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e FDAE= 540tCt "Prescription Drug User Fee Act (PDUFAY), IH&Q1S Salf QPHX0|11 L®EQl

ug
AH2RUS SO SRS 5t ER3 MOIS ARI0| ZAISIEE XIS FDAS| ZEE B35 U

- FDAE O|GHZAIXIR| S92 Edlf FAHAEZ(FY?) 2023-20271H =0t°] PDUFA (PDUFA VII)
INMAREES 7HEESHd "PDUFA VII Commitment: PDUFA Reauthorization Performance Goals

and Procedures Fiscal Years 2023 through 2027,(21.8.23.)2 &&st
- ‘2214 921~102 FDA= PDUFA VII Commitment Letterdi| M2 JHMALEE AN LIRS &xEo=2
SHS

[Z1] "PDUFA VII Commitment Letter; =2 W&

I. ENSURING THE EFFECTIVENESS OF THE HUMAN DRUG REVIEW PROGRAM
A. Review Performance Goals
B. Program for Enhanced Review Transparency and Communication for NME NDAs and Original

BLAs

New Molecular Entity (NME) Milestones and Postmarketing Requirements (PMRs)

. Split Real Time Application Review (STAR) Pilot Program (»(22.70.3.) STAR Lfga ZZ 72

AFZ 7= (criteria) Z7K)

Expedited Reviews

Review of Proprietary Names to Reduce Medication Errors

. Major Dispute Resolution

. Clinical Holds

|. Special Protocol Question Assessment and Agreement

J. Meeting Management Goals

K. Enhancing Regulatory Science and Expediting Drug Development

L. Enhancing Regulatory Decision Tools to Support Drug Development and Review

M. Enhancement and Modernization of the FDA Drug Safety System

N. Enhancements Related to Product Quality Reviews, Chemistry, Manufacturing, and Controls
Approaches, and Advancing the Utilization of Innovative Manufacturing Technologies
W»(22.710.31.) CDRP mg% T2 72 FE Z7f)
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Tomm



https://www.fda.gov/media/151712/download
https://www.fda.gov/media/151712/download
https://www.fda.gov/media/151712/download
https://www.fda.gov/media/151712/download
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O. Enhancing CBER’s Capacity to Support Development, Review, and Approval of Cell and Gene
Therapy Products (#(22.9.16.) CBERS Z£&/-&EHMHZHOTAT)—X|2ESA4EZFHOTP)CE HZ)
P. Supporting Review of New Allergenic Extract Products

II. CONTINUED ENHANCEMENT OF USER FEE RESOURCE MANAGEMENT

[ll. IMPROVING FDA HIRING AND RETENTION OF REVIEW STAFF

IV. INFORMATION TECHNOLOGY AND BIOINFORMATICS GOALS

V. IMPROVING FDA PERFORMANCE MANAGEMENT

VI. PROGRESS REPORTING FOR PDUFA VIl AND CONTINUING PDUFA VI INITIATIVES

APPENDIX. DEFINITIONS AND EXPLANATION OF TERMS
X JJEF RS LRSS SXE FTSHAII| HIEILIC)

Z=X]: PDUFA VII Commitment Letter (PDUFA Reauthorization Performance Goals and Procedures
Fiscal Year 2023 through 2027), FDA, 2021.8.
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https://www.federalregister.gov/documents/2022/09/28/2022-20997/statement-of-organization-functions-and-delegations-of-authority
https://www.fda.gov/drugs/development-resources/split-real-time-application-review-star
https://www.fda.gov/media/151712/download
https://www.fda.gov/media/151712/download
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https://www.fda.gov/media/85056/download
https://www.federalregister.gov/documents/2022/10/31/2022-23575/chemistry-manufacturing-and-controls-development-and-readiness-pilot-program-program-announcement?utm_medium=email&utm_source=govdelivery
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(CBER £0|¥ XA 7|&)

o ZEHAMHAH(PHS Act) MM 351(a) (42 USC 262(a))0ll [i2t CBER OTATOIA MIGHs MIZEX|IZH|,
QEXK|EH|, ZXIZEHA S £= CBER OVRR'O0A 7H|GH= Al

o« HAIOIFZ X|X(BT) E= RMAT XIHE IND

(CDER 01X 1A 7|%)

+ CDER 7+ MiZ0fl Ci3t IND7F ZXoty Ci3at 22 HUES MEY 20| A= B2 (1) FD&C Act Al 505(b)
(21 USC 355(b))0fl WME 2IokZ 5{7H1H, E= (2) PHS Ac
A

Act M 351((@)0 ME HWEQAE 517t 4IF
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Z£X|: Chemistry, Manufacturing, and Controls Development and Readiness Pilot Program; Program
Announcement, FDA, 2022.10.31.

1) PDUFA (Prescription Drug User Fee Act, T2Q|QE AlA} faFH)

2) FY (Fiscal Year, 3|Hi)

3) CBER (Center for Biologics Evaluation and Research, MZQ|F=M7IALMIE)
4) OTAT (Office of Tissues and Advanced Therapies, XX HCHH|K|=)

5) OTP (Office of Therapeutic Products, X|222|%4=E=)

6) STAR (Split Review Time Application Review, &7} Xt& AA|Zt
7) CRO (Contract Research Organization, Q&AIE $E7|2H)

8) CDER (Center for Drug Evaluation and Research, 2|FZ=X71HLMIE])

9) BIMO (Bioresearch Monitoring, AM&M|SATEL|E{ZITZ T72H)

10) BTD (Breakthrough Therapy, SIAIQIFZ X|X)

11) RMAT (Regenerative Medicine Advanced Therapy, XH:2|ZX|ZH])

12) REMS (Risk Evaluation and Mitigation Strategy, QIEIL7}- 2A5IFES)

13) CMC (Chemical, Manufacturing and Controls, &tst-HZX 2! 2t2])

14) CDRP (Chemistry, Manufacturing, and Controls (CMC) Development and Readiness Pilot, CMC 7H&f 2! Z=H| IilSd)
15) IND (Investigational New Drug, AMAIEAE SQ141F)

16) OVRR (Office of Vaccines Research and Review, SHAAALS)

17) FT (Fast Track Designation,, INAEEH X|H)

ZR)

HI

1. FDA ¥AIO|E (FDUFA VII: Fiscal Years 2023-2027)

2. PDUFA VII Commitment Letter: PDUFA Reauthorization Performance Goals and Procedures Fiscal Years 2023

through 2027, FDA, 2021.08.23.

Statement of Organization, Functions, and Delegations of Authority, FDA, 2022.09.16.

Title 21 Vacancy Announcement: Office of Therapeutic Products (OTP), FDA, 2022.11.14.

FDA HIAIO|E (Split Real Time Application Review (STAR))

Draft Guidance for Industry: Standardized Format for Electronic Submission of NDA and BLA Content for the

Planning of Bioresearch Monitoring (BIMO) Inspections for CDER Submissions, FDA, 2018.02.

7. Chemistry, Manufacturing, and Controls Development and Readiness Pilot Program; Program Announcement,
FDA, 2022.10.31.
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https://www.federalregister.gov/documents/2022/10/31/2022-23575/chemistry-manufacturing-and-controls-development-and-readiness-pilot-program-program-announcement?utm_medium=email&utm_source=govdelivery
https://www.federalregister.gov/documents/2022/10/31/2022-23575/chemistry-manufacturing-and-controls-development-and-readiness-pilot-program-program-announcement?utm_medium=email&utm_source=govdelivery
https://www.fda.gov/industry/prescription-drug-user-fee-amendments/pdufa-vii-fiscal-years-2023-2027
https://www.fda.gov/media/151712/download
https://www.fda.gov/media/151712/download
https://www.federalregister.gov/documents/2022/09/28/2022-20997/statement-of-organization-functions-and-delegations-of-authority
https://www.fda.gov/media/163172/download
https://www.fda.gov/drugs/development-resources/split-real-time-application-review-star
https://www.fda.gov/media/85056/download
https://www.fda.gov/media/85056/download
https://www.federalregister.gov/documents/2022/10/31/2022-23575/chemistry-manufacturing-and-controls-development-and-readiness-pilot-program-program-announcement?utm_medium=email&utm_source=govdelivery
https://www.federalregister.gov/documents/2022/10/31/2022-23575/chemistry-manufacturing-and-controls-development-and-readiness-pilot-program-program-announcement?utm_medium=email&utm_source=govdelivery
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1) IRB (Institutional Review Board, QUAAIEAAIRIRS))

1. New FDA Draft Guidance Aims to Protect Children who Participate in Clinical Trials, FDA, 2022.09.23.

2. Draft Guidance for Industry, Sponsors, and IRBs: Ethical Considerations for Clinical Investigations of Medical
Products Involving Children, FDA, 2022.09.

3. [Federal Register] Ethical Considerations for Clinical Investigations of Medical Products Involving Children; Draft
Guidance for Industry, Sponsors, and Institutional Review Boards; Availability, FDA, 2022.09.26.



https://www.fda.gov/news-events/press-announcements/new-fda-draft-guidance-aims-protect-children-who-participate-clinical-trials
https://www.fda.gov/media/161740/download
https://www.fda.gov/media/161740/download
https://www.federalregister.gov/documents/2022/09/26/2022-20720/ethical-considerations-for-clinical-investigations-of-medical-products-involving-children-draft
https://www.fda.gov/news-events/press-announcements/new-fda-draft-guidance-aims-protect-children-who-participate-clinical-trials
https://www.fda.gov/media/161740/download
https://www.fda.gov/media/161740/download
https://www.federalregister.gov/documents/2022/09/26/2022-20720/ethical-considerations-for-clinical-investigations-of-medical-products-involving-children-draft
https://www.federalregister.gov/documents/2022/09/26/2022-20720/ethical-considerations-for-clinical-investigations-of-medical-products-involving-children-draft
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23t

224 9, UYAIH e
IRB &AL, QL&A Hs 3

=

e 0= FDA= 224 OF 28 ALAIY A

A

24 W™ HeKOSSAHA| Chst T
IRB) 2 371 2744(~22.11.28.)

T2l 24(@Institutional Review Boards; Cooperative

Research, @Protection of Human Subjects and Institutional Review Boards)0fl CHgt 7HHOHS
otol| Chiot 38 S|ATES AAlgt

HHESIT ‘229 112 28UMMX| A

oL 01 HHSY| Q17F Ty 10 23t

"Common Rule (17.1.19. 744, 45 CFR

46 Subpart A)e| X319t UMAIY st L AHE ZASIE loH HoHE
[H2] 0= 2H=X% "Common Rule (0[5t HHE),(117.1.19. 7HE) F2 U

(FHE)

« 19814 O|=2 HHS7I QIZH{AN HFE AHEr FH(45 CFR) 57H H2I(Subpart A~E) HAlo=Z IHTAGHH
TSI COM, 1 & 'Subpart A: QUZHHA AL J|2HH'E 199143 1674 HHUHE J|20| Q7N A4
THOZE ZF XMEISIH 0|2 "HHUHE 0|2t BHEA &

(201749 HHE W™ F2 L)

AMMXIe] HS FXInp ¢ 8M SME 2o /1™

* I HHE JHEQ Het
1) 20{€ Lol =MZ2 ™|
2) UMAB(clinical trial), MAMTS T3t Ao MO, BF =7 FLLH M2 MY 7t
3) QIZh CHAQ| CiO|E 0 CHSH 7HES JHQIME E= 2N RUEBE F=26H0] KA

« SOl ZHH AT QR
- MTR0| THEO0} ot T4 YBS DE T SOM LURS MR EE HE Lol 2ER

WA MHESIT SN QR0 AKX MES 2HEE o
- O, ZHH MAIDF QOFR AME K| X722 3|Q(witness)0| A ZO{GHOF 5HH, & A 25 235|219
ANEZ HIEA| gojof &t

e T2 =9(broad consent)

- QUMAIY CHAKXIOA 22 32| 20 SilE= & & Q= 0219 25X ¢HE {I6t0 AH0| 7kset JHQI™ELE

21X Rz MES di8dt= M=



https://www.fda.gov/news-events/fda-voices/fda-takes-steps-further-harmonize-clinical-research-regulations-hhs-common-rule
https://www.fda.gov/news-events/fda-voices/fda-takes-steps-further-harmonize-clinical-research-regulations-hhs-common-rule
https://www.federalregister.gov/documents/2018/06/19/2018-13187/federal-policy-for-the-protection-of-human-subjects-six-month-delay-of-the-general-compliance-date
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html
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C OB BS 970l B MolHEel £Y ost
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=X: 0j= Common Rule?| £ 1A L1} AAPE, FHOIZIEEIC), 2020 (Journal of KAIRB 2020;2(1):1-5)

2 (Proposed Rule) Institutional Review Boards: Cooperative Research

o (HICHE w29 2X) I3 70| &5 FDA w8 MEE HHE Qs XSAF|7| |
- €5 0 AMelotl, OI=0A A= T2 &ef A0 ol B IRB dAt XIS AEot=S
LOZM, AYAIE HEXIE ESo1HA HAF BRIS Ztaslohl l ZAL =0 22dS =017| 9
- MetE #219] IRB 7|EE% Q72 A/t =A== 7|20 20K = IRBZt H=ok= A0

CHot IRB 7|15H2 Q710 2ot JH™E AHHES| Q74 XotE

o (Motel H=ln 2=l X8 21 CFR 56.114 “Cooperative Research”


https://www.federalregister.gov/documents/2022/09/28/2022-21089/institutional-review-boards-cooperative-research
https://www.kairb.org/bbs/?mode=view&code=journal&number=4477
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2 (Proposed Rule) Protection of Human Subjects and Institutional Review Boards

o (MIREl 2l =X) FDAY} iAok AfR T it Z=01| Chot o1 AIARIS Sl Thedt 3 SFIAZ |1
CHAK ES0f 26 FDA #7821 CFR 50) 2 IRB #7821 CFR 56) £ MMZ J1HE HHE
"Cures Act, MM 3023 (Protection of human research subjects)2t XSIA|7|7| 2|&t

o (HOHE walnt ZAE X)) 21 CFR 50 3 56
(1) LHAIY CHAXIC| et AT &0 O S S0[otA| o7| #Iot0, S2AM Al I Xt HEUE

X, HS HH)
(2) LHAY YR S2lo] M2 712X Y 27 (basic and additional) 24 F7t
(3) EH XH0IM IRBO| 23t A X|EHQI HAE Mtoh= & F7t
(4) XIEXQ1 AA Ho-Hoi| 2ot £ A%™u 23 E IRB 7|22 27 JHd
(5) AU HO| F7} E= Vi (LE 562 X[EXQI AAF HXI0| 25H JHEt0| S0, IHE 812014
RB AAIE o Al2XKinvestigator) & 2|2[XKsponsor)? HEdk= A1t H 1M (progress report)2t
2AE St MME S JHEY A2 H2h)

1) IRB (Institutional Review Board, 2UAAIEAAIRIRS))

e

1.

o ok wN

FDA Voices: FDA Takes Steps to Further Harmonize Clinical Research Regulations with HHS Common Rule),

FDA, 2022.10.06.
Revised Common Rule (45 CFR Subpart A), HHS, 2018
(Proposed Rule) Institutional Review Boards; Cooperative Research, FDA, 2022.09.28.

(Proposed Rule) Protection of Human Subjects and Institutional Review Boards, FDA, 2022.09.28.

0= Common Rule?] =L JH™ W1} AJAY, E[HOI(ZFEZIC), 2020 (Journal of KAIRB 2020;2(1):1-5)

0= Cf7 |2t SSHF0| CHet Hof M= ST - H IRB 2 ATRSE S4o=, Z/PER|FEMA, 2020.12.



https://www.federalregister.gov/documents/2022/09/28/2022-21088/protection-of-human-subjects-and-institutional-review-boards
https://www.govinfo.gov/content/pkg/PLAW-114publ255/pdf/PLAW-114publ255.pdf
https://www.fda.gov/news-events/fda-voices/fda-takes-steps-further-harmonize-clinical-research-regulations-hhs-common-rule
https://www.fda.gov/news-events/fda-voices/fda-takes-steps-further-harmonize-clinical-research-regulations-hhs-common-rule
https://www.federalregister.gov/documents/2018/06/19/2018-13187/federal-policy-for-the-protection-of-human-subjects-six-month-delay-of-the-general-compliance-date
https://www.federalregister.gov/documents/2022/09/28/2022-21089/institutional-review-boards-cooperative-research
https://www.federalregister.gov/documents/2022/09/28/2022-21088/protection-of-human-subjects-and-institutional-review-boards
https://www.kairb.org/bbs/?mode=view&code=journal&number=4477
http://www.nibp.kr/xe/report1_1/222879
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Challenges, Regulatory Issues and Recommendations;(2021)0| =™
ol 5t5 7|£0) DM 2! POC 7|=&0t OfL|2t & 7t HA&EH|X(end-to—end continuous) !
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e FDA CDER9| 'Emerging Technology Program’ % CBERZ2| ‘Advanced Technologies &2 {2 DM
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https://www.fda.gov/news-events/fda-voices/fda-seeks-feedback-distributed-and-point-care-drug-manufacturing
https://www.fda.gov/news-events/fda-voices/fda-seeks-feedback-distributed-and-point-care-drug-manufacturing
https://nap.nationalacademies.org/read/26009/chapter/1
https://nap.nationalacademies.org/read/26009/chapter/1
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FRAME O[LMEIE= #A| 80, AAE HE 24, ol #8 H 7I&=S Zfol0] FAH Ao
Ciet 71 X1E, 78 R #RlIg=E Elotil AUCH, OJUMEES| LEZM FDA= FDA w#A| 220
et =7| HEAS U=7] flet 5 &

=
24

o9t
jo

S35t 9

glo

> FDA, 118 37§ IE o 938

FDA= "Distributed Manufacturing and Point—of-Care Manufacturing of Drugs: Discussion
Paper,(22.10.)0ilA{ DM % POC =0 EHC= MEE £ Q= o3l 78 L KRS AVHoty, AlEE
S A0 CHet S7H mEMES Qg

- DM fA2 it} X M2R X2 0I5 = UCH, 0I5 A| FDAO| 217 7kset A2 FU/ULITIN
- POC /4 2932 |3H A2l Xl T

- %E.*(centralize ) S AABI0]: parent location)2 A 2t MEX QRO 7K A 2 & 7IE2

Foles HEY &+ UsHR
- POC M= SES litol= 2|Ae} S|= A2 AO[0] O RAC| HIXRL|A 2AZL A2IE0 UASLITF?

TSI B A= OsHAR= 3 HFE(22.11.14.~11.16)00M S HMStALE, ke

(BAMHS: FDA-2022-N-2316-0001)01 2742 HEe & US(~22.12.14.)

- £, DM 2 POC 7|&2 74est M=M= CDERQ| Emerging Technology Program(CDER-ETT
@fda.hhs.gov) == CBER2| Advanced Technologies team(Industry.Biologics@fda.hhs.gov)0|
zfsr £~ U2 (O|HY M=o "CATT" HA|)

1) DM (Distributed Manufacturing, £AHH|Z)

2) POC (Point-of-Care Manufacturing, S1&HIX)

3) NASEM (National Academies of Sciences, Engineering, and Medicine, 0= Z&u5tE5H0|5H2)
4) CDER (Center for Drug Evaluation and Research, 2|2F=T7IHTIMIE])

5) CBER (Center for Biologics Evaluation and Research, A=9|t=H7TMIE])

6) FRAME (Framework for Regulatory Advanced Manufacturing Evaluation)

=X 3 HIE

1.
2.

FDA Voices: FDA Seeks Feedback on Distributed and Point-of—Care Drug Manufacturing, FDA, 2022.10.14.
Innovations in Pharmaceutical Manufacturing on the Horizon: Technical Challenges, Regulatory Issues and
Recommendations, NASEM, 2021

FDA HIAIO|E (CDER’s Framework for Regulatory Advanced Manufacturing Evaluation (FRAME) Initiative)
Distributed Manufacturing and Point-of-Care Manufacturing of Drugs, FDA(CDER), 2022.10.
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https://www.fda.gov/media/162157/download
https://www.fda.gov/media/162157/download
https://www.fda.gov/news-events/fda-voices/fda-seeks-feedback-distributed-and-point-care-drug-manufacturing
https://nap.nationalacademies.org/read/26009/chapter/1
https://nap.nationalacademies.org/read/26009/chapter/1
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/cders-framework-regulatory-advanced-manufacturing-evaluation-frame-initiative
https://www.fda.gov/media/162157/download
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https://www.whitehouse.gov/briefing-room/statements-releases/2022/10/18/fact-sheet-biden-harris-administration-releases-strategy-to-strengthen-health-security-and-prepare-for-biothreats/
https://www.whitehouse.gov/briefing-room/statements-releases/2022/10/18/fact-sheet-biden-harris-administration-releases-strategy-to-strengthen-health-security-and-prepare-for-biothreats/
https://www.whitehouse.gov/wp-content/uploads/2022/10/National-Biodefense-Strategy-and-Implementation-Plan-Final.pdf
https://www.whitehouse.gov/wp-content/uploads/2022/10/National-Biodefense-Strategy-and-Implementation-Plan-Final.pdf
https://www.whitehouse.gov/wp-content/uploads/2022/10/National-Biodefense-Strategy-and-Implementation-Plan-Final.pdf
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=X FACT SHEET: Biden—Harris Administration Releases Strategy to Strengthen Health Security and
Prepare for Biothreats, White House, 2022.10.18.
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1. FACT SHEET: Biden—Harris Administration Releases Strategy to Strengthen Health Security and Prepare for
Biothreats, White House, 2022.10.18.

2. National Biodefense Strategy and Implementation Plan for Countering Biological Threats, Enhancing Pandemic
Preparedness, and Achieving Global Health Security, White House, 2022.10.
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https://www.whitehouse.gov/briefing-room/statements-releases/2022/10/18/fact-sheet-biden-harris-administration-releases-strategy-to-strengthen-health-security-and-prepare-for-biothreats/
https://www.whitehouse.gov/briefing-room/statements-releases/2022/10/18/fact-sheet-biden-harris-administration-releases-strategy-to-strengthen-health-security-and-prepare-for-biothreats/
https://www.whitehouse.gov/briefing-room/statements-releases/2022/10/18/fact-sheet-biden-harris-administration-releases-strategy-to-strengthen-health-security-and-prepare-for-biothreats/
https://www.whitehouse.gov/briefing-room/statements-releases/2022/10/18/fact-sheet-biden-harris-administration-releases-strategy-to-strengthen-health-security-and-prepare-for-biothreats/
https://www.whitehouse.gov/wp-content/uploads/2022/10/National-Biodefense-Strategy-and-Implementation-Plan-Final.pdf
https://www.whitehouse.gov/wp-content/uploads/2022/10/National-Biodefense-Strategy-and-Implementation-Plan-Final.pdf
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1) EEA (European Economic Area, SEZMIX|Y)
2) ATMP (Advanced Therapy Medicinal Product, &THHI0|Q22|9FE)

=X 3 AIEs

EMA pilot offers enhanced support to academic and non—profit developers of advanced therapy medicinal products,

EMA, 2022.09.29.
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https://www.ema.europa.eu/en/news/ema-pilot-offers-enhanced-support-academic-non-profit-developers-advanced-therapy-medicinal-products
https://www.ema.europa.eu/en/news/ema-pilot-offers-enhanced-support-academic-non-profit-developers-advanced-therapy-medicinal-products
https://www.ema.europa.eu/en/news/ema-pilot-offers-enhanced-support-academic-non-profit-developers-advanced-therapy-medicinal-products
https://www.ema.europa.eu/en/news/ema-pilot-offers-enhanced-support-academic-non-profit-developers-advanced-therapy-medicinal-products
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> @ (Draft) Data Quality Framework for EU medicines regulation (22.10.10.~22.11.18.)
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https://www.ema.europa.eu/en/news/high-quality-data-empower-data-driven-medicines-regulation-european-union
https://www.ema.europa.eu/en/news/high-quality-data-empower-data-driven-medicines-regulation-european-union
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/data-quality-framework-eu-medicines-regulation_en.pdf
https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space_en
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Z£X: (Draft) Data Quality Framework for EU medicines regulation, EMA-HMA, 2022.09.30.

> @ (Draft) Good Practice Guide for the use of the Metadata Catalogue of Real-World
Data Sources (22.9.27.~22.11.16.)
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-metadata-catalogue-real-world-data-sources_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-metadata-catalogue-real-world-data-sources_en.pdf
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(HAE A7 A Al HIEIGOIE] 12T AR HH)

1. Search the catalogue for possibly relevant data sources based on PICOT(Population, Intervention,
Comparison, Outcome and Time horizon) criteria

|

2. Confirm possible relevance of data source based on recorded information on population,
exposure, outcomes, confounding factors and time elements

|

3. Read information on governance, availability and accessibility to determine eligibility for access
and feasibility

|

4. Screen possible reliability of data source based on quality metadata

|

5. Use link to EU PAS Register(European Union electronic Register of Post-Authorisation Studies)
to consult information on other studies with similar research question or design performed
with the same data source

|

6. Contact the data source holder to confirm user’s eligibility, conditions of access and feasibility
of using the data source for the study based on aggregated or raw data

£X: (Draft) Good Practice Guide for the use of the Metadata Catalogue of Real-World Data Sources,
EMA-HMA, 2022.09.01.

1) TEHDAS (Towards the European Health Data Space) : REXE! S|2=(2571=) 1 SFETISHQIRS|7t ‘QBEZAH0|EHSZt
(EHDS) & V&55t=S X|25t7| {oto] 3 =21 O|LIME|EZ HEE SMT|Z(Sitra)0ilN ST

2) EHDS (European Health Data Space) : EU L 7HQI0] X}AQ] @=20|Lt CHE S|=Z0N EZ CIO|EE &[5ty &8
= U= #Hotg 2ot

3) ENCePP (European Network of Centres for Pharmacoepidemiology and Pharmacovigilance, S&
AISZUAl MEH HEY3)
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1. High—quality data to empower data—-driven medicines regulation in the European Union, EMA, 2022.10.10.

2. (Draft) Data Quality Framework for EU medicines regulation, EMA-HMA, 2022.09.30.

3. (Draft) Good Practice Guide for the use of the Metadata Catalogue of Real-World Data Sources, EMA-HMA,
2022.09.01.

4. TEHDAS in brief, TEHDAS, 2022

5. Korea—EU Research Center €AIOIE (R8 EZ S8} : ADIn} 1jskE Qs Q8 B G0 37
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-metadata-catalogue-real-world-data-sources_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-metadata-catalogue-real-world-data-sources_en.pdf
https://www.ema.europa.eu/en/news/high-quality-data-empower-data-driven-medicines-regulation-european-union
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/data-quality-framework-eu-medicines-regulation_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-metadata-catalogue-real-world-data-sources_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/good-practice-guide-use-metadata-catalogue-real-world-data-sources_en.pdf
https://tehdas.eu/app/uploads/2022/03/tehdas-leaflet-2022.pdf
https://k-erc.eu/%EC%9C%A0%EB%9F%BD-%EB%B3%B4%EA%B1%B4-%EC%97%B0%ED%95%A9-%EC%8B%9C%EB%AF%BC%EA%B3%BC-%EA%B3%BC%ED%95%99%EC%9D%84-%EC%9C%84%ED%95%9C-%EC%9C%A0%EB%9F%BD-%EB%B3%B4%EA%B1%B4-%EB%8D%B0%EC%9D%B4%ED%84%B0/
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1) CoE (Council of Europe, & 23|
2) SoHO (Substance of Human Origin, QX Q22)

=X 3 AIEs

The Council of Europe/EDQM and the European Union conclude an agreement expanding the scope of their
co-operation in the field of substances of human origin, EDQM, 2022.10.28.

17


https://www.edqm.eu/en/-/the-council-of-europe/edqm-and-the-european-union-conclude-an-agreement-expanding-the-scope-of-their-co-operation-in-the-field-of-substances-of-human-origin
https://www.edqm.eu/en/-/the-council-of-europe/edqm-and-the-european-union-conclude-an-agreement-expanding-the-scope-of-their-co-operation-in-the-field-of-substances-of-human-origin
https://www.edqm.eu/en/-/the-council-of-europe/edqm-and-the-european-union-conclude-an-agreement-expanding-the-scope-of-their-co-operation-in-the-field-of-substances-of-human-origin
https://www.edqm.eu/en/-/the-council-of-europe/edqm-and-the-european-union-conclude-an-agreement-expanding-the-scope-of-their-co-operation-in-the-field-of-substances-of-human-origin

HFO| 2 O|2kE Regulatory On-Air (2022-12€3%)
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o 214 18 1Y F=9 QAT HE|(HHAE) 0|F MHRAE 2W7ZK'21.1.1~22.12
S8 ™XHcentralised procedure)S Eoff of7tcl= QUE0| oI =2 | ==
QECETeSE Z2F A2 HEXt (EC DRPV)E Yoy /U

31.) REEY
ol7b &AL Al

- EC DRPUlE Al EZSo{7HE0F OtLI2} 7|57t MIE2| HZA(variation) 2 HEH(EHEY) (extension)0]

Lot

o 224 9 MHRAE M=2Z2 =AM L2 T AT MRS JHEoks St S= 20| A%

HAO M2 = JATE 2ZoE| !l EC DRP 2F 717t& 12708 AF(~'23.12.31.)8tCt1l &

- 28 7R 9 ZRI= 7140] R E=5PE AIF Al GB? X942 kR0l FX| 42 ¢

AL Q0| MAM HIE = UARE HYE

1) EC DRP (European Commission Decision Reliance Procedure, QEASIEIHQIYS] AN A= HX})
2) GB (Great Britain)

1. European Commission Decision Reliance Procedure (EC DRP) extension, MHRA, 2022.09.30.
2. Guidance: European Commission (EC) Decision Reliance Procedure, MHRA, 2022.11.18.
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https://www.gov.uk/government/news/european-commission-decision-reliance-procedure-ec-drp-extension
https://www.gov.uk/government/news/european-commission-decision-reliance-procedure-ec-drp-extension
https://www.gov.uk/government/news/european-commission-decision-reliance-procedure-ec-drp-extension
https://www.gov.uk/guidance/european-commission-ec-decision-reliance-procedure
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SISEX| S

[Z117] "Guidance on the licensing of biosimilar products,(21.5.10., 22.11.7. X} && H|W)

(21.5.10. HIME =2Xp) ('22.11.7. WHE 2Xb

1. Introduction 1. Introduction
2. General principles 2. General principles
3. Content of a biosimilar application 3. Content of a biosimilar application
4. Traceability
5. Interchangeability
6. Substitution
7

. Further Information

X J[E} AfHEE LIEES EXE FIopAI7] BIEILILL.

1. Guidance on the licensing of biosimilar products, MHRA, 2022.11.07.

2. Consultation outcome: Consultation document: MHRA guidance on the licensing of biosimilar products, MHRA,

2021.05.10.
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https://www.gov.uk/government/publications/guidance-on-the-licensing-of-biosimilar-products/guidance-on-the-licensing-of-biosimilar-products
https://www.gov.uk/government/publications/guidance-on-the-licensing-of-biosimilar-products/guidance-on-the-licensing-of-biosimilar-products
https://www.gov.uk/government/publications/guidance-on-the-licensing-of-biosimilar-products/guidance-on-the-licensing-of-biosimilar-products
https://www.gov.uk/government/consultations/mhra-draft-guidance-on-the-licensing-of-biosimilar-products/consultation-document-mhra-guidance-on-the-licensing-of-biosimilar-products
https://www.gov.uk/government/publications/guidance-on-the-licensing-of-biosimilar-products/guidance-on-the-licensing-of-biosimilar-products#substitution
https://www.gov.uk/government/publications/guidance-on-the-licensing-of-biosimilar-products/guidance-on-the-licensing-of-biosimilar-products#substitution
https://www.gov.uk/government/consultations/mhra-draft-guidance-on-the-licensing-of-biosimilar-products/consultation-document-mhra-guidance-on-the-licensing-of-biosimilar-products
https://www.gov.uk/government/consultations/mhra-draft-guidance-on-the-licensing-of-biosimilar-products/consultation-document-mhra-guidance-on-the-licensing-of-biosimilar-products
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- 224 112 7|& ACCESS ZAAA 0= Cr2at 22 57 27171 2051 2 AST HUIO|ZHIEAD
AHLITH AATHLICP), AMTIELE HZANSHED AAA QZHEHY, AFZE QAEHZHZME
RIS

112 ACCESS ZAA |2 &0f 71 Zte] Qo Mx X ERE2|7|E(GMPY) MENZAL ZUE
QIYste MSQUHHYMRAN)S HMZst
- GMP HEHEAL] TSt MRAE A7 20| 24E MIE ¥ Z2YM B7I5k= SEHES MA0| 225k=
O =20| = 4801 =70|H, GMP MEHERAL 55 AAE Sof ZF A7 || XS JHE st
01010” E[_|- _E—LOI-IOE M-_Q_ol- OIEE 3
- ACCESS ZAAA|Y O A7 |2 25 QFEAAMSEHHTIFL(PIC/S?) &0 A7 A2 2} wA|7 |
5 X[ LHOIM $3lEl= AERERALO]| CHolf ACCESS ZAAAIY ZH0 A7 | 20| Salish MEfZAL HTIME
=

AR TR OILINELZO TH3H 7|312 EMGI01 A AIAS O Y XHotn
2 =X

1) TGA (Therapeutic Goods Administration, 8% HEO|ZHIEH)

2) Health Canada (ZHLIT} RAIFHLICE

3) HSA (Health Sciences Authority, AI7}E2 HZADSHY)

4) Swissmedic (A9IA 2RHIZH)

5) MHRA (Medicines and Healthcare products Regulatory Agency, @@= QUZAZZ2|MIZE )
6) GMP (Good Manufacturing Practice, 2I2HE H|IX L ZE2|7|F)

7) MRA (Mutual Recognition Agreement, ASQIHSH)

8) PIC/S (Pharmaceutical Inspection Co-operation Scheme, 2UZEAAIMSEET|T)

1. Access Consortium Good Manufacturing Practice (GMP) Statement, MHRA, 2022.11.15.
2. HIO|QOJOkR Regulatory On-Air (2021-0985), AIZOIOFZORHA-SH=2HI0|R2IF=3S|, 2021.09.
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https://www.gov.uk/government/publications/access-consortium-good-manufacturing-practice-gmp-statement/access-consortium-good-manufacturing-practice-gmp-statement
https://www.gov.uk/government/publications/access-consortium-good-manufacturing-practice-gmp-statement/access-consortium-good-manufacturing-practice-gmp-statement
https://www.gov.uk/government/publications/access-consortium-good-manufacturing-practice-gmp-statement/access-consortium-good-manufacturing-practice-gmp-statement
https://nedrug.mfds.go.kr/bbs/101/18/
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e MHRA:= 3 AJlid(horizon scanning)2 Sali AAV 7|8t QUXIX|ZN| UKL HEYAIS X[&6tLL
ofiz MIE0| QFMsty SIFMOIX| 201517 | fol AAV HIEQ| HEESH LQMS Blolstyl CGTCIt 67127t

AAV BEZEZ g TZ2HES XIgist
- CGTCE 244 G0l 71 2] AIBEl= AAV B! AAV2 0| B HiXIS MARON, SZ71XE
A eFEE @t = BY VIESERAOl A HEEE Ttolil AAVR| Vst OFdet UECR SEANXE

YItot7| 2lot Of2f stAl I M =M X0 HHEE
- & DZ2ME =2 RPFIZRE X|2Hg

1) ATMP (Advanced Therapy Medicinal Product, HEtHI0|Q22[QkE)

2) AAV (Adeno-associated virus, Ofﬂli—'?'—-’—*.k-ﬁfolajk)

3) CGTC (Cell and Gene Therapy Catapult) : E=Z&2I&(Innovate UK) A6t &4l 7| 013 HERFQ! ‘Catapult’ Q)
NI - QEXIX|ZH| 20 WEYS

4) RPF (Regulator's Pioneer Fund, #AI7|ZHME7|E) © 7|22 SHAME & AMHIA S0 =20| Hl= MTXH FHYAS
SLI517| 2fai 2018 F= 7| O X|- AANR(BEIS)7H MESt 7|15

1. Horizon Scanning Case Study: Developing standards for Adeno-associated virus gene therapies, MHRA,
2022.11.16.

2. NIBSC #IAIO|E (Physical Standards for Adeno-associated virus (AAV) Gene Therapy)

3. TAIZ |27 |20]| CHEE WI7H1Xp) FQZATE 1A (Evaluation of the Regulators’ Pioneer Fund (round 1) — Main Findings
Report), Kantar, 2021
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https://www.gov.uk/government/case-studies/horizon-scanning-case-study-developing-standards-for-adeno-associated-virus-gene-therapies
https://www.gov.uk/government/case-studies/horizon-scanning-case-study-developing-standards-for-adeno-associated-virus-gene-therapies
https://www.gov.uk/government/case-studies/horizon-scanning-case-study-developing-standards-for-adeno-associated-virus-gene-therapies
https://www.gov.uk/government/case-studies/horizon-scanning-case-study-developing-standards-for-adeno-associated-virus-gene-therapies
https://www.nibsc.org/about_us/latest_news/rpf_report.aspx
https://policy.nl.go.kr/search/searchDetail.do?rec_key=SH2_PLC20210261230
https://policy.nl.go.kr/search/searchDetail.do?rec_key=SH2_PLC20210261230
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— o3l MAL 712H0] ==l 2018/2019 SIAHEELH GMP Hg 521 A-0| 36%7HK| B/t
- UAMOZ AXE MAF 7|1Zt2 FAHE (233 68) MAEE OIH
o AL 7|2t HYO=Z A VIS0 FES DIE Rz oidtl= HR, "GMP Clearance Guidance,(“19.7.)0
L2t LMHOZ XZoiE AS QY &= UZ
- & TGAY 33l 2Ma2l= COVID-19 Al 2l X|Z2H|Qt St0l=l OoE ZFHZ=Q|
(TGA GMP X501 A Q&YW MAL 7|ZHI|E/LAIX AET|ZH)
GMP Xa0l M3 Q¥ Y MA 7IZH22Y 7|F) AN HHIIZHIRY 7|Z)
HSQIHHY (MRA?Y) 30 30Y (#E etd)
B2 IOl o o
(Non-Sterile API?) 60 90=
HZR QARo/otE o o
(Non=Sterile Finished Product) 90= 1202
(Sterile API) /5% 1052
(Sterile Finished Product) 1202 150

ZX: GMP_Clearance: Temporary changes to target processing times,

TGA, 2022.10.21.

1) GMP (Good Manufacturing Practice, 2|2= XX 2 Zxi
2) MRA (Mutual Recognition Agreement, ASQIHSH)
3) APl - (Active Pharmaceutical Ingredient, 2I22|2FE)

. GMP

2|71%)

=1
CIearance: Temporary changes to target processing times, TGA, 2022.10.21.

2. GMP clearance guidance (Version 18.3), TGA, 2019.07.
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https://www.tga.gov.au/news/notices/gmp-clearance-temporary-changes-target-processing-times
https://www.tga.gov.au/news/notices/gmp-clearance-temporary-changes-target-processing-times
https://www.tga.gov.au/sites/default/files/gmp-clearance-guidance.pdf
https://www.tga.gov.au/news/notices/gmp-clearance-temporary-changes-target-processing-times
https://www.tga.gov.au/news/notices/gmp-clearance-temporary-changes-target-processing-times
https://www.tga.gov.au/sites/default/files/gmp-clearance-guidance.pdf

sHel X S

224 118, 20224k SHI7| H7|53] 74|

e ICHE QIFOIM 2022H% 17| M7|£3/(22.11.15.~11.16.)2 HZ[&

2 ICH 710|=2121 H|-7HH

e ICH wH|Z3} 710|=2tQ1 ZHEH (Step 4)
- Q13 Continuous Manufacturing of Drug Substances and Drug Products
- E19 A Selective Approach to Safety Data Collection in Specific Late—Stage Preapproval or
Post—Approval Clinical Trials
- S1B(R1) Testing for Carcinogenicity of Pharmaceuticals

o 2T oS 3t 7I0|=2tRI(N) XHEY (Step 2)
- M11 Clinical electronic Structured Harmonised Protocol (CeSHarP), Technical Specification
and Template
- Q5A(R2) Viral Safety Evaluation of Biotechnology Products

D FTMEIN =
o ICHE= 17t 4|0 B ICH 710|222l & WSKEE g HOtE = U= ICH F2|=0| Training
Library OvA
- 4719 W70 QER] ASZAI(E2), GCPY(EG), 222(03) S0l CHSH WSAIZE TG JUOH,
74240 &ZE|H "Training Library Off 7+ 61"

> ICH 324
o ICH TE7IPIHSIE 0IZH 22fF =A==t 7[0{et TE7L 1280A ICH S22 ¢

> MedDRA?

o 2OIE JHL-AUY-Si7HBAE HIl S 2Igt 102t 7 802 Xl 5t=0{("19.9.15. HiZE) 3t 1874=
QIO{Z MH|AGIY UOM, 13470= 8 2000 7§ 7|=HUAM ARSI JUS
- 224 57| MedDRAS| J2IA0), BRISO] Hiolg URSO, OfR0] B Halsin S

1) GCP (Good Clinical Practice, QUAAISRZ|7|F)

2) MedDRA (Medical Dictionary for Regulatory Activities, =HEZ2|AZR0)

1. Press Release: ICH Assembly Meeting, Incheon, Republic of Korea, November 2022, ICH, 2022.11.22.
2. 2022 o18t7| ICH FH7I1E3|, or=0lM 85X 1%, AS9FE0HN, 2022.11.24.
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https://www.ich.org/pressrelease/press-release-ich-assembly-meeting-incheon-republic-korea-november-2022
https://ich.org/page/training-library
https://ich.org/page/training-library
https://www.ich.org/pressrelease/press-release-ich-assembly-meeting-incheon-republic-korea-november-2022
https://www.mfds.go.kr/brd/m_99/view.do?seq=46834&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
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Eywng_rﬁ-sa(DG SANTE) ﬂé

o 221 92 PIC/Se |EUE TYAYSIEC))Q HAMEOMEIA(DG SANTEY)E M= =3
&247| 2 (associated partner)2 MHgt

- PIC/S?t DG SANTE= 33 271 & S29| i ¢Hs ESsit= 332 SHE 3Rt UASS

QlMoll B el =Z0MIM o] I3t BFRFES M= Y
- HE2 A8 W SE8 AAB0 Pt HE-FEH 3 RSU27IE(GMDPY) EE} 0y Exiof 2ot
AOR 0|8 7tsgt X2(resource)= Z|tet &8st &#52 5= TloH| #lal 01F0H

e PIC/S?t DG SANTES| MZ2 UXEEH2S =2H &l 7|32 O0|0& Z0|H, PIC/Se| 7|& £t
S1217|2HEMAY, EDQM®, UNICEF®, WOAH?, WHO® S)1to| &A1t QAKS

|
|

2 H2y RO RAMO M2 YRt B HHT ST PIC/SS EC X EMA Zho| BIZJH HE mlf

r

B MRS A AT BT HHF

1) EC (European Commission, R&C1gH XaiQ|2i5))

2) DG SANTE (Directorate—General for Health and Food Safety) : QE¢IgH ZIgiQRs| Aot HZAAZOMES
3) GMDP (Good Manufacturing and Distribution Practice, 2|%Z XX -Z

4) EMA (European Medicines Agency, S&QIQFZ3)

5) EDQM (European Directorate for the Quality of Medicines & HealthCare, Q& QIUZEZIQ|I3)

6) UNICEF (United Nations International Children's Emergency Fund, SL|AIZ)

7) WOAH (World Organisation for Animal Health, MAISSE747|7)

8) WHO (World Health Organization, MAEZ47|7)

1. The European Commission (DG SANTE) becomes a new PIC/S Associated Partner Organisation, PIC/S,
2022.09.29.

2. Co-operation agreement between the directorate general for health and food safety (DG SANTE) and the
pharmaceutical inspection co-operation scheme (PIC/S), EC-PIC/S, 2022.07.19.

3. Working Arrangement between DG SANTE/EMA and PIC/S for the exchange of non—public information on
medicinal products, EC-EMA-PIC/S, 2022.08.12.
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https://picscheme.org/en/news/the-european-commission-(dg-sante)-becomes-a-new-pics-associated-partner-organisation
https://picscheme.org/en/news/the-european-commission-(dg-sante)-becomes-a-new-pics-associated-partner-organisation
https://health.ec.europa.eu/system/files/2022-09/international_pics_cooperation-arr_en.pdf
https://www.ema.europa.eu/en/documents/other/working-arrangement-between-dg-sante/ema-pic/s-exchange-non-public-information-medicinal-products_en.pdf
https://picscheme.org/en/news/the-european-commission-(dg-sante)-becomes-a-new-pics-associated-partner-organisation
https://picscheme.org/en/news/the-european-commission-(dg-sante)-becomes-a-new-pics-associated-partner-organisation
https://health.ec.europa.eu/system/files/2022-09/international_pics_cooperation-arr_en.pdf
https://health.ec.europa.eu/system/files/2022-09/international_pics_cooperation-arr_en.pdf
https://www.ema.europa.eu/en/documents/other/working-arrangement-between-dg-sante/ema-pic/s-exchange-non-public-information-medicinal-products_en.pdf
https://www.ema.europa.eu/en/documents/other/working-arrangement-between-dg-sante/ema-pic/s-exchange-non-public-information-medicinal-products_en.pdf
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EX: 2023-2027 Strategic Plan, PIC/S, 2022.09.28.

1) PIC (Pharmaceutical Inspection Convention, 2|2F=AIA[ECH
2) PIA (PIC/S’ Inspectorates Academy, PIC/S GMP ZARZ =X| Of7G|0])

1. PIC/S B50th Anniversary, PIC/S, 2022.10.14.
2. 2023-2027 Strategic Plan, PIC/S, 2022.09.28.
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224 118, EU-PIC/S GMP 25 11: "AFESt A[AR J1E Concept
Paper 371

e PIC/S2t R EMA= 20114 MEEl GMPY 70| 24M 11 “AEES}H A|AE(Computerised systems)’
JH™ES 2|8t concept paper "Concept Paper on the revision of Annex 11 of the guidelines on

Good Manufacturing Practice for medicinal products — Computerised Systems (22.9.19.)&
SMotd B 27AE3|('22.11.16.~23.1.16.)& A&t
- 9742 EMA MAIZ AMESI0f EMA(ADM-GMDP@ema.europa.eu)2 HMZ5H0F &

e Concept paper= £&A 11 1™ gt 2H(E 337HE MAIE
- o B4 112 s 710|HA WO TR0 Q= Yo eiME S26 X
25HH, GMPOIM BH O ZQ6HX YCLt Sid X|ZIOA QFdte JUX| 42 F
J|&0| MRS HIYEH XA JHR0| QS
- 7tSSt 32 AAAOIA O[0] AlRYSt AL S A X[ROIAM B AKX 25t A GMP HE0|
AEIE AI/ML? 212|E 3IS3t=2 7I0|=2t0l8 ™St oY

[R0] SEM 110 HRES AAH JHE 2ot

 (2021.10.) Concept paper =t Z=H
* (2022.10.) EMA GMP/GDP IWGO| 2|5t concept paper
¢ (2022.10.~2022.12.) Concept paper =90 CHSH 2747t
* (2023.03.~) EMA GMP/GDP IWG & PIC/S {I¥3| =0t
* (2024.12.~2025.03.) =9t 7I0|=2tQl &H 2 374&7te| ©
* (2025.03.) =9t 7I0|=2Q1 o7+ Ot
* (2026.03.) EMA GMP/GDP IWGO]| 2|5t xHEH
* (2026.06.) REAT SSHQ| 7t0|=2tQ1 L7t
* (2026.09.) PIC/S GMDP X3} o2|¢|&3| RHEH
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Z£X: Concept Paper on the revision of Annex 11 of the guidelines on Good Manufacturing Practice
for_ medicinal products - Computerised Systems, EMA-PIC/S, 2022.09.19.

1) GMP (Good Manufacturing Practice, 2I2F= Hx L SZZ|7|E)
2) Al/ML (Artificial Intelligence/Machine Learning, Ql&Xls/HA2Y)

1. Concept Paper on the revision of EU-PIC/S GMP Annex 11 (Computerised Systems), PIC/S, 2022.11.17.
2. Concept Paper on the revision of Annex 11 of the guidelines on Good Manufacturing Practice for medicinal
products — Computerised Systems, EMA-PIC/S, 2022.09.19.
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(¥3) 224 72 29 ZAX 2 HEXAQ| o™ FX| Y HE|XRX| UOHof| Chol Loty 78 30YRH
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- ES0|FE UBA=ZREHe S HAGHK] HOH, H=0|5E &kt S| S| oM =S
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- (BHIZAD) HF7|2 Qlof XL MY A0 2S0|1FE ZBXAAL MEAAH A0| gF HHE
AQ, SHIA TS ZeXie] 29 BN UHUBRE 21Y MPEH 1 0%, YEX F2 A5
HEY=ERH 21Y 27HK2 o, QO 2} o=7|2 S0 ZE XIS = Ot 22 HSEXIE
30k BF: (1) SHY ST TOH Qaf SMKKIH EOIEl SR EXoHs A, Y BHXtQ| Atgt B0l
(2) ol i N Rl LAXHE S5 M2 B2, 35 X, (3) oy e LN F2H LMXH It
S =50 DAER B2, 2l &Al
1) PHE (Public Health Emergency, &&&71 HIAALEY)
=x 3 FiIFE
1. HHEE YAOE (FS0IFEOIE?)
2. WHO Director-General declares the ongoing monkeypox outbreak a Public Health Emergency of International
Concern, WHO, 2022.07.23.
3. WHO Director-General's statement at the press conference following IHR Emergency Committee regarding the
multi—country outbreak of monkeypox — 23 July 2022, WHO, 2022.07.23.
4. Biden—Harris Administration Bolsters Monkeypox Response; HHS Secretary Becerra Declares Public Health
Emergency, HHS, 2022.08.04.
5. Factsheet for health professionals on monkeypox, ECDC, 2022.10.25.
6. AHIZHITHHIVENBERESR T A RMIFBE DI OWT (YE0AM RAS0|FEE 2K} SO 2745 ZHEo| 266t

CHSOl CHah), MHLW, 2022.07.29.
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https://www.ecdc.europa.eu/en/all-topics-z/monkeypox/factsheet-health-professionals
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SH=2HI0| R olE R S| At HEEl (jepark@kobia.kn)O 2 HMEX| 22| HEELICY,

0j2 FDA

EX: OYZE(US Code), @md(eCFR), ®XIZI(FDA)

> HIO|R2okE itt
e Guidance for Industry: M10 Bioanalytical Method Validation and Study Sample Analysis (Final),
2022.11.4.

e Guidance for Industry: Cross Labeling Oncology Drugs in Combination Regimens (Final),
2022.11.2.

e Guidance for Industry: S1B(R1) Addendum to S1B Testing for Carcinogenicity of Pharmaceuticals
(Final), 2022.11.2.

e Guidance for Industry: Multiple Endpoints in Clinical Trials (Final), 2022.10.21.

e Guidance for Industry: Acute Myeloid Leukemia: Developing Drugs and Biological Products
for Treatment (Final), 2022.10.17.

e Guidance for Industry: Comparability Protocols for Postapproval Changes to the Chemistry,
Manufacturing, and Controls Information in an NDA, ANDA, or BLA (Final), 2022.10.13.

e Guidance for Industry and Food and Drug Administration Staff: Postmarket Surveillance Under
Section 522 of the Federal Food, Drug, and Cosmetic Act (Final), 2022.10.6.

e Guidance for Industry and Food and Drug Administration Staff: FDA and Industry Actions on
De Novo Classification Requests: Effect on FDA Review Clock and Goals (Final), 2022.10.3.

e Guidance for Industry and Food and Drug Administration Staff: Clinical Decision Support Software
(Final), 2022.9.28.

e Draft Guidance for Industry: Q5A(R2) Viral Safety Evaluation of Biotechnology Products Derived
From Cell Lines of Human or Animal Origin (Draft), 2022.11.10.

e Draft Guidance for Industry: Expanded Access to Investigational Drugs for Treatment Use:
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https://uscode.house.gov/browse.xhtml;jsessionid=C254D143C4AF192DC412F6C7EDF4B5DA
https://www.ecfr.gov/
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sel Hd o Jto|=2tel H|-2HY

Questions and Answers (Draft), 2022.11.1.

e Draft Guidance for Industry: Measuring Growth and Evaluating Pubertal Development in Pediatric
Clinical Trials (Draft), 2022.10.31.

e Draft Guidance for Industry: Tissue Agnostic Drug Development in Oncology (Draft), 2022.10.17.

e Draft Guidance for Industry: Characterizing, Collecting, and Reporting Immune—Mediated

Adverse Reactions in Cancer Immunotherapeutic Clinical Trials (Draft), 2022.10.17.

e (Proposed Rule) Protection of Human Subjects and Institutional Review Boards (Draft), 2022.9.28.
(Pp6OIA] ZtMEH LE 2121

e (Proposed Rule) Institutional Review Boards; Cooperative Research (Draft), 2022.9.28. (#p60jA7
A LiE =2F21)

e Draft Guidance for Industry, Sponsors, and IRBs: Ethical Considerations for Clinical Investigations
of Medical Products Involving Children (Draft), 2022.9.23. (Bp50)A] AHAEt LIS 2+O1)

> HHHI0|22|2%E
e Guidance for Industry: Studying Multiple Versions of a Cellular or Gene Therapy Product in
an Early-Phase Clinical Trial (Final), 2022.11.4.

e Guidance for Industry: Regulation of Human Cells, Tissues, and Cellular and Tissue—Based
Products (HCT/Ps) — Small Entity Compliance Guide (Final), 2022.11.1.

e Guidance for Industry: Human Gene Therapy for Neurodegenerative Diseases (Final), 2022.10.21.

#8 EC-EMA

EX: OHB(EUR-Lex), @XIE(EMA)

> HIO|R2okE. it
e European Medicines Agency pre—authorisation procedural advice for users of the centralised
procedure (Final), 2022.11.4.

e European Medicines Agency post—authorisation procedural advice for users of the centralised
procedure (Final), 2022.11.4.

e Anonymisation of Protected Personal Data and assessment of Commercially Confidential
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Information during the preparation of RMPs (main body and annexes 4 and 6) (Final), 2022.10.18.

e European Medicines Agency Guidance for Applicants seeking scientific advice and protocol
assistance (Final), 2022.10.14.

e Procedural advice for orphan medicinal product designation (Final), 2022.10.13.

e Reflection paper on the use of interactive response technologies (interactive voice/web response
systems) in clinical trials, with particular emphasis on the handling of expiry dates (Final),
2022.10.5.

e IRIS guide for Parallel Distribution applicants (Final), 2022.9.30.
e Guidance on parallel EMA/EUnetHTA 21 Joint Scientific Consultation (Final), 2022.9.28.

e Checking process of mock-ups and specimens of outer/immediate labelling and package leaflets

of human medicinal products in the centralised procedure (Final), 2022.9.27.

e ICH guideline E19 on a selective approach to safety data collection in specific late—stage

pre—approval or postapproval clinical trials (Final), 2022.9.27.

e ICH guideline S1B(R1) on testing for carcinogenicity of pharmaceuticals (Step 5) (Final),
2022.9.16.

e Reflection paper on criteria to be considered for the evaluation of new active substance (NAS)

status of biological substances (Draft), 2022.11.10.

e ICH Guideline Q5A(R2) on viral safety evaluation of biotechnology products derived from cell
lines of human or animal origin (Step 2b) (Draft), 2022.10.10.

e Data Quality Framework for EU medicines regulation (Draft), 2022.9.30.

e Concept Paper on the revision of Annex 11 of the guidelines on Good Manufacturing Practice
for medicinal products — Computerised Systems (Draft), 2022.9.19. (»p270JA] XAt LI =2F2))

e Good Practice Guide for the use of the Metadata Catalogue of Real-World Data Sources (V
1.0) (Draft), 2022.9.1.

> HU0|22F

e Committee for Advanced Therapies (CAT): Rules of Procedure (Final), 2022.10.6.
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> HIO|R2|9FF kit

e European Commission (EC) Decision Reliance Procedure (Final), 2022.10.24. (#p180)A1 ket
Lfg =212l

e Medicines: register to manufacture, import or distribute active substances (Final), 2022.10.19.
e Medicines: register as a broker (Final), 2022.10.19.

e Apply for manufacturer or wholesaler of medicines licences (Final), 2022.10.13.

e Medicines: apply for a parallel import licence (Final), 2022.10.13.

e Guidance for formulating responses to GCP inspection findings (Final), 2022.9.27.

> HIO| A |22y |HIE]
e Guidance on the licensing of biosimilar products (Final), 2022.11.7. (B 790JA] ZtAEF LI 2F2)

2= MHLW-PMDA

EX: OHEZMHLW), @XEMHLW, PMDAEAL & +4&, 517H4AL)

> HI0|QoJorZ: ol

o FHBENF LT A RHIRBBBFIIONT (MEM 59 22101 HS0| Bt #Z SOl th5to)
(Final), 2022.11.11.

o NHINITHAARRREERBEESEBNIT IBEZTOFEMIOLT,O—EKIEIIONT
("SWHHO! CIFROIRTTISEY 177 MAIBHE AN S 200 TSt LEIWE) (Final), 2022.10.21.

o WE/SYT - 2L BEQHIEIZOVT (22 B2H|01M 71ZQ O 50N (Final), 2022.10.17.

o MEERZOKRBHBEL AREHEBORIT~EERHIBETHEESE(QRANINT (A
B17h A Al MEMO| SO e KR0| 5t HOISE (Q8A)) (Final), 2022.10.17,

oo

A0

e
re

o BUERRSTRERAREBRNEMICIRDEFEIANEIRLZOVT (HZHI F UAA|
ZLALSE 23) (Final), 2022.9.30.
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> HIO|R2|oFF kit

\M:I:

EIR L (QOFES|AMA|E) (Final), 2022.10.24.
)%93?“&7551?’553EE?-,EHHIEE’]’\i(ZOﬂi #£832) (QUE XA IS w0 BSH
ZLIAZOHEZLE TR T1A| (20224 H|8335)) (Final), 2022.10.9.

ERHBEBRTEALG, BT 3mSR MR E TR B ESE(202265378) QUE
O|Z717| 57 42 FXAt K|St SAI0f T5 Z7MAZOoM 512t (20221 HI373) (Final), 2022.8.22.

H

RFAEEMEEELHBEFRRPOAEIERENE) (QIUE 571 AN HAEDT AlGH0] &6t Z
(e|HAHEE x91) (Draft), 2022.11.4.

k=

RGN R ESIENTAESIE N EDREN) (QIUE HIQUAMAIY Z2IAE|7|F OIS |HhH
(o443 x91) (Draft), 2022.10.21.

G R EMIEIGRAZER ARIEES RN TERKENR) (S UE H|UA HIAE/GA|HO| H#3H7|=
K& (974428 x91) (Draft), 2022.9.30.

BT NG R A B ARIE SENERENE) (LA X|SH| QA
X2l (974238 xOh) (Draft), 2022.9.26.

BRARBEENMMEZILB AN EE T EZFESRMNALKEILR) (U8 2 2FF0 £0f H|o|H
QXS fIEH YA UHE X (Yu+EE z92) (Draft), 2022.9.19.
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https://www.nmpa.gov.cn/xxgk/fgwj/index.html
https://www.cde.org.cn/main/news/listpage/3cc45b396497b598341ce3af000490e5

siel HE % oto|=2kQl H|-oHF

2 RURIIZ RIS - S|

o HUMBIABIRIAYIERITR AR SEMN(LRELR) (SUAM-SHASTEH YL+ L LS
25t 71E XIE (QH+EE =0) (Draft), 2022.9.15.

> RUXIXIZH|

o fEEATI R EIER NI AL SRN(KEILR) (A HARY 7|1& XIF (AA+-EE x92)
(Draft), 2022.10.9.

o EFBTMAMIGSRRIGTHRATESENILKELR) (E2Y RVXIK|EH LA™ &7 71 XE
(QA=+EE =0h) (Draft), 2022.10.9.

I7|AEt DRAP

£X: DRAP (Final, Draft)

> Hio|Qo|orz ottt
e Guidance on Remote Virtual Inspection (RVI) for GMP Assessment of overseas manufacturing

facilities for registration of finished Pharmaceutical Drugs and Biologicals (Final), 2022.9.27.

Z2|T FDA Philippines

Z£X{: FDA Philippines (Final, Draft)

> HIO|R2okE. it
e Revised Guidelines on the Unified Licensing Requirements and Procedures of the Food and
Drug Administration Repealing Administrative Order No. 2016-000 (Draft), 2022.10.3.

ICH

EX:ICH (Q, S, E. M)

> HIO|R2OkE Bt p230JA XSt LS 2f21)
e E19 A Selection Approach to Safety Data Collection in Specific Late—stage Pre—Approval or
Post-Approval Clinical Trials (Final), 2022.9.27.
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https://www.fda.gov.ph/drafts-for-comments/
https://ich.org/page/quality-guidelines
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e Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines of Human or Animal
Origin QBA (R2) (Draft), 2022.9.29.

e M11 Guideline on Clinical electronic Structured Harmonised Protocol (CeSHarP) (Draft),
2022.9.27.

PIC/S

X : PIC/S (Publications)

> HIO|R2o|okE tt
e Concept Paper on the revision of Annex 11 of the guidelines on Good Manufacturing Practice
for medicinal products — Computerised Systems (Draft), 2022.9.19. (Bp270)A] ZHEF LIE 2F2))
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[£=] Center for Drug Evaluation (2|2FZZ7MIE])

CDE
www.cde.gov.cn
DRAP [I}7|AEH] Drug Regulatory Authority of Pakistan (It7|AEH QIOFE 7H|H=)
www.dra.gov.pk
EC [R&] European Commission (SECIEH TIQ|3])

ec.europa.eu

[S&] European Directorate for the Quality of Medicines & Healthcare
EDQM (REUAZSELI22])

www.edgm.eu

EMA [S&l] Europe Medicine Agency (RE2U=H)
WWwW.ema.europa.eu/en

[0]=] Food and Drug Administration (0|= AIZ2|A4EH)

FDA www.fda.gov
FDA [Z2|H] Food and Drug Administration Philippines (Z2|T AEQIFEH)
Philippines www.fda.gov.ph

[ZX|7]74] International Council for Harmonisation of Technical Requirements for
ICH Pharmaceuticals for Human Use (ZH|Q|A4E K| X512 23])
www.ich.org

[2=] Ministry of Health, Labour and Welfare (SM-S54)
www.mhlw.go.jp

MHLW

[Z=] Medicines & Healthcare products Regulatory Authority (S/UEHZZ2INEFHIA)
MHRA www.gov.uk/government/organisations/medicines—and—healthcare—products—
regulatory—agency

[==] National Medical Products Administration (Z7IA4EZ=22|=)

NMPA
WWW.Nmpa.gov.cn

PIC/S [Z2HX|7]7] Pharmaceutical Inspection Co-operation Scheme (QIUEAAIASHZT|T)

www. picscheme.org

PMDA [22] Pharmaceuticals and Medical Devices Agency (QAE9Z7|7|S5E71H)
www.pmda.go.jp

TGA [&Z] Therapeutic Goods Administration (HH2IZXIZY)
www.tag.gov.au

WH [01=2] White House (242}H)

www.whitehouse.gov
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