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WMA DECLARATION OF HELSINKI — ETHICAL PRINCIPLES FOR MEDICAL RESEARCH INVOLVING .3

. HUMAN SUBJECTS

CFR 45, PUBLIC WELFARE, PART 46, PROTECTION OF HUMAN, SUBJECTS, July 19, 2018
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Regulation 2017/745 of the European Parliament on Medical Devices

Regulation 2017/746 of the European Parliament on In Vitro Diagnostic Medical Devices
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MDCG 2020-5 Guidance on Clinical Evaluation - Equivalence

MDCG 2020-1 Guidance on clinical evaluation (MDR) / Performance evaluation (IVDR) of medical .10

device software

21 CFR 814 Premarket approval of medical devices .11

21 CFR 820 Quality system Regulation .12

The 510(k) Program: Evaluating Substantial Equivalence in Premarket Notifications [510(k)] - FDA .13

Guidance of July 28, 2014

De Novo Classification Process (Evaluation of Automatic Class Ill Designation) — FDA Guidance of .14

October 30, 2017
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https://www.health.gov.il/UnitsOffice/HD/MTI/Drugs/ClinicalTrials/Pages/CTH.aspx
https://www.health.gov.il/UnitsOffice/HD/MTI/Drugs/ClinicalTrials/Pages/CTH.aspx
https://www.health.gov.il/hozer/DR_144.pdf
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.wma.net/policies-post/wma-declaration-of-helsinki-ethical-principles-for-medical-research-involving-human-subjects/
https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML
https://www.health.gov.il/LegislationLibrary/Briut50.pdf
https://www.health.gov.il/LegislationLibrary/Briut50.pdf
https://www.health.gov.il/LegislationLibrary/Briut51.pdf
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https://www.health.gov.il/LegislationLibrary/Briut51.pdf
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0746&rid=6
https://health.ec.europa.eu/system/files/2020-09/md_mdcg_2020_5_guidance_clinical_evaluation_equivalence_en_0.pdf
https://ec.europa.eu/docsroom/documents/40323?locale=en
https://ec.europa.eu/docsroom/documents/40323?locale=en
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=814
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820
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file:///C:/Users/יעל/Google%20Drive/קורס%20ברגולציה%20ומחקר%20קליני%20במכשור%20רפואי/סיליבוס/13.%09The%20510(k)%20Program:%20Evaluating%20Substantial%20Equivalence%20in%20Premarket%20Notifications%20%5b510(k)%5d%20–%20FDA%20Guidance%20of%20July%2028,%202014
https://www.fda.gov/media/72674/download
https://www.fda.gov/media/72674/download
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