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Documentation of Enrollment / Consent Process

Study Name Protocol #

Patient # Patient Initials

____ Records reviewed for inclusion / exclusion criteria

____ Patient / subject was seen by delegation of principal investigator
_ Consents reviewed with subject

____ HIPAA form reviewed with subject

_All questions / concerns were answered / addressed

____ Patient agreed to participate in study

____ Consents signed and dated

HIPAA form signed and dated (if applicable)

Copy of signed consent was given to patient/subject

Above process completed before any procedures for protocol were done

Signature of Person Obtaining Consent Date
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