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STATEMENT OF COMPLIANCE

New England IRB (NEIRB) operates under all applicable federal and state
regulations, including Food and Drug Administration (FDA) and the Office of
Human Research Protection (OHRP) guidance. @ NEIRB abides by the
International Committee on Harmonisation (ICH) Guidelines and Good Clinical
Practice (GCP) guidelines. In compliance with such procedures, laws and
regulations, IRB members do not participate in the review and voting process for
studies in which they participate. NEIRB consists of members of the clinical and
scientific communities, non-scientists, as well as members of the community as
required by Federal regulations to assure a fair and thorough review process.

NEIRB membership duly meets the requirements mandated by Federal
regulation. A roster of NEIRB membership can be obtained via our website,
www.neirb.com, or by contacting NEIRB at 617-243-3924.

The New England Institutional Review Board organization is registered with the
Office for Human Research Protections (OHRP) and the Food and Drug
Administration (FDA) under registration number IORG0000444. NEIRB'’s
individual IRB registration numbers are IRBO0000755 [Thursday Board (formerly
Board A)], and IRB 00005806 [Tuesday Board; (formerly Board C)].

The Privacy Officer at each covered entity is responsible for ensuring that the
Authorization complies with the requirements of the Privacy Rule.
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