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Important Patient and Consumer Information About Regenerative Medicine Therapies
Consumers (Biologics)

HAEH :2021/06/03

https://www.fda.gov/vaccines-blood-biologics/consumers-biologics/important-patient-and-consumer

-information-about-regenerative-medicine-therapies
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RREF
FDA Voices

e Advancing the Development of Safe and Effective Regenerative Medicine Products

Warnings and Safety Notifications

* FDA sends warning to companies for offering unapproved umbilical cord blood products
that may put patients at risk

e Public Safety Notification on Exosome Products

e Consumer Alert on Regenerative Medicine Products Including Stem Cells and Exosomes

e FDA Warns About Stem Cell Therapies

FDA Warning Letters
FDA/CBER Untitled Letters

FDA letter to clinics and health care providers offering “stem cell” or related products to treat a
variety of diseases or conditions
Questions and Answers Regarding the End of the Compliance and Enforcement Policy for Certain

Human Cells, Tissues, or Cellular or Tissue-based Products (HCT/Ps)



https://www.fda.gov/news-events/fda-voices/advancing-development-safe-and-effective-regenerative-medicine-products
https://www.fda.gov/news-events/press-announcements/fda-sends-warning-companies-offering-unapproved-umbilical-cord-blood-products-may-put-patients-risk
https://www.fda.gov/news-events/press-announcements/fda-sends-warning-companies-offering-unapproved-umbilical-cord-blood-products-may-put-patients-risk
https://www.fda.gov/vaccines-blood-biologics/safety-availability-biologics/public-safety-notification-exosome-products
https://www.fda.gov/vaccines-blood-biologics/consumers-biologics/consumer-alert-regenerative-medicine-products-including-stem-cells-and-exosomes
https://www.fda.gov/consumers/consumer-updates/fda-warns-about-stem-cell-therapies
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-actions-and-activities/warning-letters
https://www.fda.gov/vaccines-blood-biologics/enforcement-actions-cber/bimoteam-biologicsinternet-surveillanceother
https://www.fda.gov/media/119936/download
https://www.fda.gov/vaccines-blood-biologics/cellular-gene-therapy-products/questions-and-answers-regarding-end-compliance-and-enforcement-policy-certain-human-cells-tissues-or
https://www.fda.gov/vaccines-blood-biologics/cellular-gene-therapy-products/questions-and-answers-regarding-end-compliance-and-enforcement-policy-certain-human-cells-tissues-or

NIHS [E3 S22 Vol.20 No.12 (2022/06/09)

Vol.20(2022) No.12(06/09) R02

[4F> % Lareb]

eCOVID-19 V7 F > BB R (R ILBOFLIT 53038

Decreased milk supply during breastfeeding after COVID-19 vaccination
News

A H :2022/04/07

https://www.lareb.nl/media/yokpyn2a/signals 2022 suppressed-lacation-after-covid-19-vaccination.

pdf
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