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Reflection paper on use of real-world data in

noninterventional studies to generate real-world evidence

for
2 © EMA 2025. 04. 03
regulatory purposes
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Clinical investigation of medicinal products in the
3 treatment of depression — Scientific guideline EMA 2025.04. 11
YRYT HVAIRE 25 P PR A Fi 45 rE

Qualification opinion for Artificial Intelligence—Based
Measurement of Non—-alcoholic Steatohepatitis Histology in
Liver Biopsies to Determine Disease Activity in NASH/MASH
4 Clinical Trials EMA 2025. 04. 22
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Clinical investigation of medicinal products in the
5 treatment of epileptic disorders — Scientific guideline EMA 2025. 04. 28
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https://www.ema.europa.eu/en/news/clinical-trials-information-system-designated-who-primary-registry
https://www.ema.europa.eu/en/news/clinical-trials-information-system-designated-who-primary-registry
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/documents/other/reflection-paper-use-real-world-data-non-interventional-studies-generate-real-world-evidence-regulatory-purposes_en.pdf
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-depression-scientific-guideline
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-depression-scientific-guideline
https://www.ema.europa.eu/en/documents/other/qualification-opinion-artificial-intelligence-based-measurement-non-alcoholic-steatohepatitis-histology-liver-biopsies-determine-disease-activity-nash-mash-clinical-trials_en.pdf
https://www.ema.europa.eu/en/documents/other/qualification-opinion-artificial-intelligence-based-measurement-non-alcoholic-steatohepatitis-histology-liver-biopsies-determine-disease-activity-nash-mash-clinical-trials_en.pdf
https://www.ema.europa.eu/en/documents/other/qualification-opinion-artificial-intelligence-based-measurement-non-alcoholic-steatohepatitis-histology-liver-biopsies-determine-disease-activity-nash-mash-clinical-trials_en.pdf
https://www.ema.europa.eu/en/documents/other/qualification-opinion-artificial-intelligence-based-measurement-non-alcoholic-steatohepatitis-histology-liver-biopsies-determine-disease-activity-nash-mash-clinical-trials_en.pdf
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-epileptic-disorders-scientific-guideline
https://www.ema.europa.eu/en/clinical-investigation-medicinal-products-treatment-epileptic-disorders-scientific-guideline
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HHS, FDA to Phase Out Petroleum—Based Synthetic Dyes in
2 Nation’ s Food Supply FDA 2025. 04. 22
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Minimum inhibitory concentration (MIC) breakpoints
3 EMA 2025.04. 14
MIC I 55

Evaluation of medicinal products indicated for treatment
4 of bacterial infections — Scientific guideline EMA 2025.04. 14
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Call for scientific data for the use in HMPC assessment
5 work on Valerianae radix and Passiflorae herba EMA 2025. 04. 15
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https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250422091809133.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250422091809133.html
https://www.ema.europa.eu/en/documents/herbal-call-data/call-scientific-data-use-hmpc-assessment-work-valerianae-radix-passiflorae-herba_en.pdf
https://www.ema.europa.eu/en/documents/herbal-call-data/call-scientific-data-use-hmpc-assessment-work-valerianae-radix-passiflorae-herba_en.pdf
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Template for the qualified person’s (QP) declaration
concerning good manufacturing practice compliance of
active substance manufacture “The QP declaration

1 » . .. . . EMA 2025.04. 11
template” — Scientific guideline
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QRD annotated template v11

2 gt EMA | 2025.04. 14
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https://www.ema.europa.eu/en/template-qualified-persons-qp-declaration-concerning-good-manufacturing-practice-compliance-active-substance-manufacture-qp-declaration-template-scientific-guideline
https://www.ema.europa.eu/en/template-qualified-persons-qp-declaration-concerning-good-manufacturing-practice-compliance-active-substance-manufacture-qp-declaration-template-scientific-guideline
https://www.ema.europa.eu/en/template-qualified-persons-qp-declaration-concerning-good-manufacturing-practice-compliance-active-substance-manufacture-qp-declaration-template-scientific-guideline
https://www.ema.europa.eu/en/template-qualified-persons-qp-declaration-concerning-good-manufacturing-practice-compliance-active-substance-manufacture-qp-declaration-template-scientific-guideline
https://www.ema.europa.eu/en/documents/template-form/quality-review-documents-qrd-annotated-template-v11-draft-public-consultation_en.pdf
https://da.jiangsu.gov.cn/art/2025/4/18/art_84644_11546479.html
https://da.jiangsu.gov.cn/art/2025/4/18/art_84644_11546479.html
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Chapter 3.II: XEVPRM detailed user guidance on the
electronic submission of information on medicinal
products for human use by marketing authorisation holders

3| EMA | 2025.04. 10
%% 3. 11 E: XEVPRM X T EW ¥ A #A A EMA TR AR Z
anfe B EIVRA A PR

A Electronic submission of Article 57(2) data BUA S0%e. 04. 10
O ) TR

Assessment templates and guidance
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CHMP-CAT - D80-210 Overview to final EPAR - Rev 04.25
6 (Revamp) EMA 2025. 04. 14

CHMP X & X BT HIAE ) AP AL AR 5 AR

Template for late submission of ICSRs to EV
7 EMA 2025. 04. 22

IR AR

Adempas - opinion on variation to marketing authorization
8 . o EMA 2025. 04. 25
Adempas—244) I 7 ¥F ] A8 5 i = 0

Ngenla - withdrawal of application for variation to
9 marketing authorization EMA 2025. 04. 25

Ngenla—ff[a] b i vFr] A8 5

Zoonotic Influenza Vaccine Seqirus — opinion on variation
10 to marketing authorisation EMA 2025. 04. 25
H5NS it Jas 1 — b T VR ] A8 o 3 L
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https://da.jiangsu.gov.cn/art/2025/4/7/art_84627_11535368.html
https://da.jiangsu.gov.cn/art/2025/4/7/art_84627_11535368.html
https://www.cde.org.cn/main/news/viewInfoCommon/f5782a039bacc6ad88936f41195afba1
https://www.cde.org.cn/main/news/viewInfoCommon/f5782a039bacc6ad88936f41195afba1
https://www.cde.org.cn/main/news/viewInfoCommon/f5782a039bacc6ad88936f41195afba1
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/chapter-3ii-xevprm-detailed-user-guidance-electronic-submission-information-medicinal-products-human-use-marketing-authorisation-holders-ema_en.pdf
https://www.ema.europa.eu/en/documents/other/electronic-submission-article-572-data-questions-answers_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/assessment-templates-guidance
https://www.ema.europa.eu/en/documents/template-form/template-late-submission-icsrs-ev_en.xlsx
https://www.ema.europa.eu/en/medicines/human/variation/adempas-0
https://www.ema.europa.eu/en/medicines/human/variation/ngenla
https://www.ema.europa.eu/en/medicines/human/variation/ngenla
https://www.ema.europa.eu/en/medicines/human/variation/zoonotic-influenza-vaccine-seqirus
https://www.ema.europa.eu/en/medicines/human/variation/zoonotic-influenza-vaccine-seqirus
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Antimicrobial Sales and Use (ASU) Platform: Release notes

U hggmesneRTs: 24555 EMA | 2025.04.03

BR&GKHR BXEEXTAFEO4ERSATHREEE R
BIiAL (2025455 25 B) NMPA | 2025.04. 21

BEF M7 T 82 0 VITAL LABORATORIES PVT. LTD. Hif3¢
ERIZE AL (2025 £ 43 ) NMPA | 2025. 04. 25
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https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250421161924196.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250421161924196.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250427085513136.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20250427085513136.html
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https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250407163241125.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250407163241125.html
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20250407163241125.html
http://www.cma-cma.org.cn/weiyuanhui12/2025-04-11/6003.html
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1 EXRAGRARRMBNFEERE (2024 ) CDR 2025. 04. 07
QRD Appendix V - Adverse-drug-reaction reporting
2 details EMA 2025. 04. 09
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Business process description for pharmacovigilance
3 EMA 2025. 04. 22
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https://www.cdr-adr.org.cn/center_news/202504/t20250407_51076.html
https://www.ema.europa.eu/en/news-events/whats-new/last-month
https://www.ema.europa.eu/en/news-events/whats-new/last-month
https://www.ema.europa.eu/en/documents/other/business-process-description-pharmacovigilance_en.pdf
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(1110)  Microbial Contamination  Control Strategy
1 Considerations Usp 2025. 04. 02
[PGRVIEE Sl e

(1114) Microbial Contamination Control Strategies for Cell
2 Therapy Products USP 2025. 04. 02
ARBEIRTT 7 b B TS G i S

(1119) Bioburden Monitoring

‘ USP | 2025. 04. 02
R S

Public consultation on revised general chapter 5.1.6.
Alternative methods for control of microbiological quality
4 in Pharmeuropa 37.2 EDQM 2025. 04. 08
Pharmeuropa 37 .2 XTBITEEMET 5.1.6 “HUEY 2
BRITE” BIAFAER S

Revised general chapters for elemental analysis published
5 in Pharmeuropa 37.2 EDQM 2025.04. 14
TCER T HTE T @ T

6 | RTFEUBEERGAHENGREERNAR ChP 2025. 04. 15
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https://online.uspnf.com/uspnf/current-document/2_GUID-C69B9AAB-6360-47ED-BE5E-4426C2C73F16_10101_en-US?source=Activity
https://www.edqm.eu/en/-/public-consultation-on-revised-general-chapter-5.1.6.-alternative-methods-for-control-of-microbiological-quality-in-pharmeuropa-37.2
https://www.edqm.eu/en/-/public-consultation-on-revised-general-chapter-5.1.6.-alternative-methods-for-control-of-microbiological-quality-in-pharmeuropa-37.2
https://www.edqm.eu/en/-/public-consultation-on-revised-general-chapter-5.1.6.-alternative-methods-for-control-of-microbiological-quality-in-pharmeuropa-37.2
https://www.edqm.eu/en/-/revised-general-chapters-for-elemental-analysis-published-in-pharmeuropa-37.2
https://www.edqm.eu/en/-/revised-general-chapters-for-elemental-analysis-published-in-pharmeuropa-37.2
https://www.chp.org.cn/#/business/standardDetail?id=67c171dfbd8cdc3ac2060845
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1 4E1S Next Science LLC FDA 2025. 04. 01
2 854S www. thesafepills. org FDA 2025. 04. 08
3 4543 EpiCare Acquisitions, LLC FDA 2025. 04. 08
4 4E4S Naturista Store LLC FDA 2025. 04. 15
5 %4545 Nubratori, Inc. dba Nubratori Rx FDA 2025. 04. 15
6 Beib {5 PMS4PMS, LLC FDA 2025. 04. 15
7 Beibf5 ICU Medical FDA 2025. 04. 22
8 %454 Noah Medical Corporation FDA 2025. 04. 22
9 454 Livestock Nutrition Center FDA 2025. 04. 22
10 4545 hoosierecig. com FDA 2025. 04. 22
11 %4543 Dyno Manufacturing, Inc. FDA 2025. 04. 29
12 %4545 BEO Pharma Inc. dba BEO Pharmaceuticals Inc. FDA 2025. 04. 29

% {§ Prodose, Inc. formerly known Spirit
13 &M X ocose ¢ ormerty o as P FDA 2025. 04. 29
Pharmaceuticals LLC

14 #4545 Amazon. com, Inc. FDA 2025. 04. 29
15 #4543 Cosco International, Inc. FDA 2025. 04. 29
16 24843 Empower Clinic Services, LLC dba Empower Pharmacy FDA 2025. 04. 29
17 4545 Holista LLC dba HolistaPet FDA 2025. 04. 29
18 Bibf= Bailey’ s Wellness, LLC dba Bailey’ s CBD FDA 2025. 04. 29

3 2845 House of Alchemy LLC dba CBD Dog Health Hamet & FDA 9095, 04. 29
Love LLC dba MycoDog
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https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/next-science-llc-698114-02212025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/wwwthesafepillsorg-702942-03272025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/epicare-acquisitions-llc-702493-03212025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/naturista-store-llc-701480-03262025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/nubratori-inc-dba-nubratori-rx-700513-01222025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/pms4pms-llc-700180-04072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/icu-medical-702535-04042025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/noah-medical-corporation-702414-04092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/livestock-nutrition-center-698817-04112025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/hoosierecigcom-706692-04112025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/dyno-manufacturing-inc-700785-04092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/beo-pharma-inc-dba-beo-pharmaceuticals-inc-701364-04092025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/prodose-inc-formerly-known-spirit-pharmaceuticals-llc-654751-03282025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/prodose-inc-formerly-known-spirit-pharmaceuticals-llc-654751-03282025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/amazoncom-inc-689355-04172025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/cosco-international-inc-701209-04142025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/empower-clinic-services-llc-dba-empower-pharmacy-700964-04022025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/holista-llc-dba-holistapet-699082-04072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/baileys-wellness-llc-dba-baileys-cbd-701066-04072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/house-alchemy-llc-dba-cbd-dog-health-hamet-love-llc-dba-mycodog-701064-04072025
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/house-alchemy-llc-dba-cbd-dog-health-hamet-love-llc-dba-mycodog-701064-04072025
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https://www.ema.europa.eu/en/tolvaptan-product-specific-bioequivalence-guidance
https://www.cde.org.cn/main/news/viewInfoCommon/4c3f713fda2679707acf975814ccea72
https://www.cde.org.cn/main/news/viewInfoCommon/4c3f713fda2679707acf975814ccea72
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