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SUBMISSION FORM FOR A NEW NON-TREATMENT STUDY

Instructions:

Non-Treatment Studies are those that do not include an intervention with the patient.  Examples of some non-treatment studies are retrospective chart reviews or the analysis of previously collected data. To request Exempt or Expedited review please refer to the research categories as listed in the federal regulations, 45 CFR 46.110 and 21 CFR 56.110, and contact the IRB office if you have any questions. 
Not every item may be applicable to your study, but each question on the application must be answered. Incomplete submissions delay the review process. Please contact the IRB Office (303-837-6529) if you have any questions throughout the submission and approval process.    
Please complete this checklist when compiling IRB submission materials, the IRB will use the checklist to verify that all appropriate materials have been received. Incomplete submission of required documents will delay the review. Please submit three (single sided) copies of the following: 

Investigator Use:




                                               IRB Received:               




  
 FORMCHECKBOX 
  Submission Form for New Non-Treatment; must be typed, signed                                             FORMCHECKBOX 
      

      and dated.

 FORMCHECKBOX 
  Protocol, including current Amendments/Revisions                                                                      FORMCHECKBOX 
                          


 FORMCHECKBOX 
 Sponsor’s draft Informed Consent Form (if appropriate)


                              FORMCHECKBOX 



 FORMCHECKBOX 
 Local Investigator’s draft Consent Form; with version number and date.                                       FORMCHECKBOX 
    


 FORMCHECKBOX 
 Authorization to Use and/or Disclose Protected Health Information for Research
 FORMCHECKBOX 
          
      (HIPAA Authorization form)

 FORMCHECKBOX 
 Surveys, Diaries, Questionnaires, etc. (all documents the patient will see)                                    FORMCHECKBOX 



 FORMCHECKBOX 
 Recruitment materials, such as fliers & scripts


  
                             FORMCHECKBOX 


                                                 

 FORMCHECKBOX 
 Certificate of Human Subjects Protection Training                                                                         FORMCHECKBOX 
       


 FORMCHECKBOX 
 Conflict of Interest Disclosure 
                                                                                                     FORMCHECKBOX 

 FORMCHECKBOX 
 CV or resume for all investigators (must be current)                                                                      FORMCHECKBOX 

       



 FORMCHECKBOX 
 Department Agreement (for hospital department)                                                                           FORMCHECKBOX 

        
 FORMCHECKBOX 
 Waiver of or Alteration to Required authorization for Access to Protected Health Information
 FORMCHECKBOX 

        
       (HIPAA Waiver) 

        

 FORMCHECKBOX 
 Initial Application Fee or Waiver Form
                                                                                       FORMCHECKBOX 

SUBMISSION FORM FOR A NEW NON-TREATMENT STUDY
For Expedited or Full Board Review

Project Title: 

Date form completed: 

Protocol Name, Version Number and Date: 

PRINCIPAL INVESTIGATOR NAME & Degree:     
Department:      
Office address:                                 

Complete Mailing address for IRB Correspondence: 
Phone Number:     
E-mail Address:     
Coordinator/office contact:     
Phone Number:      

FAX Number:     
E-mail Address:      
Mentor: NAME & Degree:     
(Required for all students and residents and fellows)

Department:      
Complete Mailing address for IRB Correspondence: 
Phone Number:     
E-mail Address:     
List of all research personnel associated with this study, including but not limited to all personnel charged with obtaining consent:

Name, degree:                 Research responsibilities:                                                                                                                                                                                                                                                                                                                  

Human Subjects Protection Certification   □Yes   □ No

Name, degree:                Research responsibilities:                                       

Human Subjects Protection Certification   □Yes   □ No

List of all research personnel associated with this study, including but not limited to all personnel charged with obtaining consent:

Name, degree:                Research responsibilities:                                       

Human Subjects Protection Certification   □Yes   □ No
Name, degree:                Research responsibilities:                                       

Human Subjects Protection Certification   □Yes   □ No
Name, degree:                 Research responsibilities:                                                                                                                                                                                                                                                                                                                  

Human Subjects Protection Certification   □Yes   □ No
Use more space as needed to list all study personnel.
Study Sponsorship and Funding Information:
 FORMCHECKBOX 
 Investigator Initiated
 FORMCHECKBOX 
PHARMACEUTICAL COMPANY (name):      
 FORMCHECKBOX 
 CRO: (name)      

 FORMCHECKBOX 
 Other source of funding (name):      
Provide complete Sponsor Billing Information: 

Company/Name of Organization:

Contact Person:

Street address:

City, State, Zip code:

Telephone #: 

 FORMCHECKBOX 
  For federally-funded research:  
Provide grant #:______

Include copy of grant application. 
Specify name of institution and department receiving the grant.      
Site of Research:

 FORMCHECKBOX 
 Exempla Saint Joseph Hospital

            
 FORMCHECKBOX 
 Exempla Lutheran Medical Center

 FORMCHECKBOX 
 Exempla Good Samaritan Medical Center
 FORMCHECKBOX 
 Exempla Physician Network (specify location)
 FORMCHECKBOX 
 Other: (specify location)

Specify each location where the: Recruitment, Informed Consent and Research will be done, (e.g. dept., office, clinic):  
                               

This protocol involves (indicate all that apply):
 FORMCHECKBOX 
 Human subjects only indirectly (records, specimens, etc)

 FORMCHECKBOX 
 Exempt category of research (45 CFR 46.101(b))

 FORMCHECKBOX 
 Expedited review category of research (45 CFR 46.110) 

 FORMCHECKBOX 
 Waiver or alteration of consent (45 CFR 46.116 (c-d))
 FORMCHECKBOX 
 Genetic Research on samples or tissues
 FORMCHECKBOX 
 Storage of Specimens for Unspecified Future Research Studies
Refer to: http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html

Estimated duration of study:        Specify dates of review period for data collection:      
Study subjects will include (indicate all that apply and submit additional required forms as needed):

 FORMCHECKBOX 
 Minors (<18 years of age)
      Include parental consent form/assent form, addendum Research Involving Children form.
 FORMCHECKBOX 
 Elderly (>70 years of age)
 FORMCHECKBOX 
 Pregnant women
      Include addendum Research Involving Pregnant Women, Human Fetuses and/or Neonates form

 FORMCHECKBOX 
 Terminally ill 

 FORMCHECKBOX 
 Wards of the state 

 FORMCHECKBOX 
  Prisoners *STOP HERE the IRB cannot accept research that involves prisoners. 
 FORMCHECKBOX 
 Employees or Staff as subjects

 FORMCHECKBOX 
 Non-English Speaking
     Include translated informed consent form, and HIPAA Authorization  
 FORMCHECKBOX 
 Cognitively or psychologically impaired 

 FORMCHECKBOX 
 Subjects unable to consent for themselves

 FORMCHECKBOX 
 Poor/uninsured 

 FORMCHECKBOX 
 Deceased subjects

For each checked box, list specific safeguards that are in place to protect the rights and welfare of vulnerable subjects:
Describe steps taken to avoid causing potential subjects to be or feel coerced into participating in the research:

1) Indicate maximum number of subjects (participants, patient records or specimens) to be  enrolled/reviewed:      
2) Describe how subjects will be identified and recruited (e.g. physician referral, review of medical records, newspaper ad, bulletin board notice, radio, or TV spot, etc.)        
  Note: 1) All advertisements/recruitment materials must be submitted to the IRB.
            2) Access to patients’ medical records requires HIPAA Authorization or HIPAA Waiver.  
Summary of Study: 
 FORMCHECKBOX 
 Check here to indicate if you are attaching a separate protocol. If submitting a written protocol that address each of the items below you may provide the page number & paragraph reference for each section in the blanks.

Purpose: in lay terms provide a brief statement describing the research project. Include the hypotheses and specific aims of the proposed research.
Background and Significance (Explain the rationale for the proposed investigation)

Design and Methodology:

Describe the Study Procedures:
Planned Data Analyses
Literature Review (A reference list citing relevant background information must be submitted)

Research Subjects, Data and Specimens 
Include samples of all research instruments; surveys, questionnaires, interviews, Data Collection Sheets, etc.  

1) Will subjects be paid or receive any other inducements for participating? (e.g., free medication, free medical care)   FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes (explain):     
2) Will the subjects or their insurers bear any costs that are not a part of routine clinical care?
 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes (If yes, these should be reflected in the Informed Consent form & protocol list of study procedures and cost analysis)

3) Does this research involve the delivery of health care?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No      
4) Is there a standard of care for this population?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No      
If yes, clearly describe the differences in standard of care vs the research procedures: 
         5)  Do all data and/or specimens already exist? Specifically were they already collected for other non-research purposes?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

6) Did any investigator or member of the research staff originally interact or intervene with patients/subjects (e.g. in clinic or research visits) from whom data or specimens will be analyzed for this study?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No      
7) List sources from which all proposed data and specimens will be obtained (include Data Collection sheet. Note: if using data/specimens from previously approved study include IRB study # and modification form):

8) List the significant selection criteria for participants, data or specimens:     
Note: Review of medical records must be limited to the specific information described in the study protocol.

9) Will highly sensitive or personal information be collected or tested (include all surveys, interviews and questionnaires for IRB review)?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No      
10) Will any of the collected data for this study come from documentation that identifies the patient/subject (e.g. through chart review, search of the EMR, etc)?     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No      
11) Will the data collected for research contain identifiable information (names, medical record number, unique characteristics that could identify the subjects)?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No      
12) If the collected data will be coded, will any investigator or research personnel possess a “key code” or master list so that data/specimens can be linked to identities of subjects? 

  FORMCHECKBOX 
 N/A    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No      
     a) If yes, at what point will the code be destroyed?      
     b) Who will possess the code?        

13) Will data be stored in electronic format?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No      
14) Describe the system/application(s) used for the collection, storage and management of data: 

15) How will data be protected? 

       Encrypted               FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No      
       Restricted Access   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No      
16) If restricted access; describe how access will be restricted and who will have access to the data?

17) Will subject data be transmitted off site (e.g. to the sponsor or other research site)? 
        FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   If yes, describe the process: 
Note: data transfers must be compliant with 21 CFR Part 11 Subpart B
18) Will data be collected on audio/ digital audio recordings?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
       If yes, please answer the following:

a. Will identifiable information be removed during the transcription process: 

             FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A

      b. Can individuals request portions of the recording be deleted?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

      c. Will data from or about non-consenting participants be eliminated?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

      d. Is there a plan for the secure destruction or reuse of audio recordings?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

      e. Will recordings be transported or removed from the worksite?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

         If yes, describe plan:

19) Will data be collected on videos or photographs?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
      If yes, please answer the following:

      a. Will a release for video/photographic imaging be obtained?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

      b. Will images of consenting individuals be disguised?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

      c. Will images of non-consenting individuals be disguised?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

      d. Will videos or photographs be transported/transmitted or otherwise removed from the worksite?
         FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
        If yes, describe plan: 
Risks and Benefits 

1.  Does this research involve  FORMCHECKBOX 
 minimal risk   FORMCHECKBOX 
 greater than minimal risk 

(A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed 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. For example, the risk of drawing a small amount of blood from a healthy individual for research purposes is no greater than the risk of doing so as part of routine physical examination. )
2. Describe any reasonably foreseeable risks from participation in the study (including breach of confidentiality)?
3. Are there any significant social or psychological risks?   FORMCHECKBOX 
 NA   FORMCHECKBOX 
 Yes      
4. How will you protect the privacy and confidentiality of study participants’ specimens and data? 
5. If the study poses a risk of disclosure of reportable events (child abuse, criminal activity, HIV infection) is a Certificate of Confidentiality required?  FORMCHECKBOX 
 NA     FORMCHECKBOX 
Yes:        

6. Describe the anticipated benefits to subjects:       
7. Discuss potential benefits to society as a whole:      
8. How do you justify the risks inherent in participating in the study (e.g. an invasion of privacy) versus the anticipated benefits?     
9. Do you believe that the anticipated benefits of the research outweigh the potential risks? 
    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
10. Describe the process for reporting Adverse Events and Unanticipated Problems to the IRB:

          
Informed Consent 
1) Is a waiver of consent or a waiver of documentation of consent being requested?  
    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
a) If yes, describe how the participant will be informed of the procedures and risks associated with the study:
b) Will completion of a survey indicate consent?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
Documentation of Informed Consent (if applicable) 

2) Will consent be obtained prior to any research procedures being done?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
     If no, please explain:      
3) Who will conduct the informed consent process? 
4)  How have the individuals conducting the informed consent process been trained?
5) Will consent be obtained in a quiet and private setting?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
       a) Describe setting:      
6) Will potential participants be given time to read the consent, ask questions and have time to consider whether or not to be involved in the study?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
    a) Describe process for obtaining informed consent:       
7) Describe how the study participants’ autonomy and comprehension will be assessed?  
8) Will consent be obtained from the patient’s Legally Authorized Representative? 
     FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
9) How will the participant’s questions about the research be answered?  
10) Will non-English speakers be especially targeted for inclusion in this research? 

       FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
 If yes, include a translated informed consent document in the material submitted for review. 
11) How will occasional non-English speakers be consented?     
12) If subjects who are blind, illiterate, or have similar reading limitations are likely to be consented in this study will the entire consent form be read to the subject?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
   a) Will a witness be present for the entire consent process?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
   b) If yes, describe who will serve as a witness:      
13) Will the participants receive copies of the signed and dated consent and HIPAA Authorization forms?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No    
14) Will copies of the signed and dated consent and HIPAA Authorization forms be included in   the patient’s record?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
No 
   If no, explain:     
15) All studies that require subject’s Informed Consent are required to retain the consent forms in  the research records; securely stored and accessible for three years after completion of the study.  (45 CFR 46.115(b)) 
Specify location where research documents and records will be stored:      
Investigator’s Acknowledgement 

As Principal Investigator of this study, I certify that:

· I accept responsibility for the rights and welfare of the research participants involved with this study; 
· I agree that the benefits outweigh the risks to the participants in this study;

· Enrollment of subjects will be equitable, and I agree to the appropriate safeguards for vulnerable populations;

· I agree to comply with the Exempla Healthcare Institutional Review Board’s Policies and Standard Operating Procedures*;

· I will seek and obtain prior written approval from the IRB for any modifications in the proposal, including but is not limited to changes in procedures, co-investigators, funding agencies, consent forms, protocols, participant and advertising materials, and investigator brochures unless a change is necessary to eliminate an apparent hazard to the participants in the study (See IRB Policies and Standard Operating Procedures*);

· I will promptly report any unanticipated problems, serious adverse events, or serious protocol deviations that may occur in the course of this study – promptly for internal events means a phone or email notification within 2 business days and a written report within 5 business days and for external events promptly mean within 5 business days (See IRB Policies and Standard Operating Procedures*); 

· All research personnel have been, or will be, sufficiently trained in their duties for this study;
· I will not begin my research until I have received written notification of final IRB approval;  

· All hospital departments required for this research have been consulted; 
· A completed Submission Form for Continuing Review of this study will be submitted as requested by the IRB;
· I will notify the IRB when this study is complete. 

· I attest that all research related records (hardcopy and/or electronic or other media form) will be securely stored, kept reasonably accessible for inspection and retained for three years after the completion of the study, as required under HHS regulations at 45 CFR 46.115(b).   
 
I verify that I have reviewed all responses provided in this submission form and that all responses are true and accurate.  If these conditions are not met, I understand that approval of this research could be suspended or terminated.  
________________________________________

_______________

Signature, Principal Investigator



Date
Mentor’s Responsibilities: 
· I agree to provide oversight for the conduct of this Resident/Student Research. 

·  I agree to comply with the Exempla Healthcare Institutional Review Board’s Policies and Standard Operating Procedures*

· I attest that all research related records (hardcopy and/or electronic or other media form) will be securely stored, kept reasonably accessible for inspection and for studies obtaining Informed Consent retained for three years after the completion of the study, as required under HHS regulations at 45 CFR 46.115(b).   
 
I verify that I have reviewed all responses provided in this submission form and that all responses are true and accurate.  If these conditions are not met, I understand that approval of this research could be suspended or terminated.  
______________________                                     _____________

Signature, of Research Mentor                                 Date
*  The Exempla Healthcare IRB Policies and Standard Operating Procedures and all submission forms are located on the Exempla Portal (Physician Home Page, under the heading IRB Info).  A paper copy will be mailed or an electronic version will be emailed upon request.  Please call 303-837-6529 or email Cami Lind, IRB Coordinator, at lindc@exempla.org.  

   IRB USE ONLY


    Date Received





   ___/___/___





IRB #_
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