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APPLICATION FOR CSULB IRB REVIEW 

12/02/2010
1.  REVIEW TYPE:
  FORMCHECKBOX 
Standard,  FORMCHECKBOX 
Expedited, or  FORMCHECKBOX 
Administrative 

If the research plan involves review of existing data only, do not use this form.  Please use the specific IRB form for review of existing data located on the Office of University Research website.    
2.  PRINCIPAL INVESTIGATOR   
	Name(s)
	     

	Department
	     

	Affiliation 
	 FORMCHECKBOX 
  Student   FORMCHECKBOX 
  Faculty   FORMCHECKBOX 
  Staff   FORMCHECKBOX 
  Other, describe: 

     

	Mailing address
	     

	Telephone Number 
	     

	E-mail
	     


3.  EDUCATIONAL REQUIREMENT


 FORMCHECKBOX 
 I have completed the CSULB on-line education module

                 on Protection of Human Subjects located at: 
           http://www.csulb.edu/divisions/aa/research/our/compliance/orientation/modules/

 FORMCHECKBOX 
  I have not completed the above module.  
Note:  The CSULB Federal Wide Assurance issued by the US Office of Human Subject Research Protections and CSULB Executive Order 890 both require that researchers engaged in human subject research receive appropriate education regarding protection of human research subjects.  Beginning Fall Semester, 2006 all individuals applying to the CSULB IRB will be required to complete the above training or its equivalent.            

4.  ADVISOR/FACULTY SUPERVISOR OF STUDENT THESIS/PROJECT 
 FORMCHECKBOX 
  Not applicable; or complete below:
	Name:
	                                        

	University Phone No.
	     

	Faculty e-mail address:
	     


5. TITLE OF PROPOSED RESEARCH STUDY:      
	     


6.  JUSTIFICATION FOR ADMINISTRATIVE REVIEW IF REQUESTED

 FORMCHECKBOX 
  Not applicable
OR, check the category below that qualifies this IRB protocol for administrative review:

 FORMCHECKBOX 
  Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (a) research on regular and special education instructional strategies, or (b) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods. 

 FORMCHECKBOX 
  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless (a) the information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (b) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation. 

 FORMCHECKBOX 
  Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph 2 of this section, if (a) the human subjects are elected or appointed public officials or candidates for public office; or (b) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

 FORMCHECKBOX 
  Research, involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects. 

 FORMCHECKBOX 
  Research and demonstration projects which are conducted by or subject to the approval of government agencies, and which are designed to study, evaluate, or otherwise examine (a) public benefit or service programs; (b) procedures for obtaining benefits or services under those programs; (c) possible changes in or alternatives to those programs or procedures; or (d) possible changes in methods or levels of payment for benefits or services under those programs. 

 FORMCHECKBOX 
  Taste and food quality evaluation and consumer acceptance studies, (a) if wholesome foods without additives are consumed or (b) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture. [45 CFR 46.101 (b) (1) through (6)] 

7. HUMAN CONTACT  
a. Will there be contact of any kind with living human beings, including: interviews, surveys, mailed surveys and questionnaires, etc., in the course of this research? 

 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

NOTE:  Use special IRB form for research using Existing Data  
8. USE OF OTHER INFORMATION

a.  Other than the information and data created and produced by this research project, will the researcher(s) have access to records or to other forms of information (including previous research data) about the human subjects participating in this research? 
 FORMCHECKBOX 

Yes

 FORMCHECKBOX 

No

1) If yes, please explain here:
	     


2) If yes, provide in an appendix signed permission letter(s) from the agency/researchers holding and providing access to such records and information.
 9. HUMAN SUBJECT CHARACTERISTICS: 
a. Describe specifically the number of subjects studied of each gender and their expected (estimate if necessary) age range. 
	Gender
	Number
	Age Range

	Female
	          
	     

	Male 
	       
	     


b. If children under 18 are involved, describe the legal parent/guardianship status of the children: 
	      


c. Is any adult subject under any form of legal guardianship? 
 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No



If yes, Standard Review is required.  
 Please make sure that Standard Review is selected in Item # 1 above and provide detailed description of the special characteristics of the subjects in section (e.) below. 
d. If human subjects are not under legal guardianship, is there evidence that any human subjects have developmental disabilities, mental illness, or are there any other unusual circumstances whereby individuals' ability to grant fully informed consent for themselves might be compromised?
    FORMCHECKBOX 

Yes

    FORMCHECKBOX 

No
 

If yes, Standard Review is required. 


 Please make sure that Standard Review is selected in Item # 1


above and provide detailed description of the special characteristics 

of the subjects in section (e.) below. (Do not attach grant 



applications or thesis proposals, although you should excerpt 


from them as necessary.) 

e. Describe any other human subject characteristics common to participants that are relevant to being selected as a potential participant or relevant to the research question. 
	     


10. PURPOSE(S)

a. Briefly describe the purpose(s) of the study, including research hypotheses, if any. 
	     


11. SPONSORSHIP AND COLLABORATION 

a. If the research is sponsored by a non-University source, indicate below the title of the grant, the funding source, total funding, and time period of the grant or contract. 
 FORMCHECKBOX 

Not applicable; or complete below:
Grant/Funding information:

	Title: 
	     

	Funding Agency:
	     

	Total Funding
	     

	Time Period:
	     


b. If the research is part of a larger study, please describe the circumstances, including any prior approvals by the CSULB or other IRB. 
 FORMCHECKBOX 

Not applicable; or describe below:

	     


(Do not attach grant applications or thesis proposals, although you should excerpt from them as necessary).  Attach other IRB approvals if applicable as an appendix.  
12. RECRUITING SOURCE(S)

a. Identify the source(s), e.g., hospitals, institutions, schools, classes, shopping malls, etc. from which subjects will be recruited into the research.

	     


b. Appendix A: Original letters of approval from all participating organizations (must be on letterhead and indicate specific classes, units, etc. affected).   You must append at the end of this application letters of approval from the faculty of any class section, or the appropriate official of any institution or building in which any part of the selection of subjects or the actual research will be carried out, typed on their official letterhead. The permission statement must contain the full and exact title of your research, your name, and a statement of how the institution will assist you. 

13. RECRUITING PROCESS AND INFORMED CONSENT:  
a. Describe in chronological detail the process you will use to invite people to participate in your research.  Include the complete, step-by-step, sequence of specific events from initial approach to the point where you have obtained Informed Consent.   
NOTE:  If oral or written invitations/explanations are used, include the verbatim text (script) in an appendix.  If a “flyer” is to be posted, attach to this application as an appendix.
	     


b. Attach proposed Informed Consent form(s) as an appendix.  Append copies of all consent forms in all languages used necessary for the subject pool.    Include all required elements of informed consent (see example on the Office of University Research website).
14. HUMAN SUBJECT PARTICIPATION

a. Describe what you will do with the human subjects once informed consent has been obtained.  Include complete, step-by-step, sequential detail regarding what will happen to the subjects when the research procedures are carried out.  Provide separate descriptions for each unique group of subjects if two or more groups are participating.    

	     


15. POTENTIAL RISKS 
a. Describe the potential risks this research present to the dignity, reputation, rights, health, welfare, or psychological well-being/comfort of the subjects. 
Number each risk so that you can address how you are minimizing each risk in item 16 below. 
	     


16. PROTECTING AGAINST OR MINIMIZING RISKS

 a.  Describe the measures you will take to protect against or to minimize each      numbered risk noted above. 
	      


b.   Describe:  (1) security and storage, and (2) disposal of research materials by completing the items below. 
NOTE: Title 45, PART 46, PROTECTION OF HUMAN SUBJECTS, §46.115 stipulates that “…records relating to research which is conducted shall be retained for at least 3 years after completion of the research. All records shall be accessible for inspection and copying by authorized representatives of the Department or Agency at reasonable times and in a reasonable manner." 
 (1) Security and storage

 FORMCHECKBOX 

I will store both consent forms and raw data in a secure location for three years after completion of the research.

Describe location and security:

	     


Describe who will have access.     
	     


(2) Disposal of research materials

What will happen to the consent forms and raw data after the three year period?
 FORMCHECKBOX 

I will destroy the consent forms & the raw data after three years; 
OR explain alternative: 
	     


c. If your research project includes a medical, pharmacological, or behavioral intervention or therapy, which is intended to improve the physical or mental health of the subject, then provide a complete "data and safety plan," which includes a Data and Safety Monitoring Board, "stop rules," and explicit provisions for reporting adverse events to the IRB (email to research@csulb.edu). 

 FORMCHECKBOX 

Not applicable; 
OR describe data safety plan:   
	     


17.  BENEFITS
a. Describe any benefits to the subject(s) which may reasonably be expected from the research.

	     


b. Describe benefits, if any, to others, including summary of research findings where appropriate for professionals and participating organizations. 

	     


18. RESEARCH DATES AND LOCATION

NOTE:  Initial contact cannot occur until after IRB Approval. Initial approval is for one year only.  A renewal application (see Office of University Research Website) must be completed for projects lasting more than a year.  
	Approximate Start Date:    
	      

	Approximate End Date:
	     

	Location(s):
	     


19. DATA COLLECTION INSTRUMENTS/MATERIALS APPENDIX
a. In a labeled Appendix attach a copy of all tests, questionnaires, surveys, or other instruments and materials to be used. 

b. List here each test, questionnaire, survey, or other instruments and materials to be used, providing full publication/bibliographic information. 
	     


c. If you have adapted or made changes in any of these materials, indicate the changes. 
	     


d. Indicate which instruments, or portions of instruments, you have created. 

	     


20. DEBRIEFING OF SUBJECTS AFTER PARTICIPATION 
 FORMCHECKBOX 

Not applicable; or describe the nature of any debriefing of subjects after they have completed the procedures:   
	     


21. RESEARCHER QUALIFICATIONS 
a. Briefly describe the training and experience that qualifies you to carry out the proposed research. 

	     


22. REFERENCES
 FORMCHECKBOX 

Not applicable; or provide a reference list of all sources cited or otherwise identified in this application, excluding those in Item 19. 

	     


23. LIST APPENDICES ATTACHED BY LABEL (e.g., A, B, …) AND TITLE 

	     



  24.  SUBMISSION

Submit a paper copy of this application with all attachments to the Office of Research and Sponsored Projects, University Foundation Building, Suite 310; Telephone (562) 985-5314.

On the same day, submit an electronic version via email to IRB@csulb.edu.  Submissions may be in the form of Word documents and/or pdf files attached to the email.  
Documents requiring letterhead and signatures, such as agency approval letters or faculty supervisor forms, should be scanned and included as attachments to the email in pdf format.  
The name of the Principal Investigator followed by the Title of the Proposed Research Study must be included in the subject line of the email, and in body of the email. 
