Investigator Responsibilities Certification


I.
Research investigators should acknowledge and accept their responsibility for protecting the rights and welfare of human research subjects and for complying with all applicable provisions of the University policies dealing with protection of human subjects.  Investigators must read the following documents:

· Federalwide Assurance of Protection of Human Subjects
· The Belmont Report
· The Code of Federal Regulations for the Protection of Human Subjects:
Title 45 CFR Part 46

Title 21 CFR Part 50

Title 21 CFR Part 56

· USF IRB Policies and Procedures.

II.
Research investigators assure that before human subjects are involved in such research, proper consideration will be given to:

a)  the risks to the subjects

b)  the anticipated benefits to the subjects and others

c) the importance of the knowledge that may be reasonably expected to                  

     result

d) the informed consent process to be employed

e) the need for additional safeguards if the human subjects are especially 

vulnerable

III.
Research investigators who intend to involve human research subjects will not make the final determination of exemption from applicable Federal regulations or provisions.  The investigator must submit a request for exemption which will be reviewed by designated representatives of the IRB.  

IV. Research investigators are responsible for obtaining and documenting informed consent in accord with federal regulations (45 CFR Parts 46.116 and .117 and 21 CFR Parts 50.25 and 50.27) and University policies. 

V.
Research investigators will promptly report proposed changes in previously approved human subject research activities to the IRB.  The proposed changes will not be initiated without IRB review and approval, except where necessary to eliminate apparent immediate hazards to the subjects.  
VI. Research investigators are responsible for reporting progress of approved research to the Division of Research Compliance, as often as and in the manner prescribed by the approving IRB on the basis of risks to subjects, but no less than once per year. 

VII. Research investigators will promptly report to the IRB any injuries or other unanticipated problems involving risks to subjects or others. 

VIII. Research investigators who are obligated by the provisions of this Federalwide Assurance (FWA) or Unaffiliated Investigator Agreement will not seek to obtain research credit for, or use data from, patient interventions that constitute the provision of emergency medical care without prior IRB approval.  A physician may provide emergency medical care to a patient without prior IRB review and approval, to the extent permitted by law.  However, such activities will not be counted as research nor the data used in support of research. 

IX. Research investigators will advise the IRB, Division of Research Compliance and the appropriate officials of other institutions of the intent to admit human subjects who are involved in research protocols for which this Assurance or any related Unaffiliated Investigator Agreement applies.  When such admission is planned or a frequent occurrence, those institutions must possess an applicable OHRP-approved Assurance prior to involvement of such persons as human subjects in those research protocols. 

I hereby acknowledge that I have received, read, and will operate in accordance with the Terms of the USF Federalwide Assurance -FWA00001669, The Belmont Report, The Code of Federal Regulations for the Protection of Human Subjects, Title 45, Part 46 and Title 21, Parts 50 and 56, and the USF IRB Policies and Procedures.

-------------------------------      ----------------------------        --------------------- 
Signature of Investigator
Printed Name/Degree
Date

--------------------------------
--------------------
-------------------------

Address


Department

Phone/Fax Number

Please attach a copy of your current C.V.  Thank you.
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