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LSUHSC-NO Institutional Review Board

Federal Wide Assurance 00002762 Registration #  00000177
Request for Determination of Exempt Status
45 Code of Federal Regulations 46.101(b) 
Research that is considered exempt from full IRB review must be filed with the IRB and screened for exempt status.  The authority to determine and confirm exempt status rests with the IRB and not with the investigator or the faculty advisor. 
                   You must apply to the IRB to receive this determination.  


Screening Questions For Research involving Special Populations or Interventions

If the answer to any of these questions is YES, the project does not qualify for Exempt Status and the Expedited Application should be used.  
EXEMPT DETERMINATION REQUEST       Date      
Principal Investigator:      
Co-Investigators:       
Title of Protocol or Proposal      
For the full text of the categories and examples see the Information Sheet on Exempt Research Categories
Choose One Category for Exempt Status 
 FORMCHECKBOX 
Category 1 Research on Educational Practices in Educational Settings 

 FORMCHECKBOX 
Category 2 Research using Educational Tests, Survey Procedures, Interview  Procedures or Observation of Public Behavior  (does not apply to children unless except for research involving educational tests (cognitive, diagnostic, aptitude, achievement) or observations of public behavior when the researcher(s) do not participate in the activities being observed).
 FORMCHECKBOX 
Category 3 Research using Educational Tests, Survey Procedures, Interview Procedures or Observation of Public Behavior (Public Officials)  

 FORMCHECKBOX 
 Category 4 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.
***Chart Reviews that do not record identifiers or maintain a link may qualify.  The reviewer should be the clinician who would provide routine care for the patient(s).
 FORMCHECKBOX 
 Category 5 not available (see information sheet)
 FORMCHECKBOX 
 Category (6) Taste and food quality evaluation and consumer acceptance studies
Category #         Briefly State the Research Question      
(see next page for Chart Reviews)

Project Description, Activities and Methods
     
Project Abstract  In this space, provide a brief description of the research. No more than 300 words
     
Category 4
Review of Existing Records

Location of the records.  State the actual hospital, clinic or office address.

     
1.  What is the research question        
Provide supporting background information from prior studies that will support this study.

2.  Describe the source of medical records for chart review       

 FORMCHECKBOX 
 Yes records are currently in existence

Exempt research must qualify as a review of existing records or existing data sets that have been released to you without identifiers. By submitting this application you are affirming that the records or data sets already exist.
3.  The time frame of charts will be from        to        m/d/yyyy  
Give actual dates (1/1/2008  to 6/31/2008 ). The dates must precede this application.
5.  Number of medical records to be used      
6.  Provide the authority (Medical Director, Chief of Staff)  that has granted you access to actual records/charts?   

     
7.  Will an electronic search be performed for you by medical record specialists?
 FORMCHECKBOX 
 YES   FORMCHECKBOX 
 No   
8.  Who will actually review the charts?      
9.  Describe the data items will be collected **       
10.  Will subject’s name, medical record number, pathology # etc. be collected? 
 FORMCHECKBOX 
 No    FORMCHECKBOX 
  Yes  If yes, this does not qualify for Exemption.
11.If after collecting the data and returning the chart or data source to its appropriate location, you need to collect any additional data or to verify any of the collected data for a subject, will it be possible for you to identify and access the source data again based solely on information recorded in your data sheet/database?  FORMCHECKBOX 
 YES  FORMCHECKBOX 
 No
If YES this study does not qualify for Exemption.

**The actual collection sheet must be provided with this application.
 FORMCHECKBOX 
  No interaction with subjects. Category 4 Existing Data.

Subjects Involved:  Identification and Recruitment
Number of Subjects:      
Types of subjects:  (check all that apply)

 Adults                                      Children                        Vulnerable Populations
 FORMCHECKBOX 
Healthy Adults                     N/A Newborns                     FORMCHECKBOX 
  Institutionalized Individuals

 FORMCHECKBOX 
Adults 18-64                          FORMCHECKBOX 
Children  (1-5)                FORMCHECKBOX 
  LSUHSC-NO Employees-Staff
 FORMCHECKBOX 
Adults 65-100                        FORMCHECKBOX 
Children   (6-12)             FORMCHECKBOX 
  LSUHSC-NO Students*
 FORMCHECKBOX 
Nursing Home Residents       FORMCHECKBOX 
Adolescents (13-17)       FORMCHECKBOX 
   Pregnant Women

 FORMCHECKBOX 
Assisted Living Residents                                                 FORMCHECKBOX 
   Physically Disabled

                                                                                               FORMCHECKBOX 
   Cognitively Impaired

Location
State the actual location of the research.  For observational studies be as specific as possible e.g.  The Superdome, Lakeside Mall, City Hall, Main Library, etc.

     
Recruitment

Use check boxes to indicate how subjects will be identified

Indicate which method(s) will be used:

         FORMCHECKBOX 
 Own Patients 

         FORMCHECKBOX 
 Own Students

         FORMCHECKBOX 
 Medical Records                                           

         FORMCHECKBOX 
 Primary Physician Referrals                   FORMCHECKBOX 
Patient Databases  

         FORMCHECKBOX 
 Emergency Room                                    FORMCHECKBOX 
Newspaper/Radio/TV/Media

         FORMCHECKBOX 
 Out-Patient Clinics                                  FORMCHECKBOX 
Email  

         FORMCHECKBOX 
 In-Patients                                                FORMCHECKBOX 
Internet Sites

         FORMCHECKBOX 
 Dear Colleague Letters                            FORMCHECKBOX 
Registries

         FORMCHECKBOX 
 Dear Patient Letters                                 FORMCHECKBOX 
Sponsor Managed “800 numbers”

        (  ) Fliers and Postings within the School, Hospital, Clinics

        (  ) OTHER explain:

Permission letters from the sites must be provided with the application
Informed Consent Process and Documentation and HIPAA
 FORMCHECKBOX 
  Informed Consent is not required for this study.  

(Applies to Category 4 Only)
       FORMCHECKBOX 
 review of existing public data sets

       FORMCHECKBOX 
 research on existing de-identified biospecimens
Category 1 or Category 2
 FORMCHECKBOX 
  A waiver of informed consent is requested
 FORMCHECKBOX 
  A waiver of documentation of informed consent is requested
 FORMCHECKBOX 
  A waiver of HIPAA authorization is requested
Attach forms for waivers and submit with this application

If a waiver of documentation of written consent is requested provide the following:

Individuals participating in research must be provided with a brief description of the research that includes the basic elements of informed consent. Describe what will be said to introduce the study if this is a focus group or discussion group      
If enrollment will be done with an informed consent document, briefly describe the process:
     
For this research, consent will be obtained from:

             FORMCHECKBOX 
Adult Subject 

             FORMCHECKBOX 
Child with Assent and Parent Permission or Guardian
             FORMCHECKBOX 
Immediate Family Member

The following individuals will provide the informed consent discussion. 

1.  PI and Co-investigators (names)       
2.  Individuals other than the investigators who are authorized to conduct the informed consent discussion:

              
3.  If appropriate how will capacity to give consent be determined ?      
4.  Describe the location where the informed consent discussion will take place. e.g. bedside, waiting room, conference room at the clinic, school conference room, etc.
     
Confidentiality and Anonymity Check all that apply


How will research data be recorded ?


 FORMCHECKBOX 
Data Entry Sheet
 FORMCHECKBOX 
Computer  FORMCHECKBOX 
Database


             FORMCHECKBOX 
Other_______(specify)


How will data be stored ?


 FORMCHECKBOX 
Computer
 FORMCHECKBOX 
Locked File Cabinet
 FORMCHECKBOX 
Locked Office



             FORMCHECKBOX 
Other ____(specify)

            How will patient confidentiality be protected?   


 FORMCHECKBOX 
Coding System
 FORMCHECKBOX 
Limiting access to data/specimens  


             FORMCHECKBOX 
Password protected 


 FORMCHECKBOX 
Other _______
After Completion of Data Collection 


Will you keep information/data or video/audio tapes  FORMCHECKBOX 
 NO


If yes:



Describe why the information and/or specimens will be retained

Describe how the confidentiality of the retained information and/or specimens will be maintained (i.e. encryption, codes, etc)

State how long will research records or specimen be kept and if they are to be retained will they be stripped of identifiers at some point.  Describe your procedure.

Not including study staff, who has access to research records that identify subjects(including coded data) Monitors, FDA, NIH ?
Answer the above questions as applicable to this study        
Waivers of HIPAA Authorization and/or Informed Consent or Documentation
Review the information in the Waivers form if you think your study qualifies for a waiver. 

If a waiver of HIPAA authorization and/or Informed Consent or Documentation of Informed Consent is requested, fill out the explanation following each item as it applies to this application.  Address each waiver request separately. 
For consideration fill out all IRB forms completely, complete CITI training, and in addition apply to the Biosafety Committee.

Submit 2 Copies of this form and:
Demographic Form 

HIPAA 

Consent Forms, Assent Forms, Parent Permission, Site Permission Letters, etc.
Provide 1 Set of all the:

Tools, data collection sheets, survey instruments, assessments, rater forms, etc.

Item Inventory List in memo form 

(This memo will list all of the items being submitted. Be specific. 
Submission Date        
To apply for a determination of exempt status under 45.CFR46.101(b) provide the following:


1.  Demographic Form with attachments (2 copies)


2.  Review the list of Exemption Categories, Definitions and Screening Questions


3.  Fill in this Form (2 copies)


4.  Request for waivers (HIPAA, Informed Consent, & Documentation) see Waivers             form


The IRB Chairman or designee will make the final decision regarding eligibility for Exempt Status.








Project Description, Activities and Methods





In the next section, state the background of the study, the objectives or the problem, present knowledge relevant to it, the research hypotheses, and the goal of the proposed study as related to the research question.  Indicate the importance of the research. Indicate what information will be collected and if there is a link from the data to the individual.  





For the selected Category provide the overview of the project and answer the questions that are described in the Information Sheet for that Category





 State the length of time that the study is expected to last.


 


 For surveys, questionnaires, focus groups


             Copies of the all tools and instruments must be provided with this application


             Cover letter or script of oral presentation











In compliance with the Department of Health and Human Services (DHHS) regulations, certain research activities may qualify as exempt. There are six categories of research that may qualify for exempt status. Research activities in which the only involvement of human subjects will be in one of the categories under 45CFR46.101(b) qualify for review as exempt. The regulations do not address a maximum risk level, it is implicit within the concept of exempt research that there must be very little, if any, associated risk.


On this form check the single category that you believe applies to this proposal 


Additional information is also available at the OHRP website 


� HYPERLINK "http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.101" ��hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.101�




















Does your research:


Involve prisoners


Deception


Surveys of children or interviews with children


Interactions with children during an observational study 








Does the research data collection involve:


Videotape, audio recording, or photography that could potentially place an identifiable subject at risk


Recording of information about illegal activities


Recording of information about identifiable subjects that would embarrass them or place them at social, financial or emotional risk








Residential Home Visits do not qualify for exemption. 


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


� HYPERLINK "http://www.lsuhsc.edu/no/administration/cm/cm-16.aspx" ��lsuhsc.edu/no/administration/cm/cm-16.aspx�





*IRB policy on enrollment of LSUHSC Employees and Students IRB Guidebook section 5.6


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


Research using Prisoners does not fall in the Exempt Status Requirements











