/‘L MaineHealth

Statement of Compliance

MaineHealth IRB is fully accredited by the Association for the Accreditation of Human Research
Protection Programs (AAHRPP), and operates in accordance with applicable laws, regulations,
and guidelines in the United States, including, but not limited to, United States Food and Drug
Administration (FDA) regulations (21 CFR 50 and 56), U.S. Department of Health and Human
Services regulations (45 CFR Part 46), ICH Good Clinical Practice (ICH GCP), the Belmont Report,
World Medical Association Declaration of Helsinki, and Council for International Organizations

of Medical Sciences (CIOMS). MaineHealth IRB is registered with FDA and OHRP and its

Federalwide Assurance (FWA) is approved by OHRP.

e IRB Registration Number: 00000262 Maine Health IRB#1
e IRB Organization (IORG) Number: 0000154
e FWA Number: 00003993

Daniela Radu 03/14/2025

Daniela Radu (Mar 14, 2025 08:06 EDT)
Daniela Radu, L.L.B., M.A., M.S. Date

Director, Research Compliance Office
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Institutional Review Board
Office of Research Compliance

1 Riverfront Plaza, 4" Floor, Westbrook, ME 04092 « 207-661-4474 « Email: hrppIRB@mainehealth.org
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