Application: New Principal Investigator Version 31 Aug 07
Goodwyn Institutional Review Board, Ltd.

UPDATE: INVESTIGATOR APPLICATION
New Principal Investigator

1. NEW PRINCIPAL INVESTIGATOR (PI)

Name:
Medical License #: State: Expiration Date:
Sponsor: Protocol #:
2. Does the new Principal Investigator hold a position with another institution (university or ClYes
hospital) that requires review of the investigator’s research by that institution’s IRB? [INo

If yes to the above, documented deferral/waiver of jurisdiction is required from the authorized
individual of the other institution or from the chairman of that institution’s IRB.

3. Does the new Principal Investigator have research experience? LlYes
If yes, please check which applies: [INo
[] PI's research experience is included in his/her CV
L] PI's research experience is described in attached letter of explanation.

4a. Has the proposed new Principal Investigator in this research study been educated in human ClYyes
subject protections? 1 No
If no, please describe how you will develop this awareness for this research study:
(Please refer to Goodwyn IRB’s list of educational resources.)

If yes, please check all education that applies:

] Completion of the CITI Program: Course in the Protections of Human Research Subjects
[] Completion of the National Institutes of Health (NIH) Clinical Center: Clinical Research Training
[] Training/Review of the FDA Information Sheets, GCP Guidelines, and the Belmont Report

4b. Has the proposed new Principal Investigator in this research study been trained in all required [Tve
policies and procedures relating to Protected Health Information (HIPAA)? O] Nos
If no, please explain:

5. Emergency Contact: Are there any changes to the emergency phone number(s) due to the ClYyes
change in Principal Investigator (the number(s) that subjects are to use in case of medical 1 No
guestions or emergency (24 hours per day))? If yes, please describe:

Please note: If so, these numbers must be incorporated into your Informed Consent Document.

Consent Forms: Your consent form will be updated to reflect the new Principal Investigator. If
there are other changes to the consent required, describe the additional changes proposed
for the consent document:

If you need assistance in determining the updates necessary to your informed consent form for this
study, please call Goodwyn IRB at (513) 793-8900.
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6. Does the new Principal Investigator or any co-investigator (or any member of their immediate

If you answered yes to any of the questions above, please provide a detailed explanation.

family):
a. Own or control an equity interest in any drug, device or technology involved in this [lves
research study? [INo
b. Have afinancial interest in any listed source of external support (e.g., the sponsor)? [lves
[INo
c. Function as an advisor, employee, officer, director, or consultant for any listed [Tves
commercial source of external support?
[INo
If yes to any of the above is checked, please provide detailed information (on a separate sheet, if
necessary) to permit the IRB to determine if such involvement should be disclosed to potential
research subjects.
7a. Has the new Principal Investigator ever been charged or sanctioned by any state medical ClYes
board, i.e., has alicense to practice medicine ever been suspended, revoked, or restricted in [INo
any state?
7b. Has the new Principal Investigator ever withdrawn privileges during an investigation? [ IYes
[INo
7c. Has the new Principal Investigator ever had privileges at any hospital suspended, revoked, or [ |Yes
restricted? [INo
7d. Are there any criminal charges or medical board complaints pending against the new [ IYes
Principal Investigator? [ INo
7e. Has the New Principal Investigator ever been suspended from research activities? [JYes
[ INo

8. Acknowledgement and Signature
This Application for approval to enroll human subjects in research conducted at your site requires the
assurances and signatures indicated below.

The signatures below certify that:

The information provided in this application form is correct.

The Principal Investigator and study personnel are aware of, and agree to conduct the research in
accordance with state law, Good Clinical Practices and regulations presented in the Code of Federal

Regulations (CFR) Title 21 Parts 50, 56, 312 and 812 / Title 45 Part 46 and Title 45 Parts160-164 (the

HIPAA Privacy Rule).

The Principal Investigator (PI) will seek and obtain prior written approval from Goodwyn IRB for any

substantive modification in the proposal, including, changes in procedures, co-investigators, etc.

Unexpected or otherwise significant adverse events in the course of this study will be promptly reported to

Goodwyn IRB.
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e The PI or someone under the PI's supervision will orally explain the consent form to all prospective subjects
before obtaining their signature before signing

e Any significant new findings that develop during the course of this study that may affect the risks and
benefits to participation will be reported in writing to Goodwyn IRB and to subjects.

e The research may not be initiated until final written approval from Goodwyn IRB is received.

e This research, once approved, is subject to continuing review and approval by Goodwyn IRB.

e The PI will comply with all Goodwyn IRB requests to report on the status of this study.

e The PI will maintain records of this research according to federal and state regulations and guidelines.

e Appropriate administrative, technical and physical safeguards to protect the privacy of protected health

information are in place.

New Principal Investigator
Submit the Curriculum Vitae (CV) and appropriate license(s) for the Principal Investigator.
Your signature on this form indicates that you will be responsible for ensuring that all investigators at this site fulfill
their responsibilities as Principal or Sub-Investigators as defined in the Code of Federal Regulations, the conditions
listed above as well as any additional responsibilities that may be imposed by Goodwyn Institutional Review Board,
Ltd. (Goodwyn IRB). If these conditions are not met, approval of this research could be suspended.
Your signature also indicates an acknowledgment and agreement that: correspondence and notifications from
Goodwyn IRB may be generated and signed in electronic form; you will receive hard copy (printouts) of such
electronic documents; and any such printouts accurately reflect the electronic original. All such printouts shall be
treated in all ways as originals.
A photostatic or facsimile copy of this document is as valid as the original and shall be conclusive evidence of
execution of the original by the undersigned. The undersigned declare that the response and information provided in
and with this form are true and correct and that no facts have been suppressed or misstated.

Signature of New Principal Investigator

Date:

Printed name of principal investigator (including middle initial and highest earned degree)

Completed application forms should be sent to:
Goodwyn Institutional Review Board, Ltd.
9380 Main Street
Cincinnati, OH 45242
Fax: 513-793-2800 or 513-793-4800
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