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	IRB #


Instructions: Submit original completed form.
	Project Leader (name, degrees) 

     
	Dept./Section

     
	Ext.      
	E-Mail

     

	Status (Faculty, Staff, or Student)
     



TITLE OF PROJECT:      
PROJECT START DATE:      
FUNDING SOURCE(S) (response required):       
A.  If internal funds are being used, list department(s) or fund(s)?      
B.  If extramural, what is the name of the sponsor or other funding source?      

LLeRA #, if available:      

A.  Is this activity initiated by:

 FORMCHECKBOX 
 Person(s) within the institution

 FORMCHECKBOX 
 Person(s) external to the institution

 FORMCHECKBOX 
 Cooperative group

 FORMCHECKBOX 
 External sponsor/manufacturer
 FORMCHECKBOX 
 Student/class project

 FORMCHECKBOX 
 Other, specify:      
B.  Briefly summarize the proposed activity.  (Describe the specific objectives, including background information and rationale for the proposed project.)

     
C.  Describe the specific aspect of the activity that raises the concern whether this is human subject research (contact with human populations, records, type of data or specimens):
     
D.  Describe the source/provider of the data or specimens and/or how such will be obtained: 
     
E.  If activities include distributing a survey or questionnaire(s), describe how recipients will be selected and attach a copy.
     
A.  Do the proposed activities involve a systematic approach?   A “systematic” approach involves a predetermined method or a plan for studying a specific topic, answering a specific question, testing a specific hypothesis, or developing a theory. A systematic approach incorporates collection of data, either quantitative or qualitative, or specimens, and analysis.
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes

If No, explain why the proposed activities do not involve a systematic approach:      
B.  Is the intent of the proposed activities to develop or contribute to generalizable (scholarly) knowledge?  Activities ‘designed to develop or contribute to generalizable knowledge’ are those activities designed to draw general conclusions (i.e., knowledge gained from a study may be applied to populations beyond the specific study population), inform policy, or generalize findings.
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes

If No, explain the intent of proposed activities and explain how the proposed activities are not intended to contribute to generalizable knowledge:      
If YES to either of the above questions, the proposed activity constitutes research.  Proceed to Section 3.
A. Does the research involve obtaining information about living individuals (or if involving decedents can the research impact living individuals)?
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes

B. Does the research involve intervention or interaction with a “human subject”?
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes 

C. Does the research involve access to identifiable private information?
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes 

D. Are data/specimens received by the Investigator with identifiable private information? (Examples include initials, ages >89, zip codes, dates of collection.)  See complete list of HIPAA identifiers. 
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes

E. Are the data/specimen(s) coded such that a link exists that could allow the data/specimen(s) to be re-identified?
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes 

If Yes, is there a written agreement that prohibits the PI and his/her staff access to the link?  FORMCHECKBOX 
No  FORMCHECKBOX 
 Yes

A. Does this research involve decedents (individuals who have died)? 
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes

B. Does your project involve human embryonic stem cells (hESC), adult human stem cells, pluripotent cells or somatic nuclear transplantation?
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes

C. Does the research involve human ova (fertilized or not, identified or not)?

 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes

D. Does your project involve the use of fetal tissue?
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes

E. Are you using samples that contain biohazardous/infectious agents?
 FORMCHECKBOX 
No   FORMCHECKBOX 
 Yes

Signed: ______________________________________________      ______________________



Project Leader




Date

Institutional Review Board


Determination Request


Research Protection Programs�Loma Linda University ( 24887 Taylor St. Suite 202 ( Loma Linda, CA 92350�(909) 558-4531 (voice) / (909) 558-0131 (fax)








SECTION 1:  PROJECT INFORMATION





SECTION 2:  DETERMINATION OF � HYPERLINK "http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html" \l "46.102" ��"RESEARCH"�





SECTION 3:  DETERMINATION OF � HYPERLINK "http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html" \l "46.102" ��"HUMAN SUBJECT"�





SECTION 4:  OTHER CONSIDERATIONS
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