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Upon review, the CPHS finds that this research is being conducted in accord with its guidelines
and with the methods agreed upon by the principal investigator (PI) and approved by the
Committee. This approval, subject to any listed provisions and contingent upon compliance with
the following stipulations, will expire as noted above:

CHAIRPERSON: F. Gerard Moeller, MD

CHANGES: The PI must receive approval from the CPHS before initiating any changes,
including those required by the sponsor, which would affect human subjects, e.g. changes in
methods or procedures, numbers or kinds of human subjects, or revisions to the informed
consent document or procedures. The addition of co-investigators must also receive approval
from the CPHS. ALL PROTOCOL REVISIONS MUST BE SUBMITTED TO THE SPONSOR OF
THE RESEARCH.
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INFORMED CONSENT: Informed consent must be obtained by the PI or designee(s), using the
format and procedures approved by the CPHS. The Pl is responsible to instruct the designee in
the methods approved by the CPHS for the consent process. The individual obtaining informed
consent must also sign the consent document. Attached is the approved and validated informed
consent form. You must discard all previous informed consent documents being used and
replace them with this stamped validated version. Please note that only copies of the
appropriately dated, stamped approved informed consent form can be used when
obtaining consent.

UNANTICIPATED RISK OR HARM, OR ADVERSE DRUG REACTIONS: The PI will
immediately inform the CPHS of any unanticipated problems involving risks to subjects or others,
of any serious harm to subjects, and of any adverse drug reactions.

RECORDS: The PI will maintain adequate records, including signed consent documents if
required, in a manner which ensures subject confidentiality.



