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2 CONSIDERATION OF UNCERTAINTY IN MAKING BENEFIT-RISK DETERMNATIONS IN MEDICAL DEVICE PREMARKET APPROVALS, DE NOVO
CLASSIFICATIONS, AND HUMANITARIAN DEVICE EXEMPTIONS; DRAFT GUIDANCE FOR INDUSTRY AND FOOD AND DRUG ADMINISTRATION STAFF;
AVAILABILITY, OFFICE OF THE FEDERAL REGISTER.

& FDAISSUES DRAFT GUIDANCE ON CONSIDERING UNCERTAINTY IN DEVICE SUBMISSIONS.
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https://www.federalregister.gov/documents/2018/09/06/2018-19249/consideration-of-uncertainty-in-making-benefit-risk-determinations-in-medical-device-premarket
http://www.aami.org/newsviews/newsdetail.aspx?ItemNumber=7130
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