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. Title 45 of the Code of Federal Regulations, Part46,
45 CFR 46
https://www.hhs.gov/ohrp/regulations—and—policy/
regulations/45-cfr—46/index.html

o Title 21 Code of Federal Regulations Part 312 (21
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https://www.ecfr.gov/current/title-21/chapter-1/s
ubchapter—-D/part—312

o Title 21 Code of Federal Regulations PART 812 —
INVESTIGATIONAL DEVICE EXEMPTIONS (21
CFR 812)
https://www.ecfr.gov/current/title-21/chapter-1/s
ubchapter—H/part-812

e US FDA. Premarket Notification 510(k)
https://www.fda.gov/medical-devices/premarket—s
ubmissions—selecting—and—preparing—correct—subm

ission/premarket—notification—510k

. US FDA. De Novo Classification Request
https://www.fda.gov/medical-devices/premarket—s
ubmissions/de—nhovo—classification-request

. REGULATION (EU) No 536/2014 OF THE
EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014 on clinical trials on medicinal

products for human use
https://eur—lex.europa.eu/legal—content/EN/TXT/
?uri=celex%3A32014R0536

o The rules governing medicinal products in the
European Union. VOLUME 10 - Guidance
documents applying to clinical trials. CLINICAL
TRIALS REGULATION (EU) NO 536/2014. DRAFT
QUESTIONS & ANSWERS. VERSION 4.1
https://ec.europa.eu/health/sites/default/files/file
s/eudralex/vol-10/regulation5362014_ga_en.pdf
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t/uploads/system/uploads/attachment_data/file/9 2oL
49145/Algorithm_Clean_1_pdf
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https://www.gov.uk/guidance/regulating—medical—d L
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