	Institutional Review Board for
University of Southern California 

Health Sciences Campus,

LAC+USC Medical Center and
Health Research Association
	INSTRUCTIONS FOR SECTION I

Must be completed for all proposals, full board, expedited and exempt.
	Institutional Review Board

Interns & Resident Dorm (IRD)

2020 Zonal Avenue, Room 425

Los Angeles, CA 90033

Phone:  323-223-2340

Fax:  323-224-8389

	TITLE OF PROJECT
	Use a fully descriptive title that includes the name(s) of the agents or devices to be studied.  If there is a sponsor’s protocol use the identical title in your IRB submission.  Include the sponsor’s protocol number, version and version date if applicable.

	PRINCIPAL INVESTIGATOR
	The Principal Investigator means the Principal Investigator at USC.

	FUNDING SOURCE
	Indicate the funding source and include a budget.  If funds are requested from HRA indicate HRA as the funding source.

	FUNDS

DEPOSITED
	Indicate whether funds are deposited with USC contracts and grants or HRA.  General governmental contracts and grants are deposited at USC.  Industry, commercial studies are deposited at HRA.***



	PROPOSAL
	Training Grant: Submit a copy of the grant application and an assurance in a letter of transmittal that no funds will be disbursed to individuals proposing to do research involving human subjects until the proposed project has been reviewed and approved by the IRB.  

Program Project:  Submit a copy of the grant application and a list of those projects proposed/developed under the grant.  In addition, principal investigators applying for IRB approval for Program Project/Multiple Project Grants will need to submit, at the same time, all individual components of the grant which propose to involve human subjects each of which is assigned a separate IRB number and reviewed separately.

Center Grants:  For a Center Grant that includes sub-projects, submit a copy of the grant application and an assurance in a letter of transmittal that no funds will be made available to individuals proposing to do research involving human subjects until individual projects have been reviewed and approved by the IRB.  

Expedited Review: Research activities that (1) present no more than minimal risk to human subjects, and (2) involve only procedures listed in the expedited review categories, may be reviewed by the IRB through the expedited review procedure authorized by 45 CFR 46.110 and 21 CFR 56.110. The activities listed should not be deemed to be of minimal risk simply because they are included on this list. Inclusion on this list merely means that the activity is eligible for review through the expedited review procedure when the specific circumstances of the proposed research involve no more than minimal risk to human subjects.  The categories in this list apply regardless of the age of subjects, except as noted.

The expedited review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subject’s financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal. 

The standard requirements for informed consent (or its waiver, alteration, or exception) apply regardless of the type of review--expedited or convened--utilized by the IRB.

Exempt: There are certain categories of research specified in 45 CFR 46.101 (b)1-6 that are exempt from IRB review (Criteria for Exempt Review).   To request a claim of exemption, you must specify one of these categories for your study. 

	NATURE OF RESEARCH
	Clinical Cancer Research:  If you propose to conduct cancer related research, your project may be subject to review by USC/Norris Comprehensive Cancer Center – Clinical Investigations Committee.  If you need additional information regarding this requirement, please contact the Clinical Investigations Support Office at (323) 865-0450. Research Involving Radiation:  The IRB may require the investigator to obtain an approval notice of the Radiation Safety Committee prior to IRB approval for recruitment of human subjects. If you need additional information regarding this requirement, please contact the Radiation Safety Committee.

Controlled Substances:  If the proposed research involves the investigation of either Schedule I or Schedule II controlled substances (narcotics, stimulants, or depressants), the investigator must obtain approval of the Research Advisory Panel of the State of California, 6000 State Building, San Francisco, CA 94102; (415) 356-6212 or 356-6213.

Investigational Medical Devices: Devices may be classified as non-significant or significant risk devices.  The application should include an initial risk assessment of the device, made by the investigator or the sponsor, based upon the proposed use indicated in the research protocol.  The IRB will review the research application and make its own risk assessment for the device.  If the IRB concurs with an investigator that a device poses non-significant risk to subjects the project does not require an IDE.  If the IRB believes that a device poses significant risk, and IDE must be obtained prior to initiation of the study.
Investigational Drugs: Studies involving an investigational drug or a biological agent require the investigator submit a Notice of Claimed Exemption for a New Drug (IND) to the FDA.  An IND may also be required for the study of FDA approved drugs when the route of administration or indication under study differ from the approved use of the agent.

Identifiable Health Information: If you need to access or use patient/subject identifiable health information (e.g. medical records, mental health information, lab reports, x-rays, tissue samples) for your research, all the PIs, Co-PIs, Co-Investigators, and individuals authorized to obtain IC must take the HIPAA education program and provide PI and Co-investigators’ certificates of completion of the HIPAA education program with this application.  To take USC’s online HIPAA education program, visit www.usc.edu/compliance. 

IRB Procedures for HIPAA Education Requirement
(1) Do you need to access or use patient/subject identifiable health information (e.g. medical records, mental health information, lab reports, x-rays, tissue samples) for this research study?        

If yes, go to question (2). 

Note:  if yes, make sure to mark the “Identifiable Health Information” box under the Nature of Research section in the IRB application Section I.

If no, you do not need to satisfy HIPAA education requirement.

(2) Have all the PIs, Co-PIs, Co-Investigators, and individuals authorized to obtain IC on this study completed an education program regarding federal (HIPAA) and state privacy requirements?

If yes, 

For new proposal and continuing review submissions:  a) Please provide certificates of completion for PI(s) and Co-Investigator(s) as proof of completion.  USC faculty and staff must complete USC’s online program at www.usc.edu/compliance.  Individuals completed by another entity (e.g. LA County) may submit proof of completion of their employer’s HIPAA education program.   

If no,

For new proposal submission:  Your new study will not be reviewed until all of the requested information has been provided and your application may be returned to you for completion.

For continuing review submission: Your continuing review will be reviewed; however, the final IRB approval will not be granted until all of the requested information has been submitted to the IRB.

Waiver of HIPAA authorization:  In order for the IRB to approve the waiver of the HIPAA authorization, the investigator needs to provide justification by specifically documenting the following:

(1) The use or disclosure of protected health information involves no more than minimal risk to the privacy of individuals, based on, at least, the presence of the following elements: (a) An adequate plan to protect the identifiers from improper use and disclosure; (b) An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law; and (c) Adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted by this subpart.

(2) The research could not practicably be conducted without the waiver or alteration; and  

(3) The research could not practicably be conducted without access to and use of the

            protected health information.  

	INFORMED

CONSENT
	Indicate the type of informed consent that will be utilized in the study.  If the study involves children over the age of 7 years both a Parental Permission Form and Child’s Assent Form should be included.  The form for the child should be written to the appropriate developmental level or age.  If a waiver of written informed consent is requested a script of the proposed verbal informed consent should be provided.  Generally the IRB will require a copy of this script to be given to the study subject.  If a waiver of informed consent is requested please make certain the protocol detail justifies this request.

	LOCATION
	Indicate the location where the human subjects involvement will occur.  If the location is off the Health Sciences Campus then indicate the location under other.

	SUBJECTS
	Carefully indicate the characteristics of the human subjects that will be involved in the project.  When special populations are included or when some or all of the subjects are likely to be vulnerable to coercion or undue influence, indicated what additional safeguards have been included in the study to protect the rights and welfare of these subjects. 
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