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SECTION I - All Proposals�
Institutional Review Board


Interns & Resident Dorm (IRD)


2020 Zonal Avenue, Room 425 LA, CA 90033  Tel:323-223-2340


Fax:323-224-8389�
�
TITLE OF PROJECT:  � FORMTEXT ��     �





�
�
Sponsor's protocol number:  � FORMTEXT ��     ��
Version date: � FORMTEXT ��     ��
�
PRINCIPAL INVESTIGATOR


Name, degree, academic title: �
� FORMTEXT ��     ��
�
DIVISION/DEPARTMENT


SCHOOL/INSTITUTE/CENTER: �
� FORMTEXT ��     ��
�
Telephone:


� FORMTEXT ��     � �
FAX:	


� FORMTEXT ��     �		�
Pager:


� FORMTEXT ��     ��
email:


� FORMTEXT ��     ��
�
ADDRESS: � FORMTEXT ��     ��
�
COORDINATOR Name:


� FORMTEXT ��     �			�
Telephone:


� FORMTEXT ��     �		�
Pager:


� FORMTEXT ��     ��
FAX:


� FORMTEXT ��     ��
�
FUNDING SOURCE:�
� FORMCHECKBOX �� PHS, NIH, state or governmental agency name: � FORMTEXT ��     �


� FORMCHECKBOX ��Commercial – sponsor name:  � FORMTEXT ��     ��� FORMCHECKBOX �� None	 � FORMCHECKBOX �� Other – name: � FORMTEXT ��     ��
�
FUNDS


DEPOSITED:�
� FORMCHECKBOX �� USC – Total $� FORMTEXT ��     �			� FORMCHECKBOX �� HRA – Total $� FORMTEXT ��     �


� FORMCHECKBOX �� Other – � FORMTEXT ��     � – Total $� FORMTEXT ��     ��
�
PROPOSAL�
� FORMCHECKBOX �� New proposal�
� FORMCHECKBOX �� Renewal/continuation – prior IRB number - � FORMTEXT ��     ��
�
[Check all that�
� FORMCHECKBOX �� Training grant�
� FORMCHECKBOX �� Center grant�
� FORMCHECKBOX �� Program project/multiple project grant�
�
apply]:�
� FORMCHECKBOX �� Expedited review – specify expedited category number:  � FORMTEXT ��     ��
�
�
� FORMCHECKBOX �� Exempt – specify exempt category number:  � FORMTEXT ��     ��
�
NATURE OF�
� FORMCHECKBOX �� Clinical cancer research�
� FORMCHECKBOX �� Controlled substances�
� FORMCHECKBOX �� Genetic aspect to research�
�
RESEARCH�
� FORMCHECKBOX �� Investigational drugs – IND # � FORMTEXT ��     ��
� FORMCHECKBOX �� Population based/field study�
�
[Check all that�
� FORMCHECKBOX �� Investigational device – IDE # � FORMTEXT ��     ��
� FORMCHECKBOX �� Significant risk�
� FORMCHECKBOX �� Non-significant risk device�
�
apply]:�
� FORMCHECKBOX �� Radionuclides – human�
� FORMCHECKBOX �� Radionuclides – laboratory�
�
�
� FORMCHECKBOX �� Radiation exposure other than clinically indicated diagnostic tests�
�
�
� FORMCHECKBOX �� Identifiable Health Information – HIPAA certification required �
�
Waiver of HIPAA Authorization �
� FORMCHECKBOX �� Recruitment/Screening only    � FORMCHECKBOX ��  Research Subject�
�
INFORMED�
� FORMCHECKBOX �� Written informed consent document�
� FORMCHECKBOX �� Parental permission�
� FORMCHECKBOX �� Child’s assent�
�
CONSENT:�
� FORMCHECKBOX �� Waiver of written informed consent, verbal informed consent proposed – attach script�
�
�
� FORMCHECKBOX �� Waiver of informed consent proposed      �
�
�
� FORMCHECKBOX �� Spanish translation of informed consent by IRB Office requested�
�
Recruitment�
� FORMCHECKBOX �� LAC+USC General Hospital - Rooms � FORMTEXT ��     ��
� FORMCHECKBOX �� GCRC�
�
Locations�
� FORMCHECKBOX �� LAC+USC Women's and Children's Hospital	�
� FORMCHECKBOX �� USC/Norris Cancer Center�
�
[Check all that�
� FORMCHECKBOX �� LAC+USC Outpatient Building – Rooms � FORMTEXT ��     ��
� FORMCHECKBOX �� USC Medical School�
�
apply]:�
� FORMCHECKBOX �� LAC+USC 5P21 Building�
� FORMCHECKBOX �� Doheny Eye Institute and Hospital�
�
�
� FORMCHECKBOX �� USC University Hospital  		�
� FORMCHECKBOX �� USC Healthcare Consultation Center�
�
�
� FORMCHECKBOX �� USC Ambulatory Health Center�
� FORMCHECKBOX �� Other  � FORMTEXT ��     ��
�
�
� FORMCHECKBOX �� Roybal Comprehensive Health Center�
� FORMCHECKBOX �� El Monte Comprehensive Health Center�
�
�
� FORMCHECKBOX �� H. Claude Hudson Comprehensive Health Center�
�
SUBJECTS


[Check all that apply]:�
� FORMCHECKBOX �� Minors		� FORMCHECKBOX �� Pregnant women	� FORMCHECKBOX �� Institutionalized subjects


� FORMCHECKBOX �� Mentally disabled	� FORMCHECKBOX �� Comatose patients� FORMCHECKBOX �� Non-English speaking subjects


� FORMCHECKBOX �� Fetuses/abortuses	� FORMCHECKBOX �� In Vitro fertilization	� FORMCHECKBOX �� Prisoners or parolees


� FORMCHECKBOX �� Normal volunteers	� FORMCHECKBOX �� Terminally ill	� FORMCHECKBOX �� Psychologically impaired


� FORMCHECKBOX �� Elderly (> 70 yrs)	� FORMCHECKBOX �� Exclusions based on age, gender or ethnicity/race�
�
IRB Application – Section I (5/2003) 									       Page 1 of 2


�
PRINCIPAL INVESTIGATOR'S ASSURANCE AND SIGNATURES


Signature certifies that the Principal Investigator understands and accepts the following obligations to protect the rights and welfare of research subjects in this study.


I recognize that as the Principal Investigator it is my responsibility to ensure that this research and the actions of all project personnel involved in conducting the study will conform with the IRB approved protocol, IRB requirements/policies, and all applicable HHS/FDA regulations.


I recognize that it is my responsibility to ensure that valid informed consent/assent has been obtained from all research subjects or their legally authorized representatives. I will ensure that all project personnel involved in the process of consent/assent are trained properly and are fully aware of their responsibilities relative to the obtainment of informed consent/assent according to the IRB guidelines and applicable federal regulations.  I will use only the currently approved, IRB stamped informed consent form or script for recruiting subjects.


I will inform the IRB of any unanticipated adverse event or injury no later than two (2) business days following the time it becomes known that a subject suffered an adverse event/injury.


I will not initiate any change in protocol without IRB approval except when it is necessary to reduce or eliminate a risk to the subject in which case the IRB will be notified as soon as possible.


I will maintain all required research records and recognize the IRB is authorized to inspect these records.


I will inform the IRB immediately of any significant negative change in the risk/benefit relationship of the research as originally presented in the protocol and approved by the IRB.


I understand that IRB approval is valid for a maximum period of one year with continuing review by the IRB required at least annually in order to maintain approval status.  I will not enter subjects on the study before IRB approval or if IRB approval expires.  In the latter case I will immediately contact the IRB to obtain permission to continue subjects on the trial.


I will inform the IRB immediately if I become aware of any violations of HHS regulations (45CFR46), FDA regulations (21CFR50,56) or IRB Policies and Procedures for the protection of human subjects.


I understand that failure to comply with all applicable HHS/FDA regulations, IRB Policies and Procedures and the provisions of the protocol as approved by the IRB may result in suspension or termination of my research project, notification of appropriate governmental agencies by the IRB, and/or suspension of my freedom to present or publish results.


I certify that all study personnel have completed the HIPAA education program and are certified.


� FORMTEXT ��     ��
�
�
�
PRINCIPAL INVESTIGATOR NAME�
DATE�
SIGNATURE�
�
� FORMTEXT ��     ��
�
�
�
DEPARTMENT CHAIR NAME�
DATE�
SIGNATURE�
�
� FORMTEXT ��     ��
�
�
�
DIVISION CHIEF NAME�
DATE�
SIGNATURE�
�
� FORMTEXT ��     ��
�
�
�
CO-INVESTIGATOR NAME�
SIGNATURE�
DEPARTMENT CHAIR SIGNATURE�
�
� FORMTEXT ��     ��
�
�
�
CO-INVESTIGATOR NAME�
SIGNATURE�
DEPARTMENT CHAIR SIGNATURE�
�
� FORMTEXT ��     ��
�
�
�
CO-INVESTIGATOR NAME�
SIGNATURE�
DEPARTMENT CHAIR SIGNATURE�
�
� FORMTEXT ��     ��
�
�
�
CO-INVESTIGATOR NAME�
SIGNATURE�
DEPARTMENT CHAIR SIGNATURE�
�
� FORMTEXT ��     ��
�
�
�
CO-INVESTIGATOR NAME�
SIGNATURE�
DEPARTMENT CHAIR SIGNATURE�
�
Faculty Sponsor’s Assurance:  By my signature as sponsor on this research application I certify that the named principal investigator is knowledgeable about the IRB Policies and HHS/FDA regulations governing research with human subjects and has sufficient training and experience to conduct this study in accord with the approved protocol.  In addition I will meet with the investigator on a regular basis to monitor study progress.  Should problems arise I agree to be available personally to supervise the investigator in solving them.  If I will be away I will arrange for an alternate faculty sponsor to assume my responsibilities.


� FORMTEXT ��     ��
�
�
FACULTY SPONSOR (IF PI IS NOT A FACULTY MEMBER) Printed Name, Signature & Date�
�
�
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