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Demographic Form
Revision 06.05.19
IRB Demographic Form 

Revision 06.05.19
To list more applicants than space allocated, open another copy of this form and complete the personnel category pages as many times as required. Consolidate all demographic sheets and obtain certification signatures. 

IRBORS















Instructions
Provide demographic information for every study team member/applicant and obtain required certification signatures. 
All applicants must complete the requirements for human research education prior to submission of any application. Visit Training Required to Participate in Research and CITI Research Ethics Education. 
IRB approval will not be given without Institutional Biosafety Committee (IBC) application approval unless IBC approval is waived by the IRB. Refer to the table here to determine IBC requirement.
PROTOCOL TITLE 
     
Indicate the type of Research 
 FORMCHECKBOX 
  Survey
 FORMCHECKBOX 
  Focus Group

 FORMCHECKBOX 
  Qualitative Research
 FORMCHECKBOX 
  Quantitative Research

 FORMCHECKBOX 
  Database Establishment
 FORMCHECKBOX 
  Record Review

 FORMCHECKBOX 
  Biospecimen Collection 
 FORMCHECKBOX 
  Establishment of a Biospecimen Repository

 FORMCHECKBOX 
  Educational Intervention
 FORMCHECKBOX 
  Case Study

 FORMCHECKBOX 
  Clinical Research greater than minimal risk

 FORMCHECKBOX 
  Other, explain:
     
Indicate the type of IRB application being submitted

 FORMCHECKBOX 
 Exempt Research-Category #        FORMCHECKBOX 
 Expedited (Minimal Risk)  FORMCHECKBOX 
 Full Board Review (Greater than Minimal)
Provide the funding source or the name of department if no outside funding is involved:


     

Anticipated Start Date of Study:
      

Expected Completion Date:
     
Indicate the status of the Institutional Biosafety Committee (IBC) application for this project.

 FORMCHECKBOX 
 IBC is not required by the IRB

 FORMCHECKBOX 
 IBC submission/approval is pending.
 FORMCHECKBOX 
 IBC#        was approved on       
PRINCIPAL INVESTIGATOR

Only one Principal Investigator is allowed. Students, fellows, and residents cannot be listed as PI, see Student Investigator section.
1. PI Name, degree        



2. Campus Office Address and Room Number   
Campus Mail Box  
3. Off-Campus (Provide US Mail Address)   
4. School of  FORMDROPDOWN 
   Department of 
5. Office Phone 
Email       
6. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI: 
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
 Co-Investigators  

1. Co-Investigator Name, degree        



2. Campus Office Address and Room Number   
Campus Mail Box  
3. Off-Campus (Provide US Mail Address)   
4. School of  FORMDROPDOWN 
   Department of 
5. Office Phone 
Email       
6. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
1. Co-Investigator Name, degree        



2. Campus Office Address and Room Number   
Campus Mail Box  
3. Off-Campus (Provide US Mail Address)   
4. School of  FORMDROPDOWN 
   Department of 
5. Office Phone 
Email       
6. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
1. Co-Investigator Name, degree        



2. Campus Office Address and Room Number   
Campus Mail Box  
3. Off-Campus (Provide US Mail Address)   
4. School of  FORMDROPDOWN 
   Department of 
5. Office Phone 
Email       
6. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
1. Co-Investigator Name, degree        



2. Campus Office Address and Room Number   
Campus Mail Box  
3. Off-Campus (Provide US Mail Address)   
4. School of  FORMDROPDOWN 
   Department of 
5. Office Phone 
Email       
6. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
Non-LSUHSC Investigators  

Non-LSUHSC investigators may participate if they have approval from their IRB of Record.  LSUHSC IRB cannot provide oversight for individuals who do not have a staff or faculty appointment with LSUHSC. 
1. Non-LSUHSC Investigator Name, degree      
2. Institutional Affiliation and Department      
3. Institutional Mailing Address       and Campus Room Number      
4. Office Phone         Mobile Phone         FAX        
Email                                             
5. IRB of Record      
6. Attach copy or description of Human Subjects’ Protection Education Program and documentation of completion. Submit with application.
7. Attach CV.
8. Attach copy of approval from IRB of Record when available.

1. Non-LSUHSC Investigator Name, degree      
2. Institutional Affiliation and Department      
3. Institutional Mailing Address       and Campus Room Number      
4. Office Phone         Mobile Phone         FAX        
Email                                             

5. IRB of Record      
6. Attach copy or description of Human Subjects’ Protection Education Program and documentation of completion. Submit with application.

7. Attach CV.

8. Attach copy of approval from IRB of Record when available.

1. Non-LSUHSC Investigator Name, degree      
2. Institutional Affiliation and Department      
3. Institutional Mailing Address       and Campus Room Number      
4. Office Phone         Mobile Phone         FAX        
Email                                             

5. IRB of Record      
6. Attach copy or description of Human Subjects’ Protection Education Program and documentation of completion. Submit with application.

7. Attach CV.

8. Attach copy of approval from IRB of Record when available.

Student Investigator  

Students must have a faculty mentor or advisor in order to be listed on a human research protocol, to conduct human research, to assist in the collection of research data or any other activity that falls under 45CFR46 or 21CFR56.   

All student investigators must complete the CITI training before submitting an application.  

1. Student Investigator Name       
2. School of  FORMDROPDOWN 

3. Name of faculty advisor:       

The faculty mentor/advisor uses the Principal Investigator section
4. Status:   FORMCHECKBOX 
 student    FORMCHECKBOX 
 graduate student    
 FORMCHECKBOX 
 fellow    FORMCHECKBOX 
 resident      

5. Project Type:  FORMCHECKBOX 
 Thesis or Capstone/Dissertation (Masters/PhD)    FORMCHECKBOX 
 Student Project for Course
6. Name of course        
7. Campus Address and Room Number         Campus Mail Box              

8. Off-Campus (Provide US Mail Address)            

9. Office Phone           Mobile Phone             FAX        
Email      
10. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI: 
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy) 
1. Student Investigator Name       
2. School of  FORMDROPDOWN 

3. Name of faculty advisor:       

The faculty mentor/advisor uses the Principal Investigator section
4. Status:   FORMCHECKBOX 
 student    FORMCHECKBOX 
 graduate student    
 FORMCHECKBOX 
 fellow    FORMCHECKBOX 
 resident      

5. Project Type:  FORMCHECKBOX 
 Thesis or Capstone/Dissertation (Masters/PhD)    FORMCHECKBOX 
 Student Project for Course

6. Name of course        
7. Campus Address and Room Number         Campus Mail Box              

8. Off-Campus (Provide US Mail Address)            

9. Office Phone           Mobile Phone             FAX        
Email      
10. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI: 
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
1. Student Investigator Name       
2. School of  FORMDROPDOWN 

3. Name of faculty advisor:       

The faculty mentor/advisor uses the Principal Investigator section
4. Status:   FORMCHECKBOX 
 student    FORMCHECKBOX 
 graduate student    
 FORMCHECKBOX 
 fellow    FORMCHECKBOX 
 resident      

5. Project Type:  FORMCHECKBOX 
 Thesis or Capstone/Dissertation (Masters/PhD)    FORMCHECKBOX 
 Student Project for Course

6. Name of course        
7. Campus Address and Room Number         Campus Mail Box              

8. Off-Campus (Provide US Mail Address)            

9. Office Phone           Mobile Phone             FAX        
Email      
10. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy) 

1. Student Investigator Name       
2. School of  FORMDROPDOWN 

3. Name of faculty advisor:       

The faculty mentor/advisor uses the Principal Investigator section
4. Status:   FORMCHECKBOX 
 student    FORMCHECKBOX 
 graduate student    
 FORMCHECKBOX 
 fellow    FORMCHECKBOX 
 resident      

5. Project Type:  FORMCHECKBOX 
 Thesis or Capstone/Dissertation (Masters/PhD)    FORMCHECKBOX 
 Student Project for Course

6. Name of course        
7. Campus Address and Room Number         Campus Mail Box              

8. Off-Campus (Provide US Mail Address)            

9. Office Phone           Mobile Phone             FAX        
Email      
10. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
1. Student Investigator Name       
2. School of  FORMDROPDOWN 

3. Name of faculty advisor:       

The faculty mentor/advisor uses the Principal Investigator section
4. Status:   FORMCHECKBOX 
 student    FORMCHECKBOX 
 graduate student    
 FORMCHECKBOX 
 fellow    FORMCHECKBOX 
 resident      

5. Project Type:  FORMCHECKBOX 
 Thesis or Capstone/Dissertation (Masters/PhD)    FORMCHECKBOX 
 Student Project for Course

6. Name of course        
7. Campus Address and Room Number         Campus Mail Box              

8. Off-Campus (Provide US Mail Address)            

9. Office Phone           Mobile Phone             FAX        
Email      
10. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI: 
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy) 

Study Personnel
 
Regulatory Coordinator 

Specify one person who will be in charge of paperwork and who will be authorized to receive/prepare regulatory documents and IRB communications.
1. Regulatory Coordinator Name, degree        


2. Campus Office Address and Room Number   
Campus Mail Box  
3. Off-Campus (Provide US Mail Address)   
4. School of  FORMDROPDOWN 
   Department of 
5. Office Phone 
Email      
6. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
All individuals who provide informed consent, who recruit, collect data from research subjects and/or who enroll subjects must be listed to participate in the conduct of this study.
Other Study Coordinator(s), Study Nurse(s), Lab Tech, Data Analyst, etc.

1. Other Name, degree        


2. Role in study       
3. Campus Office Address and Room Number   
Campus Mail Box  
4. Off-Campus (Provide US Mail Address)   
5. School of  FORMDROPDOWN 
   Department of 
6. Office Phone 
Email      
7. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
1. Other Name, degree        


2. Role in study       
3. Campus Office Address and Room Number   
Campus Mail Box  
4. Off-Campus (Provide US Mail Address)   
5. School of  FORMDROPDOWN 
   Department of 
6. Office Phone 
Email      
7. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
1. Other Name, degree        


2. Role in study       
3. Campus Office Address and Room Number   
Campus Mail Box  
4. Off-Campus (Provide US Mail Address)   
5. School of  FORMDROPDOWN 
   Department of 
6. Office Phone 
Email      
7. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
1. Other Name, degree        


2. Role in study       
3. Campus Office Address and Room Number   
Campus Mail Box  
4. Off-Campus (Provide US Mail Address)   
5. School of  FORMDROPDOWN 
   Department of 
6. Office Phone 
Email      
7. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
1. Other Name, degree        


2. Role in study       
3. Campus Office Address and Room Number   
Campus Mail Box  
4. Off-Campus (Provide US Mail Address)   
5. School of  FORMDROPDOWN 
   Department of 
6. Office Phone 
Email      
7. Completion date of LSUHSC-NO Human Subjects’ Protection Educational Program CITI:
Biomedical      
 GCP       Social Behavioral       (m/d/yyyy)
Certification of Department Review
The Department Head’s/Center Director’s signature below indicates that the study application, documents and the data protection plan have been reviewed and are recommended for submission to the LSUHSC-NO IRB.  The Department Head/Center Director also certifies that the investigator has the expertise to conduct the study if approved and is an employee in good standing.

Name of Department Head/Center Director:
     

_________________________
____________




Signature

Date

Certification of Principal Investigator and Co-Investigators

Signatures by the PI and co-investigators certify that each has reviewed this application, the proposed protocol and any related grant and take accountability for the proposed study.  If HHS sponsored, that all documents are in agreement, and that the research will be conducted in full compliance with all local, federal/state regulations and LSUHSC-NO procedures and guidelines including research on children [45CFR46 Subpart D].

All investigators certify that they completed the human subjects’ protection program on the date specified in this application. 
It is understood that:  1) this project may not commence until IRB approval is given 2) continuing IRB review is required in order to maintain the approval status and that the investigator must submit a progress report for this review; 3) all changes in the study must be approved by the IRB prior to implementation; 4) serious, unexpected adverse events must be promptly reported to the IRB and any corrective action taken; 5) any new information that may affect the risk/benefit determination will be promptly reported to the IRB and 6) any advertisement for subjects must receive prior approval from the IRB.

Protected Health Information (PHI)

The investigators certify that this study will be conducted in compliance with all institutional, local, state and federal regulations regarding the use of PHI in research as defined by the Health Insurance Portability and Accountability Act (HIPAA).
 Name of Principal Investigator:
     

_________________________
____________




Signature

Date

Co-Investigator Certification and Attestation
By signing, co-investigators attest to having read the protocol, agree to serve as co-investigators and have completed research education through their institution.

Type the Co-Investigator names and obtain signature and date
1.        ______________________________   Date ___________
2.        ______________________________   Date ___________

3.        ______________________________   Date ___________

4.        ______________________________   Date ___________

5.        ______________________________   Date ___________

6.        ______________________________   Date ___________

7.        ______________________________   Date ___________

8.        ______________________________   Date ___________

9.        ______________________________   Date ___________

10.        ______________________________   Date ___________
11.        ______________________________   Date ___________

12.        ______________________________   Date ___________
The Louisiana State University Health Sciences Center in New Orleans Institutional Review Board is duly constituted fulfilling all requirements for diversity, and has written procedures for initial and continuing review of human subject research protocols.  The LSUHSC-NO IRB complies with all US regulatory requirements related to the protection of human subject research participants.  Specifically, the LSUHSC-NO IRB complies with 45CFR46, 21CFR50, 21CFR56 and 45CFR164.508-514.  In addition, except where in conflict with 21CFR56, the LSUHSC-NO IRB complies with the Guidelines of the International Conference on Harmonization.
The LSUHSC - New Orleans IRB policies are contained in “The Privacy Policies and Procedures for Clinical Research”.   lsuhsc.edu/no/administration/rs/irb
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