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	Rady Children’s Hospital-San Diego (RCHSD)

IRB Study Application

RESEARCH PLAN 
**USE THIS FORM IF ONLY RADY CHILDREN’S EMPLOYEES, PHYSICIANS ON THE MEDICAL STAFF, FACILITIES, PATIENTS ARE INVOLVED IN THIS STUDY

(IF SALARIED UCSD FACULTY, STAFF OR STUDENTS ARE INVOLVED YOU MUST USE THE DUAL-TRACKED SYSTEM AND FORMS)

General Instructions: Enter a response in for all topic headings.  The form will expand as you type.

Additional instructions for filling out the Research are available in MS Word format from the IRB website: http://www.chsd.org/body.cfm?id=548 

                                                                                                                                                     Study version: INSERT DATE

	1. PROJECT TITLE:

	Enter the project title here.  It should match the title entered on the application and informed consent documents.  Note:  for funded grants, the application title must be the same as the grant title.



	 2. PRINCIPAL INVESTIGATOR: 

	Include Principal Investigator’s title and department.  There can be only one Principal Investigator.



	 3.  FACILITIES:

	List all locations where the project will be done and any specialized facilities (e.g. MRI sleep lab, a specialty clinic, Day Surgery, pharmacokinetics room) that the project will use. 


	 4. ESTIMATED DURATION OF THE STUDY:

	State how long each subject’s participation will last. State the duration of the entire study (study initiation through closure).



	 5. SPECIFIC AIMS:

	Provide a statement of the specific aims and hypotheses that serve as the basis for this protocol.  Emphasize those aspects that justify the use of human subjects.



	 6. BACKGROUND AND SIGNIFICANCE:

	Provide a succinct discussion of relevant background information and the rationale for the current study. 



	 7. PROGRESS REPORT/PRELIMINARY STUDIES:

	If this is a continuing application please provide a brief summary of past experience with this protocol including any untoward effects. List any publications that have resulted from this protocol.  Continuing applications must be revised from the original application to reflect any changes in the research design and must describe progress made since the original application. 



	 8. RESEARCH DESIGN AND METHODS: (guideline length is 3-6 pages)

	Describe the research design. State the primary and secondary variables or outcome measures. State the procedures to be used to accomplish the specific aims of the project. Define in clear terms exactly what will be done to the human subjects.  Be sure to indicate which procedures are routine care (standard of care) and which are experimental.  


	 9. HUMAN SUBJECTS:

	Describe the characteristics of the proposed subject population; including the total number you expect to accrue at this site (and total number), age, sex, ethnic background and inclusion/exclusion criteria. Explain the rationale for using participants from vulnerable groups, such as fetuses, pregnant women, children (specify whether wards may be included), human in vitro fertilization, groups with known cognitive impairment, or institutionalized individuals.  Also, include whether non-English speaking individuals will be included.  If excluded a scientific justification must be provided.




	10. RECRUITMENT AND SCREENING:

	Describe the plans for recruitment of subjects including identification, location, and by whom. Also detail any screening procedures.  

All printed recruitment materials must be submitted.  A waiver of HIPAA authorization is also required if protected health information will be accessed, used or disclosed for recruitment purposes. 




	11. PERMISSION FROM PARENTS AND CONSENT OR ASSENT FROM SUBJECTS:

	Describe the procedures to obtain permission from parents, consent from adults and assent from minors, including the

circumstances under which permission/consent/assent will be obtained, who will seek it, and the methods of documenting it. 

If subjects will turn 18 while on study include your plan for re-consenting them as adults. 


	12. ALTERNATIVES TO STUDY PARTICIPATION: 

	List alternatives to study participation that are reasonably available that may be of benefit to the potential subject.



	13. POTENTIAL RISKS:

	Describe and assess any potential or known risks - physical, psychological, social, legal or other, and assess their likelihood and seriousness.  



	14. RISK MANAGEMENT AND CONFIDENTIALITY PROCEDURES:

	1) Describe the procedures for protecting against or minimizing any potential risks, including risks to confidentiality, and assess

their likely effectiveness.  2) Describe how identifiers will be protected throughout the study, and whether and how the identifiers will be destroyed upon completion of study (or some other time point).  Include how the study records will be stored and who will have access to them (study team, sponsor, regulatory entities, IRB).  Include when the records will be destroyed.



	15. POTENTIAL BENEFITS:

	Discuss those benefits to be gained by the individual subject, as well as those benefits that may accrue to society in general. Reimbursement/payment and provision of investigational/experimental study drugs do not fall under the benefits section.


	16. RISK/BENEFIT RATIO:

	Discuss why the risks to subjects are reasonable in relation to the anticipated benefits to subjects and in relation to the importance of the knowledge that may reasonably be expected to result.



	17. EXPENSE TO SUBJECT:

	If the study participant or their insurer(s) will be billed for any portion of the research study, provide a justification as to why this is appropriate and acceptable.  If the investigation involves the possibility of added expense to the subject (longer hospitalization, extra studies, etc.) indicate in detail how this will be handled.  In cases where the FDA has authorized the drug or device company to charge the patient for the experimental drug or device, a copy of the authorization letter from the FDA or sponsor must accompany the application.  



	18. COMPENSATION FOR PARTICIPATION:

	Describe all plans to compensate subjects, either in cash, a gift or gift certificate.  Please note that all payments must be prorated throughout the life of the study.  The amount of payment must be justified.  



	19. PRIVILEGES/CERTIFICATIONS/LICENSES AND ROLES OF THE RESEARCH TEAM:

	This section must provide a detailed explanation that specifically outlines each member of the research team's responsibilities.  It should specify which individuals are privileged/certified or licensed to perform the procedures in the protocol.  All research team members listed on the 1572 must be listed on the application and in this section.



	20. BIBLIOGRAPHY:

	List up to five relevant articles that the IRB Committee can use to provide necessary background for the protocol.  



	21. INDUSTRY-SPONSORED OR COLLABORATING STUDIES:

	If this is a drug or device company sponsored study, document the roles of the P.I. and/or co-investigators in the initiation and design of the protocol and access to data.  State whether a contract (or subcontract) is in process and a statement regarding the type of support that is being provided (drug supply, study costs).  Indicate patent ownership, if known.  List the name of the person or organization that holds the Investigational New Drug (IND) or Investigational Device Exemption (IDE).  


	22. OTHER FUNDING SUPPORT FOR THIS STUDY:

	Clearly detail if this project is supported by the NIH or another source.  Provide the grant number and inclusive dates of support on the application and in this section.  State if the grant is going through RCHSD, as a grant or sub-contract.  
If you have indicated on the application that there is no funding support for this project, you will need to explain in detail how the project is to be supported.  



	

	23. INVESTIGATIONAL DRUG FACT SHEET:

	If the study involves any investigational drug(s), an Investigational Drug Fact Sheet must be filled out by the investigator and included in the application packets.  Please explain how the investigational drug will be handled (pharmacy, location, etc.).  



	24. IMPACT ON STAFF: 

	If the conduct of the study involves the nursing or other staff from RCHSD (nursing, laboratory, pathology, pharmacy, medical records), indicate what additional time or staff skills are required.  



	25. CONFLICT OF INTEREST (COI)

	For projects that are funded, either completely or partially, by commercial sponsors note whether or not a financial relationship between any of the investigators on the project and the sponsor.  A description of what this relationship is for all investigators and other key personnel on the project must be included. Examples of financial relationships include consulting, participation in speaker bureaus, stock or stock option ownership, or service on advisory boards or the board of directors of a company, or service as a company officer.  

An intellectual property interest, e.g., a patent (actual, planned, or applied for) or a copyright for software assigned or to be assigned is also considered a conflict of interest.


	26. PROCEDURES FOR SURROGATE CONSENT AND/OR DECISIONAL CAPACITY ASSESSMENT


	Surrogate consent applies to adult subjects, aged 18 and older, who are unable to provide consent for themselves.  If the study population includes such subjects a request must be made for surrogate consent and a description of a decisional capacity assessment must be provided.



	27. HIPAA 

	Address whether or not protected health information will be used, disclosed, accessed or created throughout this study.  If PHI will be used, disclosed, accessed or created, a HIPAA authorization form signed by the subject/subject’s parent/guardian at the time consent is obtained and/or waiver of HIPAA authorization will be required. 
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