
LSUHSC-NO Institutional Review Board

Federal Wide Assurance 00002762 Registration #  00000177

Clinical Research Application Form for Human Subjects Research 
Studies that are greater than minimal risk [45CFR46 and 21CFR50]

Help screens are shown in the status bar at the bottom of your screen
Date of Submission       
1.  Principal Investigator:       
            Name, Degree and Department

2.  List Co-Investigators:        
3.  Title of Protocol, Version #/Version Date:        
4.  Name of Sponsor or Agency:         
5.  Type of Research and Disease Process [e.g. drug comparison study for chronic renal failure]:       
Protocol Abstract

[provide a short description of the study in lay terms]

     

1.  If funded or sponsored has the application and/or Clinical Trial Agreement been submitted to the Pre-Awards Section of the Office of Research Services    FORMCHECKBOX 
 yes  FORMCHECKBOX 
 NO
2.  If unfunded, specify the name of the department at LSUHSC-NO that will be responsible for this study.       
3.  Performance Site(s):
     
Be specific, state the complete name/address of the clinic or hospital where subjects will be recruited or seen.   
If a non-LSUHSC site advise the IRB on the status of the application to the hospital research committee or ethics committee.  
4.  Is the Clinical and Translational Research Center a site ?   FORMCHECKBOX 
yes   FORMCHECKBOX 
 NO
 
5.  Has the application been submitted to the CTRC ?         FORMCHECKBOX 
 yes   FORMCHECKBOX 
 NO
6.  Has this protocol ever been reviewed and subsequently disapproved by any IRB ?   

  FORMCHECKBOX 
YES   FORMCHECKBOX 
  no
If yes attach details
7.  Has this protocol been opened by another LSUHSC-NO investigator?  
 FORMCHECKBOX 
yes  FORMCHECKBOX 
no
If yes, provide details here

     
8.  Name of Pharmacy that will dispense the drugs to be used in this protocol:

     

Use the Clinical Research Application Information Sheet for guidance and details  
Definitions of the categories are outlined in the Clinical Research Application Information Sheet. Provide the  information appropriate sections.  Use bullets or lists where appropriate such as subject eligibility criteria or risks.

1.   Principal Investigator        




2.   Protocol Title       
3.   Duration of the Study        


4.   Products or Devices to be Studied   –See Information Sheet for Details

For drugs studies state the FDA status, and procedures for dispensing all products


IND details


For devices provide IDE details

 
     







5.   Purpose of the Study  [state hypothesis, research question or aims and objectives] 
     
6.   Rationale      
7.   Background and Principal Investigator’s Experience With this Product/Device       
8.   Study Design       
9.   Study Procedures —see Information Sheet   

current standard of care vs. research; eligibility; implementation summary with key details, placebos, primary outcomes, etc.
     
10.   Risks —see Information Sheet for Details

list major risks of products and procedures
     
11.   Benefits  
     
12.   Risk to Benefit Ratio       
13.  Therapeutic Alternatives       
14.  Data Safety Monitoring       
15.  Statistical Analysis       
16.  Data Storage and Confidentiality       
17.  Costs to Subjects       

NUMBER OF SUBJECTS

Local Subjects                                    National and International      
DISEASE, CONDITION OR DISORDER
     
TYPES OF SUBJECTS:  (CHECK ALL THAT APPLY)

     Adults                                      Children                             Vulnerable Populations

 FORMCHECKBOX 
 Healthy Adults                       FORMCHECKBOX 
 Newborns                     FORMCHECKBOX 
 Institutionalized Individuals

 FORMCHECKBOX 
 Adults 18-64                          FORMCHECKBOX 
 Children 1-6                  FORMCHECKBOX 
 Assisted Living Resident

 FORMCHECKBOX 
 Adults 65 +

                FORMCHECKBOX 
 Children 7-12                FORMCHECKBOX 
 Nursing Home Resident

 FORMCHECKBOX 
 Pregnant Women                  FORMCHECKBOX 
 Adolescents 13-17        FORMCHECKBOX 
 Physically Impaired
                                                                                             FORMCHECKBOX 
 Cognitively Impaired

                                                                                             FORMCHECKBOX 
  LSUHSC-NO Employees-Staff*
                                                                                             FORMCHECKBOX 
  LSUHSC-NO Students
                                                                                             FORMCHECKBOX 
  Prisoners*
 FORMCHECKBOX 
 Residential Home Visit Requested (private homes or apartments)     

RECRUITMENT
Indicate all method(s) that will be used:

      FORMCHECKBOX 
Own Patients

      FORMCHECKBOX 
Primary Physician Referrals

      FORMCHECKBOX 
Emergency Room

      FORMCHECKBOX 
Out-Patient Clinics

      FORMCHECKBOX 
In-Patients

      FORMCHECKBOX 
Dear Colleague Letters

      FORMCHECKBOX 
 Dear Patient Letters

      FORMCHECKBOX 
 Medical Records

      FORMCHECKBOX 
 Patient Databases

      FORMCHECKBOX 
Newspaper/Radio/TV/Media

      FORMCHECKBOX 
Fliers and Postings within the School, Hospital, Clinics

      FORMCHECKBOX 
Email

      FORMCHECKBOX 
Internet Sites

      FORMCHECKBOX 
Registries

      FORMCHECKBOX 
Sponsor Managed “800 numbers”

                        FORMCHECKBOX 
OTHER, list
     
The script for all items must be attached to the application.
INFORMED CONSENT PROCEDURES

Consent to be Obtained From

 FORMCHECKBOX 
 Subject

 FORMCHECKBOX 
 Parent

 FORMCHECKBOX 
 Immediate Family Member

 FORMCHECKBOX 
 Legally Authorized Representative (LAR)

If non-English speaking subjects are to be enrolled, contact the IRB Office for instructions.

In accord with federal regulations, [21CFR50.20] the IRB must be provided with the following

Information:
Consent will be administered by:
1.  List the names of the individuals other than the investigators who are authorized to conduct the informed consent discussion:
     
2.  Where will the informed consent discussion take place?
     
3.  Are subjects required to enroll in the study at the time of recruitment?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 NO



If Yes—How much time is allotted for obtaining consent      
4.  How is comprehension of the consent information assessed?

      
5.  Describe how capacity to consent will be determined if subjects are decisionally impaired.

     
If the subject is unable to give consent and consent will be obtained through an LAR:


Describe how the subject’s ability to consent will be re-assessed during the trial and how consent will be obtained in the event the subject regains the ability to give his or her own consent.
     
REMUNERATION and COMPENSATION 
IRB Policy requires that payment be equally divided by visit and that subjects be paid (vouchers) at the time of each visit.  Payment cannot be contingent on completion of all visits. 
1.  Payment for participation (time and effort)

Indicate the amount of money for each visit $       and the total amount $      
2.  Reimbursement

If money is available for travel, expenses and other items, state the dollar amount $      
3.  Will subjects be given any other type of compensation, e.g., gift cards, gifts, etc.?
  FORMCHECKBOX 
 NO

  FORMCHECKBOX 
 Yes, Describe Briefly       
Document Submission List Memo
Identify the separate attachments being submitted with this application.  Be Specific.   Provide the 

title and date of the protocol, amendments, investigators brochures, etc.  If there is more than
one consent form or amendment, specify the number of documents.  This list must be done as a separate memo. This list will provide an inventory of the items submitted for review.
Checklist for Submission

2 Sets of the Following:

Demographic Form 

Clinical Research Application (this form)
Federal Grant Proposal

Protocol                                        

Investigator’s Brochure(s)            

Safety Reports

Subject Instruction Sheets

Patient Diaries

Consent Form(s)

Assent Forms(s)

HIPAA Authorization

Advertisements

Scripts

Tools and instruments such as surveys, assessments, quality of life, etc.
Patient Emergency Notification/Instruction forms or cards

1 Set of the Following: 

Clinical Procedures List
-a list of study specific treatments and procedure must be attached to the application. It must indicate what items are specifically for this research study and what procedures are Standard of Care.  Indicate the frequency (weekly, monthly, each visit, etc). This includes MRIs, blood draws, labs, x-rays, echos, ultrasounds, etc.)
1 Copy of the FDA 1572 form for each study team member 




Subject Identification, Recruitment, Enrollment, Remuneration and the Informed Consent Process











Print and Submit 2 copies of this application and Two sets of all supporting documents and tools along with the Signed Demographics Form (3 copies) to:


IRB Office, Resource Center Room 206, 433 Bolivar, New Orleans, LA 70112


Phone [504] 568-4060 FAX [504] 568-8808 


Application Deadlines Posted on IRB Website 





Electronic Submission is not available. Checklist of Documents is on the last page.











Business Details








Protocol Details








Residential Home Visits 


For studies that require home visits for surveys or data collection see


LSUHSC- NO Chancellor’s Memo 16


 


LSUHSC-NO Employees/Staff/Students


IRB policy on enrollment of LSUHSC Employees and Students see  


IRB Guidebook section 5.6


� HYPERLINK "http://www.lsuhsc.edu/no/administration/rs/irb/IRB%20Guide.pdf" ��� 


PRISONERS For studies conducted under 45CFR46 Subpart C Call the IRB Office for additional required information.  Approval to submit Prisoner Research must be obtained prior to submission of the application. see


LSUHSC-NO Chancellor’s Memorandum 45 �HYPERLINK "2009%20clinical%20appcw.doc"��� 











