUV EERESE & DRE
BOFREEEHEYL ., FNEERRIREIRY ST —IICHITIEERRFROFARET I T X
MEZRZTDAVSAVTILETIRA ARSI 1 =r—a ) BEEKk. FUTEREVY—BE
H9 D,

. WODBTEHRICLT, BEE
(PCWP: Patients ‘ and Consumers’ e 2"25‘; "”5‘6 2“";"; 202:; “’26“2

. \ \ N atient membersnip In , committees, working parties
Worklng Party) @ﬁr‘é"\ %%1&13—%0>1%E\ EMA Management Board 2 2 2 2 2
|\|/—:J7“\ ﬁgﬁjﬁjtzw-ﬁé}EETﬂao Scientific committees 14 13 12 15 15

Patients” and Consumers’ Working Party 41 41 43 43 45
= —_ g # 12:%] ?}4_ Active patient experts nominated by EMA 80 163 186
° E lg:\ E MAL— a'-) lj-é %% = E l O) -L\ Number of patients and consumers eligible organisations 42 43 41

FTTIRRTHY  FLEINL TS, 2

2020 2021 2022 2023 2024

HCP membership in MB, committees, working parties 62 57 56 56 60
EMA Management Board 2 2 2 2 1
Scientific committees 12 12 12 12 12
Healthcare Professionals’ Working Party 48 43 42 42 46
Active healthcare professionals experts nominated by EMA 140 87 84
Number of healthcare professionals eligible organisations 39 40 41

1)  https://www.ema.europa.eu/en/about-us/who-we-are/stakeholders-communication
2) https://www.ema.europa.eu/en/documents/report/annual-activity-report-2024_en.pdf
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3. EMA:RHZEHODEIEE

® Public and Stakeholders Engagement Department(d. TEr#H
& U CIMedical and Health InformationllPatients Liaison]
[Healthcare Professionals LiaisonllIndustry Liaisonl1Z=H9 3.

EMAD#B#EE

1

eeeeeeeeeeeeeeee
nnnnnnnnnnnn

T
Digital B
Transfon

Task F
L1
L

ask.
i

T
usiness Data Analytics and

ines Division mation Methods

y orce Task Force Task Force
T TDA RS
1 1
E’ ......... \I, D E’ \j D m D
T T 1
and Corporate ks

Public and Stakeholders
Engagement Department

1) https://www.ema.europa.eu/en/documents/report/annual-actvity-report-2U24_en.pdar
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3. EMA:ZBEZEOEIEE

® EMADHRIE

EMAZADEREZE1,0137(2024FE)
EMAZADOTERIR: $14459,200651—0(2024FF)

® EMAZEYELIRIT

U TEEZEEBRHE DOIZR(L (Pharmaceutical LegislationDEIE) HEA TLY
DM EMAIZA S Y (P LRTIVY L) BEED AEKHI ZHEFLTHY . FDAD KL
DIRKIRIRRANEHIBDERSIIHEERINTLRL,

X B 13.50% (2024 FE)

Administration Division

W

Workload indicators

Procedure 2024
forecast

- Total TA staff recruited against vacant posts

Staff turnover rate (staff leaving against total no.
- Of Staf-f TA & CA) 5.10% 5.30% 4.10% 3% 3.50%

https://www.ema.europa.eu/en/documents/report/annual-activity-report-2024_en.pdf
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