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Protocol Title

HAC file#

Patient/Subject Legal Representative Research Enrollment Note

Screening # Study #

The details of this research study were discussed with the patient/subject and/or the legal
representative (parent, guardian, or other) by . Risks/Benefits
and alternatives were explained. Confidentiality issues were discussed. The patient/subject or
the legal representative read the research informed consent document or it was read to them.
Questions were answered. HAC-approved research informed consent document, version

was signed by (relationship: ) and witnessed in
the presence of an HAC approved investigator. A copy of the research informed consent
document was sent to Health Information Management Services (HIMS) for scanning/filing into
the patient/subject’s medical record, the original was filed in the research chart, and a copy was
given to the patient/subject or the patient’s legal representative. No activities specifically related
to the research were started until after the execution of the consent. Once consent was
accomplished, the following research related procedure(s) took place:

The patient/subject will return on at for the next research
study visit.
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