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1) HEFHAI 21 CFR 314.80 - Postmarketing
reporting of adverse drug experiences
https://www.ecfr.gov/current/title-21/chapter-1/
subchapter-D/part-3 14/subpart-B/section-314.
80

2) 42 USC 262 Regulation of biological

products

https://uscode.house.gov/view.xhtml?req=%28
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4)

5)

6)

7)

G.

title%3 A42-+section%3A262+edition%3 Apreli
m%?29

HFRFAH] 21 CFR Part 600 Subpart D --
Reporting of Adverse Experiences
https://www.ecfr.gov/current/title-2 1/chapter-1/
subchapter-F/part-600/subpart-D

Reporting Amount of Listed Drugs and
Biological Products Under Section 510(j)(3) of
the FD&C Act Guidance for Industry (2024)
https://www.fda.gov/media/175933/download
Notifying FDA of Fatalities Related to Blood
Collection or Transfusion Guidance for
Industry (updated 2021)
https://www.fda.gov/media/70676/download
HFLHIAN 21 CFR Chapter 1 Subchapter F —
Biologics
https://www.ecfr.gov/current/title-21/chapter-1/
subchapter-F

Biovigilance responsibilities of sponsors of
biologicals
https://www.tga.gov.au/resources/guidance/bio

vigilance-responsibilities-sponsors-biologicals
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