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This page lists questions that marketing-authorisation holders (MAHs) may have on renewals
of marketing authorisations, annual renewals of conditional marketing authorisations and

annual re-assessments of marketing authorisations granted in exceptional circumstances.

It provides an overview of the European Medicines Agency's position on issues that are typically
addressed in discussions or meetings with MAHs in the post-authorisation phase. Revised topics are
marked 'New' or 'Rev.' upon publication.

A PDF versions of the entire post-authorisation guidance are available:

https://www.ema.europa.eu/en/human-requlatory/post-authorisation/renewal-annual-re-assessment-marketing-authorisation#renewal-of-
marketing-authorisation-section

10


https://www.ema.europa.eu/en/human-regulatory/post-authorisation/renewal-annual-re-assessment-marketing-authorisation#renewal-of-marketing-authorisation-section
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/renewal-annual-re-assessment-marketing-authorisation#renewal-of-marketing-authorisation-section

Renewal (AR5t 2 58 58 37) fill BE 0D ;A B8 A

E
O

SEEMRIEZ #AI(EC)N0.726/2004561455(1-  Marketing Authorisation(8k55 & 2)I . Conditional Marketing Authorisation (5844 1+ BR 55 &
3) R)ERESSERMEMTHD
Re-evaluation(EFTEET #REI(EC)N0.726/2004% 145 S5FZIZ{THhHRe-evaluation (BFHEE) IL. B & Dgeneral re-evaluation of the benefit-
O B #i) (1-3)(8) risk balance (RR T4 Yk RIN\SU ZAD—RLB M ICESINTIThnb
EH(T5E#
RIARIZEZD #3BI(EC)N0.726/2004 5% 145 —BEFHFINFLHEFARE. IJ7—YaAEDSURICEAT I ELHER (+HLEHRDEEN LK
* SHISERDEFEE (1-3) EERICRBENTULVEVE)PREBTICHY. SOISSFRDEHEENDE, LIREING
)RS E= LMRY . valid for an unlimited period (EHARRIZ B $h) &4 B,
K% FBI(EC)N0.726/2004%1455(1- MAHMEFHBFEZIRELAGVMGE & EZRICKYRFTRRIIENT S
(EHFHEPRHLELY) 3) https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/renewal-and-
annual-re-assessment-marketing-authorisation
Refuse(EHET) FRBI(EC)N0.726/2004%1255(1)  HOFEITMR>TIRESN-BAHMERVEHEZRIIL-BER. BREEINEERDOAE. T2EX
FEMMEEZEVRIET2FITLIELTOVENEBRONSIGE . HITEENLEDET S, F1-. 56
FITH-THFENMREL-BAMECEENTEETHIIGE . HOVIIBHFENMRELZS
~)LA5Package Leaflet(PL. {13 &) $E§452001/83/ECH R A MLVIZHERLL TLVENEHHE
BEHITET S,
—EDEEHATHE EMEA/CHMP/2990/00 BB ICERFGERRDHFMIC OV T—ENEERELITIENARETH D,
Rev.5(3.3-3.4)
MAH D &% FRAI(EC)N0.726/200451655(3)  MAHIE, E26%IZH > THE SN =European Medicines web-portalz FALNTARAE N 4 EE

EMADNSDT—FER

FEHFIRFEEZRD
L3

#8J(EC)N0.726/200456165(3a)

#8(EC)N0.726/2004 5 14-a%
(7)

%g@%®ﬁ§ﬁ€§b~ HAFEBRHIRFTOMPHIMBICEHRIN TV LERLET DEHMN

YRGERRTLYRDINT D REBEGERI I TES LSI2F B8, EMAIX, LWDTH, JRYE
RERTLIMDINSUANKARELTRIFTHACEEZRT T—HDIREEMAHIZERTHIEN
TED, MAHIE, ZDEOBEENHH-HE. TEMDERPLNIZEZLEZITNITESEL,

BIAZQ)DBEABRNMKY ., 14-af(CEIER/ESN-MAR, 1FEFHBEHTHY . EFHAEET
Hhdo

. . . = https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-processing-renewals-centralised-procedure_en-0.pdf
* E R EAER 15 -
MAH (Marketing Authorisation Holder, Eﬁ’“ﬁ"'b‘ﬂyﬁf%) https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02004R0726-20220128

https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/renewal-and-annual-re-assessment-marketing-authorisation



https://www.ema.europa.eu/en
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-processing-renewals-centralised-procedure_en-0.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02004R0726-20220128
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/renewal-and-annual-re-assessment-marketing-authorisation

EC#BIN0.726/20048 145 (1-3),(8)14&al=&E D <
Renewal (ERFEAZREH) HEX5r T a1—IL

*FISNAR R TORFTRZE., FHMAZRFTERRE. EEORFTERBADERLEL DI T—ANRHD E%ﬁ%m
HERFTAZE A

Full Marketing Authorisation
54 ]
Bl5t RN T DERSERER

Marketing Authorisation under
exceptional circumstances

W IRFTREE B
Full Marketing Authorization

ISR T DRRFE AR

Marketing Authorisation under
exceptional circumstances

BRUIRES

(valid for an unlimited period)

I PR A 20

(valid for an
unlimited period)

54F

BERFGRBAZIT LSS
*BITHRRND EERFEAIEAI
ERILRT D a—)LIZHiE 3

T ERFTARR

Conditional Marketing Authorisation

RARAZ

BEERFERZEICBITILIES

SEZDEEBRIE. ECORFGERBREN, BEETHOIMAHIZEMEIN-ATH S,
(RFERDBO—EELDHEICANMD ALY

EHFREE. RERZOFNHBRISUIN S9N ARIETICHRET S &,

*HEEN., BEFRFELTRELAVGES. RERBIERZICLYERDT S,

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02004R0726-20220128&qid=1694752939904

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf 12
https://www.ema.europa.eu/en/documents/other/conditional-marketing-authorisation-how-early-access-medicines-has-helped-patients-2006-2016_en.pdf

https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/conditional-marketing-authorisation



https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02004R0726-20220128&qid=1694752939904
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
https://www.ema.europa.eu/en/documents/other/conditional-marketing-authorisation-how-early-access-medicines-has-helped-patients-2006-2016_en.pdf
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/conditional-marketing-authorisation

— — — S e, — — = g/—
FHAERFTERZORAERTEREBADEIT
20064 H 52016 FE DEMAIZ K A 10FFREL Y
“Conditional marketing authorisation Report on ten years of .
experience at the European Medicines Agency” Votubia
Wotrient
4 5 Vectibix 7.12
1 E 0D 2 75 (Specific Obligations, SOB) %5 T
L. BEDORFTERZENFONIZEHRZIZONT, Tyverb 6.69
AN T&EFE] TH-o-HIME Sutent
(Thabhs PUEBZ] FTOHRM) .
Eﬁﬂi;ﬁ\ 57&?&@%?501’: Prezista
Isentress
S EFRERBIMEE SN TH DA neience
ﬁo),ﬂﬁ%ﬁ t.\' *5 T%ifﬂ)ﬁ;ﬁﬁ Diacomit 7.01
(BfL - . BT LSBT ERFEA
Eﬁj_&f) (N=11) Cayston
Arzerra o
EI.;ZID Z,IEID 4.II]CI 6.00 .00

CHMPIX., BFRESNLZITRTDT—%
EREL. FAMERTEARBDSOLGLHIE | -
z_ﬁs FILBEDRFTEAZADBITERE

Do

-
1
.

EERFEARRICHEIT
- "ﬁ—ﬁ%ﬂﬁmﬁ
B0 TRE)
& X 92 B (commercial reasons)
[CKYBRFERDBZRTITF

o EUROPEAN MEDICINES AGENCY » The cut-off date for data collection is June 2016
SCIENCE MEDICINES HEALTH
https://www.ema.europa.eu/system/files/documents/report/wc500219991_en.pdf 13
https://www.ema.europa.eu/system/files/documents/other/wc500219993_en.pdf

By year I 1 - |

2014

‘o
2015 —

2006
2008 —
2009
2013



https://www.ema.europa.eu/system/files/documents/report/wc500219991_en.pdf
https://www.ema.europa.eu/system/files/documents/other/wc500219993_en.pdf

20215-20244%F Non-renewal{+#

20214 E Non-renewal O#/123#

Procedure 2018 2021 2021

result foreacast result

- Renewal applications 90 107 99 84 123

Renewal#f3f EMA 2021 Annual Activity Reportdk Y (202246 B $4T)https://mww.ema.europa.eu/en/documents/report/annual-activity-report-2021_en.pdf

202245 Non-renewal O0#:/132¢

B Renewal applications 107 123

Renewalt$3{ EMA 2022 Annual Activity Reportdk Y (202356 8 F4T) https://www.ema.europa.eu/en/documents/report/annual-activity-report-2022_en.pdf

2021
result

2022
forecast

2022
result

202345 Non-renewal O#/HEHBRFER (L024F6AERRK)

20244 Non-renewal 8K FERI-H. ERIZ24EDNon-renewal CHMPEIEHE

https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-25-29-january-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-24-27-january-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-22-25-february-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-21-24-february-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-22-25-march-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-21-24-march-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-19-22-april-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-19-22-april-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-17-20-may-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-16-19-may-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-21-24-june-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-20-23-june-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-19-22-july-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-18-21-july-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-written-procedure-16-19-august- https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-written-procedure-16-19-august-2022_en.pdf
2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-12-15-september-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-13-16-september-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-10-13-october-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-11-14-october-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-7-10-november-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-8-11-november-2021_en.pdf https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-12-15-december-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-13-16-december-2021_en.pdf https://ec.europa.eu/health/documents/community-register/2024/20240223161678/anx_161678_en.pdf 14

https://www.ema.europa.eu/en/news/ema-confirms-recommendation-non-renewal-authorisation-multiple- https://ec.europa.eu/health/documents/community-register/2024/20240223161678/dec_161678_en.pdf
myeloma-medicine-blenrep https://www.ema.europa.eu/en/news/ema-confirms-recommendation-non-renewal-authorisation-duchenne-muscular-dystrophy-medicine-translarna



https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-13-16-december-2021_en.pdf
https://www.ema.europa.eu/en/news/ema-confirms-recommendation-non-renewal-authorisation-multiple-myeloma-medicine-blenrep
https://www.ema.europa.eu/en/news/ema-confirms-recommendation-non-renewal-authorisation-multiple-myeloma-medicine-blenrep
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-24-27-january-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-21-24-february-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-21-24-march-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-19-22-april-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-16-19-may-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-20-23-june-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-18-21-july-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-written-procedure-16-19-august-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-12-15-september-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-10-13-october-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-7-10-november-2022_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-12-15-december-2022_en.pdf
https://ec.europa.eu/health/documents/community-register/2024/20240223161678/anx_161678_en.pdf
https://ec.europa.eu/health/documents/community-register/2024/20240223161678/dec_161678_en.pdf
https://www.ema.europa.eu/en/news/ema-confirms-recommendation-non-renewal-authorisation-duchenne-muscular-dystrophy-medicine-translarna

EMBEEDORER. RTERDIY AN =G

ZREBHEDLESRE EXRZEIWNTIT o K&K

202058 H25H SKHATEAEE

120214, 2022FE (I BEE#H

20244%2H 230 S#IREL FHIROERENALNT | lRFTEAZEEYIEL

TaAIUXBIFOANOA T —DREEE 2 @ RAKR
20145 7RA318 SFHHEA&AEE

12015 M 52022F F CHEEH

2023%F 18 MAHKYEHHEEREINOBEBEIRFTAZEANDEERHE

20241 H825H CHMP&XUYNon-renewal&)s (ECikE 2024538 % F %)

]

15



BT 2024£EZH [ZNon-renewal 2% > 71= B|enrep
Blenrep (&b {+Z=MR5EEHRER) 202311211

Scientifc Advisory Group (SAG) "'

DREAMM-3 iRE& TI&BlenrepD A ISHRE SN >T-LDREE
RLED. EFfROXRZHN., thDBEENES GV —HOEEIC
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Non-renewal Non-renewal
20208 gl 202116_ggl 202216
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20174107168 %ﬁf ;ﬂi) EEﬁT f Y 023/8 Y, 0
F—T7IEE My
HERROEH WMERBRORSF %
2023/9/21 2024/2/23
ﬁ'/t:l. é% e Refuse(fﬂ‘F)
(Re-examination)
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KE 3
2020/8/5 RE KD — MAH& Y 202442 A5 S5 *CHMPI&. MAHIZ{R#E & h 1=Re-examination(F L £ 1 —) 28

2023/7/20 BT IF
*DREAMM-3 %5 3tH#RFEAOEE
ERD#ER A FDAD AR AR
\_EICEHLEN T
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https://www.gov.uk/government/public
ations/orphan-registered-medicinal-
\products/orphan—reqister#blenrep

DREAMM-7 % Il #H5XB2 Tl&. Blenrepff AEEN B H/
HAMZRAMEHEREDGFREZAEICHEL., KB
EAFHR R R EHZEERE D Daratumumabff A
D 3 E(ZHE o 1=, FI=Daratumumabft FAEEE Tl
EIEE AP RIEN 134 H ATH=DIZH L.
Blenrepfit B A CIIEIEEAFHRM P REN

6.6 n ALY, RBETELITETDY XU H59%
WALz, oI, 2EFHAMICE L THBlenrepfitA
FRICHEFGERKRNICERDH DEMERDED 5.
ET= R HV43% A L=,

LV T. DREAMM-3 study®#& R Z B &Ffi L 7=, DREAMM-3
studyld. BlenrepZR< ) KY 4 F+HERAETIHAZ YU E
EELE3DTHSD, ZDstudyTlE. Pomalidomide +
Dexamethasone(FRY ) K4 F+TXFH A2y ) EHRESH
BELLELT, Blenrepz 5 an=E2&N. WKL BLT
BELGLKREETHEEFRDONEMNOT=,

Z O Progression-free survival(E1E E A FHAR) D #ERE
BlenrepDHEI A ZRHEDEHETH 1. FERIE. T—42 (&
AKEEZDAR T4y FEERT LD TIEBLELER/RDIT.
%mu@i%ﬁ% bt:#ll\J: OEJJ'H:L/T:O

https://www.ema.europa.eu/en/news/ema-confirms-recommendation-non-renewal-authorisation-multiple-myeloma-medicine-blenrep

https://www.gsk.com/en-gb/media/press-releases/dreamm-7-phase-iii-trial-shows-pfs-improvement-and-strong-os-trend-for-blenrep-combo-versus-soc-combo-in-multiple-myeloma/

https://ec.europa.eu/health/documents/community-register/2024/20240223161678/anx_161678_en.pdf

https://ec.europa.eu/health/documents/community-register/2024/20240223161678/dec_161678_en.pdf

https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-24-26-april-2023_en.pdf

https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-19-22-june-2023_en.pdf

16



https://www.ema.europa.eu/en/news/ema-confirms-recommendation-non-renewal-authorisation-multiple-myeloma-medicine-blenrep
https://www.gsk.com/en-gb/media/press-releases/dreamm-7-phase-iii-trial-shows-pfs-improvement-and-strong-os-trend-for-blenrep-combo-versus-soc-combo-in-multiple-myeloma/
https://ec.europa.eu/health/documents/community-register/2024/20240223161678/anx_161678_en.pdf
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https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-24-26-april-2023_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-chmp-meeting-19-22-june-2023_en.pdf
https://www.gov.uk/government/publications/orphan-registered-medicinal-products/orphan-register#blenrep
https://www.gov.uk/government/publications/orphan-registered-medicinal-products/orphan-register#blenrep
https://www.gov.uk/government/publications/orphan-registered-medicinal-products/orphan-register#blenrep
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Hydroxyethyl starch& B #ii& BHXER2 A LSA >

https://www.bfarm.de/SharedDocs/Risikoinformati

https://www.ema.Europa.eu/en/doc

onen/Pharmakovigilanz/EN/RHB/2023/rhb- uments/minutes/minutes-prac- \
hes.pdf?__blob=publicationFile PRAC meeting-23-26-october- Kaqw m— )b—? 7 I
https://urpl.gov.pl/pl/roztwory-hydroksyetyloskrobi- 2023_en.pdf Ti=ta
P - TOEAGETOT —ZvF
hes-do-infuzji-dodatkowe-nowe-%C5%9Brodki- EZEREANE = -
> P— - = | 2 LDEE T’JtX%Ufﬁﬂ
maj%C4%85ce-na-celu-zminimalizowanie FAEDLE 2022%2H118 SAShEBREIS | TO55 LD
Report on Comunicare directa catre profesionistii din ( PRACEI& DHER. BESHE | =i
pharmacovigila domeniul sanatatii privind HES.pdf (anm.ro) EMA fFlF5hTNBHHE
nce tasks(EMA)  https:/urpl.gov.pl/sites/default/files/DHPC%20HES ORBIHS & | j\LH1y— T—
https:/mww.ema.eu _22.11.2023.pdf 20224E2H23H ﬂ}i;f-é'-.ﬂ:ﬁ?ﬁo):ii
ropa.eu/en/docume CMDh R fi# EMA HES# & "E:F Cf:bf “MAHfJ“
ts/regort/r(_eg_ort— ] : : ) :):—.L\fJ\Bd)'I‘ﬁﬁﬁ N TOL %S
harmacovigilance-| A rticle31 Article107i EERFEABERAEOIREE
tasks-eu-member- 20224E5H24H (20234 1R26H " —
states-and- Referral® = = = fiFA—)L) ADE DB SR
european- Referral® N ECARFEREFILE ﬁﬁﬁf*ﬂ::&ﬂgﬁ
medicines-agency- 20124 11A29B %A 20174107 26 A Blts 20234108 JCIF -
ema-2019- Article107i 201857 H 178 2022424110 PRAC =BEATORTE
wy 2022 en.pdf | 2013412H19H = )R RIMESE Summary of )
- Referral@® 25 BIMEE )R &IMEEK 2 .
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https://www.govinfo.gov/content/pkg/FR-2021-12-09/pdf/2021-26648.pdf
https://www.govinfo.gov/content/pkg/FR-2021-12-09/pdf/2021-26648.pdf
https://www.govinfo.gov/content/pkg/FR-2021-12-09/pdf/2021-26648.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.ema.europa.eu/en/documents/report/report-pharmacovigilance-tasks-eu-member-states-and-european-medicines-agency-ema-2019-2022_en.pdf
https://www.pmda.go.jp/drugs_reexam/2023/P20230511001/671147000_22500AMX00876_A100_1.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5359805/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5359805/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5359805/
https://www.mhlw.go.jp/content/11120000/001030645.pdf
https://www.mhlw.go.jp/content/11120000/001030645.pdf
https://www.mhlw.go.jp/content/11120000/001030645.pdf
https://www.fda.gov/media/72764/download
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/EN/RHB/2023/rhb-hes.pdf?__blob=publicationFile
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/EN/RHB/2023/rhb-hes.pdf?__blob=publicationFile
https://www.bfarm.de/SharedDocs/Risikoinformationen/Pharmakovigilanz/EN/RHB/2023/rhb-hes.pdf?__blob=publicationFile
https://urpl.gov.pl/pl/roztwory-hydroksyetyloskrobi-hes-do-infuzji-dodatkowe-nowe-%C5%9Brodki-maj%C4%85ce-na-celu-zminimalizowanie
https://urpl.gov.pl/pl/roztwory-hydroksyetyloskrobi-hes-do-infuzji-dodatkowe-nowe-%C5%9Brodki-maj%C4%85ce-na-celu-zminimalizowanie
https://urpl.gov.pl/pl/roztwory-hydroksyetyloskrobi-hes-do-infuzji-dodatkowe-nowe-%C5%9Brodki-maj%C4%85ce-na-celu-zminimalizowanie
https://www.anm.ro/_/COMUNICARI%20DIRECTE/Comunicare%20directa%20catre%20profesionistii%20din%20domeniul%20sanatatii%20privind%20HES.pdf
https://urpl.gov.pl/sites/default/files/DHPC%20HES_22.11.2023.pdf
https://urpl.gov.pl/sites/default/files/DHPC%20HES_22.11.2023.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-prac-meeting-23-26-october-2023_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-prac-meeting-23-26-october-2023_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-prac-meeting-23-26-october-2023_en.pdf
https://www.ema.europa.eu/en/documents/minutes/minutes-prac-meeting-23-26-october-2023_en.pdf
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FDAD KB ERE R DR L VST S

« COERODY A+, mHRZ ARG ZEH (R R EMHRE . KR EDZFDM
DHEEEE) RUAZEEERICITO/EE GRREEE—HZLTE. PMR/PMC,
REMS. HftXZE%ETE) (ZRA9 AMAH (BLEREIREE) [ ITODE T4 2#
RUOERRAITHAFT O AESEIZLT-,

« EHFHEAI21ZF (21 cFR)DEMAEZE HIZEH T 5518 (Parts 300-499)
DHEMNSEETSHEHFIEFFEL -

« FDALLSL D FI{A (PhRMA. DIA %) DA BRSNS IHFEHRE ST,

c BRIEEMDZEERIEIZET SEH (FOANEL-HEEZS) Hh o> T
AREODBEE -BEMICHEIATIIFENAE D LSTITHhNT=D (4
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*CDER Center for Drug Evaluation and Research (FDA)
*PhRMA Pharmaceutical Research and Manufacturers of America
*DIA Drug Information Association
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KEDEXEGRLEMER (TJ7—vaEDIVR) VAT LA -
Postmarket Drug and Biologic Safety Evaluations ™
R R EE RETEEET ® BRDERFERAELBNIERALTHBA,

(R SR R = 1) B - SHEILFDAL T

« FDATEEIZKY. 200759 B 27 H LA IZNDA (New Drug
Applications : HTE &R R 5 )&UBLA(BioIogiC License
Applications: E%%ﬁﬂﬁw m) DERRBEZITEEESNIFR

%nnb\ﬁmm'fﬁl J"_< ﬁx( 1%%3*’4711&
- FAREBETIEBESNGI EH-TEEGEETER
- BRATHINBELVBRERNZVEIEA
- FLEEEHORE
MELC TV ZT B,
- EEROAZERISHA. FIEFEAEN LA ANITELFRD
W NHEWNE TERE

« 2017F9RETTET ., BHIX. iOEREEEETHET L. VY—ADNEMITE
HAEn T, #DEREAEERDESIIFTMEBDORETHIEREBTIRANE
LDOEBER-ET ZIMEICRITS. F <FDAAA(FDAE&$,£) 2007 Section 915>

and-biologic-safety-evaluatio

https://www.fda.gov/drugs/surveillance/postmarket-dru



https://www.fda.gov/drugs/surveillance/postmarket-drug-and-biologic-safety-evaluations

Postmarketing Requirements (PMR TR ZEFHEIR)
Postmarketing Commitments (PMC MTARBIAZSVFAVIRE)

PMREUPMCLEERAER (X, EERFITEYEMNEFINFDAIZE > TIRFRZEIN-RIZITHOND, BRAIESORHELBHDT. FDAIXEED
MAHIZXL ., TERE AR CERABRDEREER T B ENTES, FDARFEE(2007F) Tl #FFDAICEERICEET S Al EEE D HHE KL
A% T B1-HIZ. MAHIZX L TPMREBRIREAER D EEFE R T 5HEREE5EZ TS,

https://www.fda.gov/drugs/postmarket-requirements-and-commitments/postmarketing-requirements-and-commitments-reports
PMC

HEENKEBRICERT S5 EICXETRET SHRFIZIEBE
BEBOCETHAIMN, ERFELEFRAUICEIYBEMNITOATINS
HDTIEELY,

PMR

HEENERBRICERIT I LE. ZRELEFRAICEK
YER SIS Study(BAR)E =% BEEREAER(Clinical trial)
D_ETHS,

PMR, PMCEI:EDEELFR—b,
HAZRGE

The Food and Drug Administration Report on
the Performance of Drugs and Biologics Firms
in Conducting Postmarketing Requirements
and Commitments Fiscal Year 2021
https://www.fda.gov/media/165114/download

Guidance for Industry, Postmarketing Studies
and Clinical Trials — Implementation of
Section 505(0)(3) of the Federal Food, Drug,
and Cosmetic Act,2011
https://www.fda.gov/media/131980/download

Postmarketing Studies and Clinical Trials—
Implementation of Section 505(0)(3) of the
Federal Food, Drug, and Cosmetic Act,
Guidance for Industry 2019 (Draft)
https://www.fda.gov/media/148646/download

PDUFA REAUTHORIZATION
PERFORMANCE GOALS AND
PROCEDURES FISCAL YEARS

2023 THROUGH 2027
https://www.fda.gov/media/151712/download

FLEARE

PMREPMCERAFIL, EERICEET IBRHMDERLIRVETET 52 L TOEERFRAL TS, A
X TFederal Food, Drug, and Cosmetic Act(FD&C;%) 55506B&EICE DK ERKEEFHER-L. FDARN
EBDOPMR/PMCT—32R—ZRADT—2DNEMNZIRE. BFEEFIIHTIEHRBREERHLTHRTLVD,
PMCZET ., TilREMRICEAT AMAHANDRFIZEHZFHBL . FD&CEMNERT HPMR/PMCHEH 2R
THMAHDEFRRERET SFDAD K EIZERAT B,

FUTAURR A OVA—RARELE T —AN—R (IO F YT LICEHFIN . REEDRTRRERIIEE
BH NS, CDT—EAR—RIEETOPMR/IPMCOY T yhE&EH. OpenEfzIXBELIFELIANIZCloseL
F-hEREAREEERARDAF REEL TS,

ARBEINEZOAZERVEMFEHRFIOTIRERR R UVERKRREREFDAICRHE (T (1 51ERE 5 2 H5FD&C

EEE505%&(0)B)DEIEICDODVTHERLI-EDTH D, COXEL. MAHAFDAIZE RSN STREAER
VEERRERICBET 218 HZE. T TETORY 21— IILEEOTIREL TS, F505%(0)(3) Ik YEFET 1+
SN=THRERAERVERRBEOEREETTHENEEEFRIAL TS, FDAREX2007H i =(2
R TR 1 & TERERERER | D X Al . FDATREENBALIEREEHEJRFAL TS,

2HBLRLERE. EXICTERLTLSA ., COHAH 2 XTIXFAERS(FDA Adverse Event Reporting
System)&VAERS(Vaccine Adverse Event Reporting System)D 3 B HEIZ#IZE RLTHY . —HEHIIC
periodic safety reportsl& &N dFHER L TL 5,

F1=. EFE505%(0)(3)DEMEE . MAHDFDAIZIR LA TN IXLESLVVERE ST TREMA TR UERK
HEBROEKAMGEHICERTZATTLS,

PDUFA VIITIX. PMRIZEET 247 01R AR5 Pa— )L, RUEBEEENEASIT=,
ABEOBEEFEOPMROLE2—D=HDHLWVTAOLREZEAL, FTEEINEPMREUVPMCIZDWLNT
MAH&E R EZBEL . SR FE - XBEREBRD T AU 2RIV AN DRT D1 — ILDIRHBEERT
%, F-MAHTEDPMREEKREREEETHHLLITOLROBEIN TSN,


https://www.fda.gov/drugs/postmarket-requirements-and-commitments/postmarketing-requirements-and-commitments-reports
https://www.fda.gov/media/165114/download
https://www.fda.gov/media/131980/download
https://www.fda.gov/media/148646/download
https://www.fda.gov/media/151712/download
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4. BAQBEHESIEIA LTS
FDAD I E DA & |
Drug Efficacy Study Implementation (DESI) iﬁ%i%ﬁfﬁ

FDA’s administrative process to consider the effectiveness of drugs that had been *E = -d—é ?
approved only for safety between 1938 and 1962 is called the drug efficacy study

implementation (DESI).

DESI(Z.
Congress amended the Federal Food, Drug, and Cosmetic Act in 1962 to require that new 1938F ~1962F |2 &ZE
drugs be shown effective, as well as safe, to obtain FDA approval. The amendment MDA ZEEF ML TERESIN
required FDA to evaluate the effectiveness of the drugs the agency had approved only for FEEROEZEERET
safety between 1938, when Congress enacted the FD&C Act requiring new drugs be shown I HITBUESR

safe prior to marketing, and 1962.

1962F IEFH B M- EREM LA ( FD&CIE 1938 ~) HNRIESH
(Kefauver-Harrist{IE) . FDAD A RREFH=DIZIIHFEDOE ML R
FTENEFHF TONTz, COWIET, 1938FE~1962F(CREEDH T
ﬁnruéhf.E%nn®i§ﬂﬁn$1ﬁw%mb\mwbhf_o

> DESIFHmEIFIREIFEAEKLRTLTILS
> FDADFEFRIIERIZIBEH INTLS
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