	LOS ANGELES COUNTY

DEPARTMENT OF  PUBLIC HEALTH

INSTITUTIONAL REVIEW BOARD

IRB #____________________________


	APPLICATION FOR REVIEW

OF A RESEARCH PROJECT
	313 N. FIGUEROA STREET

ROOM 127

LOS ANGELES, CA  90012

PHONE:  (213)  250-8675

FAX:  (213)  250-2594

	
	
	

	All applications for review shall be submitted to the IRB office 4 weeks before the meeting at which the Investigator expects it to be reviewed.  IRB meetings are scheduled for the fourth Thursday of each month, and may be subject to cancellation based on workload.  To be considered for review, applicants must include, in hard copy (unless an all-electronic submission is negotiated in advance), the original and 3 copies of: the completed application and signatures pages, application checklist, proposal summary, protocol and informed consent document or written request for waiver of informed consent, HIPAA individual authorization or request for waiver or alteration, and curriculum vitae for principal and co-investigators.  If it is applicable, include the following: request for exemption or expedited review, grant application, budget, laboratory review. See Checklist form for complete list of items. 

	APPLICATIONS MUST BE TYPEWRITTEN

	TITLE OF PROJECT:

	
	
	
	Version date:

	PRINCIPAL INVESTIGATOR

Name, degree, academic title:
	

	PRINCIPAL DPH OR DHS LIAISON

(if P.I. is not DPH or DHS employee)

Name, degree, position
	

	P.I.’s DIVISION/DEPARTMENT

SCHOOL/INSTITUTE/CENTER:
	

	Telephone:
	FAX:
	Cell (if desired):
	E-mail:

	ADDRESS:

	CONTACT PERSON’S / STUDY COORDINATOR'S NAME:
	Telephone:
	Cell:
	FAX:

	FUNDING

SOURCE


	⃞ Federal, State or governmental agency name:                                  ⃞ County Commitment of In-Kind resources

⃞ Commercial - sponsor name:                                                               ________ Total $ amount of funding

⃞ None        

⁪ Other  - name:

	BUDGET:
	⃞ Included

⃞ Not Included (explain)

	
	

	PROPOSAL

[Check all that

apply]:
	⃞ New Proposal                              ⃞ Renewal/continuation - prior IRB number:

	
	⃞ Human subjects involved
	⃞ Multi-site study – Other IRBs involved
	

	
	⃞ Request to Classify as Not Involving Human Subjects
	⃞ Expedited review (Attach request form)
	

	
	⃞ Request Exemption as Non-Research (Attach request form)
	⃞ Exempt research (Attach request form)
	

	BRIEF DESCRIPTION OF THE NATURE OF THE RESEARCH:  Include information addressing any high risks, community sensitivities or high profile issues likely to attract media attention.
	
	
	

	INFORMED
	⃞ Written informed consent document
	⃞ Parental permission
	⃞ Child's assent

	CONSENT:
	⃞ Waiver of written informed consent, verbal informed consent proposed - attach script

	
	⃞ Waiver of informed consent proposed  (Request attached)

	
	⃞ Spanish or other language translation of informed consent

	LOCATION:

(List addresses and room numbers of all project sites and indicate whether or not they are County facilities.)
	

	SUBJECTS:

[Check all that

apply:]
	⃞ Minors
	⃞ Pregnant women
	⃞ Institutionalized subjects
	

	
	⃞ Mentally disabled
	⃞ Prisoners or parolees
	⃞ Non-English speaking subjects

	
	
	
	
	

	
	⃞ Normal volunteers
	⃞ Terminally ill
	⃞ Psychologically impaired
	

	
	⃞ Elderly (>65 yrs)
	⃞ Exclusions based on age, gender or ethnicity/race
	

	CHECKLIST

of Information

the Principal

Investigator

Provided:
	⃞ Completed and attached


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 current approved, IRB stamped informed consent form or script for recruiting subjects.

· I will inform the IRB of any unanticipated adverse event or injury immediately after 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 (21CFR5r0.56) 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.
	PRINCIPAL INVESTIGATOR’ S NAME
	
	DATE
	
	SIGNATURE

	PRINCIPAL DPH OR DHS LIAISON (IF P.I. NON-COUNTY)


	
	DATE
	
	SIGNATURE

	PROGRAM DIRECTOR’S/DIVISION CHIEF’S NAME
	
	DATE
	
	SIGNATURE

	CO-PRINCIPAL INVESTIGATOR’S NAME (if any)
	
	DATE
	
	SIGNATURE

	CO-INVESTIGATOR’S NAME (if any)
	
	DATE
	
	SIGNATURE

	CO-INVESTIGATOR’S NAME (if any)
	
	DATE
	
	SIGNATURE

	CO-INVESTIGATOR’S NAME (if any)
	
	DATE
	
	SIGNATURE
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