
LSUHSC-NO Institutional Review Board

Federal Wide Assurance 00002762 Registration #  00000177
Expedited Review Request*
Application for Research Activities Under 45CFR46.110 and 21CFR56.110 

There is an Information Sheet available to assist with the items in this form.

Help is provided in the status bar at the bottom of the document as you tab through the form
*Expedited Review: All activities must meet the definition of minimal risk “ 46.102(i) Minimal risk means that the probability and magnitude of harm or discomfort anticipated in research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.”
Only research activities that present no more than minimal risk and involve only procedures listed in one or more of the qualifying categories may be reviewed through the Expedited Review procedure. The list of Expedited Categories is provided on the IRB section of the ORS webpage .
It is also available on the US Office of Human Subjects Protection webpage.

hhs.gov/ohrp/humansubjects/guidance/expedited98.htm
The standard requirements for Informed Consent apply to all human subjects’ research.  A waiver or alteration may be requested. See Section 12.
Provide the following information and submit 2 printed copies of this completed form
1.  Investigators (state names and departments)

Principal Investigator:       
Co-Investigators:       
2.  Title of Protocol or Proposal:      


3. Expedited Category
State the category(s) that you think applies to this proposal. Check all that apply. 

Category 1 Drugs & Medical Devices     FORMDROPDOWN 
               

Category 2 Blood Samples     FORMDROPDOWN 
 

Category 3 Biological Specimens Noninvasive Collection  FORMCHECKBOX 
  
Category 4 Data --Noninvasive Collection  FORMCHECKBOX 
  

Category 5 Data –Collected for Medical Treatment/Diagnosis      
                               Existing Data Chart Review  FORMCHECKBOX 

                               Prospective Collection  FORMCHECKBOX 

Category 6 Data –Voice, Video, Digital Recordings  FORMCHECKBOX 
 

Category 7 Individual or Group Behavior  FORMCHECKBOX 
 

4.  Project Abstract In this space, provide the brief description of the research. No more than 300 words.
     

For Chart Reviews See the Information on the following page.
5.  Place the Project Description in this area. 
     
Category 5 
Retrospective Chart Review Research Plan

If your research method will only be the re-interpretation of existing data from medical records fill out the following information.  

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

     
1.  What is the purpose of the study?       or 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      
3.  The time frame of charts will be from        to        m/d/yyyy  Give actual dates (1/1/2008  to 6/31/2008 ).  The time period must precede the application date,  
4.  Number of medical records to be used      
5.  How will you have access to the actual medical records/charts?       
6.  Will an electronic search be performed for you by medical record specialists?

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
7.  Who will actually review the charts?      
8.  What data items will be collected?       
9.  Will subject’s name, medical record number, pathology # etc. be collected? 
 FORMCHECKBOX 
 No    FORMCHECKBOX 
  Yes  
10.  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 
 No   FORMCHECKBOX 
 YES
If the answer is yes, provide additional details about encryption and confidentiality.

     
11.  Data Analysis Plan

     
12.  Attach a bibliography or literature review with the application paperwork.

6. Subjects - Identification, Recruitment, Consenting 

 FORMCHECKBOX 
  No direct subject contact  
Number of Subjects:         Local

      National/International
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  (1-5)            FORMCHECKBOX 
 Cognitively/Physically Impaired
 FORMCHECKBOX 
 Adults 65-100                        FORMCHECKBOX 
 Children   (6-12)         FORMCHECKBOX 
 LSUHSC-NO Employees-Staff*
 FORMCHECKBOX 
 Nursing Home Residents       FORMCHECKBOX 
 Adolescents (13-17)   FORMCHECKBOX 
 LSUHSC-NO Students*
 FORMCHECKBOX 
 Assisted Living Residents                                              FORMCHECKBOX 
 PRISONERS
 FORMCHECKBOX 
 Home Visit Requested                                                                            

7.  Recruitment

Use check boxes to indicate how subjects will be identified

Indicate all of the method(s) will be used:

         FORMCHECKBOX 
Own Patients

         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”

         FORMCHECKBOX 
Fliers and Postings within the School, Hospital, Clinics

         FORMCHECKBOX 
OTHER explain:       
Permission letters from the sites must be provided with the application
8.  Informed Consent Process and Documentation 

 FORMCHECKBOX 
  Waiver of Informed Consent is requested

 FORMCHECKBOX 
  Waiver of Documentation of Informed Consent is requested

For this research, consent will be obtained from:

             FORMCHECKBOX 
Adult Subject 

             FORMCHECKBOX 
Child with Assent and Parent Permission
             FORMCHECKBOX 
Immediate Family Member 
The following individuals will provide the informed consent discussion. 

1. PI and Co-PIs (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 specific location(s) where the informed consent discussion will take place. e.g. bedside, waiting room, conference room at the clinic, school conference room, coffee shop, library, health fair etc.     
Informed Consent is documented through a written form. Written Consent Forms must be developed for adults and Assent Forms for minor participants who are ages 7-13.  Older adolescents can be enrolled with a form using the style of the adult consent form.  Parent Permission forms must be developed for use with the Assents.
To request a waiver of informed consent see section 12
To request a waiver of documentation see section 13
9.  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 _______      
10.  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 research records or specimens will 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 ? 

     
Will you have access to, or create a link, which would make it possible to identify subjects?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes 

Waivers  
If a waiver of HIPAA authorization (Item 11) and/or Informed Consent (Item 12) is requested, fill out the explanation following each item as it applies to this project. 
11.  Waiver of HIPAA Authorization
Request for Waiver of Authorization Under the HIPAA Privacy Rule 
Fill in items 1(a,b,c ) 2, and 3
1. The use or disclosure of protected health information involves no more than minimal risk to the individuals.  The method for ensuring this is to be explained in a, b and c. 

a) There is an adequate plan to protect the identifiers from improper use and disclosure 

Describe the plan      
b) There is an adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers, or such retention is otherwise required by law 

Describe the plan      
c) There are adequate written assurances that the protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of protected health information would be permitted by this subpart 
     
2.    The research could not practicably* be conducted without the alteration or waiver
State the rationale      
3.    The research could not practicably* be conducted without access to and use of the protected health information  Describe      
12. Waiver of Informed Consent 

Request for Waiver of Informed Consent Under the Common Rule

1.    The research involves no more than minimal risk to the subjects 

Describe      
2.    The waiver or alteration will not adversely affect the rights and welfare of the subjects
Describe      
3.    The research could not practicably* be carried out without the waiver or alteration
Describe      
4.    Whenever appropriate, the subjects will be provided with additional pertinent information after participation
Clarify if this will be done      

13 .   Waiver of Documentation of Informed Consent 45CFR46.117(c)

Choose one of the following and provide information relative to the specific procedures in this protocol:

 FORMCHECKBOX 
45CFR46117(c)(1) That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality.  Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject’s wishes will govern.

Describe potential harms/risks       
Or
 FORMCHECKBOX 
45CFR46117(c)(2) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

Describe procedures       
In cases in which the documentation requirement is waived, the IRB may require the investigator to provide subjects with a written statement regarding the research.

The waiver information is also provided as a separate form WAIVERS
Print and Submit 2 copies of this form and 
2copies of the following :
Demographic Form 

HIPAA  Authorization 
Consent Forms

Assents

Protocol

Site Permission Letter

1 Copy

Tools, survey instruments, assessment forms, rater forms, etc.

Item Inventory List in memo form signed by the PI 
Submission Date        
To apply for expedited review* provide the following:


1.  Demographic Form with attachments (2 copies)


2.  Expedited Review Request Form (2 copies) (This form)


3.  Full Protocol (2 copies)


4.  Informed Consent Document [ for waiver requirements section 12] (2 copies)


5.  Modified Informed Consent [telephone consent, oral script ,etc. must include all of the elements of informed consent] (2 copies)


6.  Attach one set of all tools, questionnaires, surveys, diaries, scripts, etc.


7.  Attach a HIPAA Research Authorization Form or apply for waiver (section 11)


8.  Attach separate forms for HIPAA de-identified form, HIPAA decedent form, etc. available at Office of Research Services (ORS) HIPAA website.





The IRB Chairman or designee will make the final decision regarding eligibility for Expedited Review* 


Exempt Status Determination see the Exempt Application and Info





For Expedited Regulations see the 


LSUHSC-NO IRB Information Sheet: “Categories for Expedited Studies ” for full text of these categories.  There are 7 categories for new studies.  Indicate in item 3 the category that you think applies to this proposal.  


Additional information is also available at the U.S. Office of Human Research Protections website hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm#46.110








Project Abstract [see Information Sheet for Expedited Review Requests for further guidance] Limit 300 words





For Assistance See Information Sheet to the Expedited Review Request Item 4


 


State 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. 





 








Residential Home Visits 


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


LSUHSC-NO Chancellor’s Memorandum 16


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


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 "http://www.lsuhsc.edu/no/administration/cm/cm-45.aspx" ���








*The test of practicability may be met, for example by  


The need for a large number of subjects 


A presumed or demonstrated inability to contact subjects for whom contact information may not be accurate 


The fact that many of the subjects may have died, or 


The fact that a lack of data from a few subjects may make the number of subjects available for the study too few to make the study valid.











The next set of questions will serve as the protocol format for your chart review study.  Complete these questions. Print out this page(s) and submit with your Expedited Study Application. 





Project Description 


The following items should be addressed as applicable to the study





Study Design


Study Population


Research Procedures and Activities


Potential Risk


Potential Benefit


Safety Precautions


Alternatives





For surveys, questionnaires


             Copy of the instrument must be provided with this application


             Cover letter or script of oral presentation


For chart/record reviews see the information following this 


All Studies Must Include


1.  Background 


2.  Objectives 


3.  Study Design 


4.  Study Population Characteristics including Minority Groups 


�Indicate what information will be collected and if there is a link from the data to the individual.

















For Assistance See Information Sheet to the Expedited Review Request Item 6 “Guide to Writing the Non-Clinical Project Abstract”


 


State 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 indi








