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EXISTING HUMAN SUBJECTS DATA FORM
Cover Sheet: Page 1 of 3
	Title of Research Project:
	

	Funding Source:
	

	Is this a federally funded project?     Yes   No  

                       If yes, please list most recent date of FCOI Disclosure to Office of Sponsored Programs: 
                                                  

	Principal Investigator Name:
	 ____________________________________________________________________ 

	Department/Major:
	 ___________________________________________________________ 
	
	     
	State

	E-mail:
	 ___________________________ 
	        Phone:
	 ________________ 

	Principal Investigator (PI) Status:   Select one of the following eligible categories below for PI status:  

(*For further details, please contact the IRB or see SOP #5 for Principal Investigator Status Requirements.)

                                                       Faculty or Instructional Staff

                                                       Administrative Staff

                                                       Visiting Faculty/Scientist

Co-Principal Investigator(s) on Project?    Yes   No
Name(s) of Co-Principal Investigator(s):   ______________________________________________________________ 
Department(s):    ______________________________________________________________ 
E-mail:  __________________________________                    Phone:   __________________________ 
Co-Principal Investigator Status: (check all that apply)

                                                       Faculty or Instructional Staff

                                                       Administrative Staff

                                                       Visiting Faculty/Scientist

                                                       Post-Doctoral Student

                                                       University Staff 

                                                       Other (explain):   



	

	
	


Cover Sheet: Page 2 of 3
Research Personnel on Project?   Yes   No   (If yes, please complete chart below.  List students here.)
Please complete chart.  For status, please indicate if the research personnel are faculty, staff, student, or volunteer.  Indicate each person’s role in the project (including PI/Co-PIs) using the following number *key:                                                                                              1) research design, 2) recruitment, 3) informed consent, 4) data collection, 5) data analysis, 6) Other:_____.   Please attach an appendix if additional room is needed.
	Name
	Institution/

Affiliation
	Status 
	Role in Project         
*See Number Key Above
	Email 



	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Project Type:

                        Research
                        Student Research Project:  Field Study Thesis Dissertation Honors McNair

                        Class Project*


Name of Class:   ________________________________________________   


Name of Student(s) (a class roster may be attached): 

 ___________________________________________________________________________________________________
____________________________________________________________________________________________________  


Project Title:   _________________________________________________   

         Other** (please specify):   _______________________________________________________   
* Please contact the IRB if you are uncertain whether your class project requires IRB review.  For further details, please see SOP #7 Student Research and Class Projects

**If your project is a collaborative effort with another institution, please contact the IRB for assistance early in the process

Cover Sheet: Page 3 of 3
IRB Correspondence Contact: 

Please indicate any individual(s) other than Principal Investigator to include on IRB correspondence (approvals, expiration or closure notices, modification requests, etc.) related to this application:   ______________________________________   
By signing this form, the Principal Investigator certifies that:

a) the information provided in this application is correct

b) s/he has read and understands UW Oshkosh policies regarding the protection of human participants in research;

c) s/he will not begin research (including recruitment of research participants) until formal notification of IRB approval is received

d) s/he takes responsibility for the research design, and will make best efforts to ensure all personnel engaged in the research are in compliance with the requirements of the UW Oshkosh IRB; 

e) for student projects, s/he has thoroughly reviewed the application, has provided training and guidance in research design, and is providing signatory testimony that the application exhibits clarity and completeness. Adequate supervision will be provided to students conducting research.

f) s/he agrees to be available to answer questions from the IRB regarding the application and is willing to attend fully-convened meetings of the IRB to answer questions about the application, if requested to do so;

g) s/he will report in writing any significant new findings which develop during the course of the study which may affect the risks and benefits to participation

h) s/he will seek approval from the IRB in advance of implementation of any changes (Modification Request Form); 

i) s/he will immediately inform the IRB of any adverse events, unanticipated problems or other negative consequences incurred by participants in this research (Adverse Event Form or Unanticipated Problem Form); 

j) s/he agrees to update the IRB on the status of the research at least annually for non-exempt projects as required by federal regulations (IRB Continuing Review Form)

	PI Signature:
	 ________________________________________ 
	               Date:
	 ________________________ 


	Co-PI Signature:
	 _________________________________________ 
	Date:
	 ________________________ 


Instructions for completing this application

Instructions: This form is to be used when individually identifiable data (containing direct or indirect identifiers) about human subjects will be obtained by the investigator for secondary analysis.  This data must be in existence at the time the research is proposed.  The data may be in the form of existing data sets, interview notes, medical records, or audio or video recordings.  Please note that existing public data sets without individually identifiable data may not require IRB review: See IRB Policy #2 Secondary Datasets or call the IRB Office at 424-3215 for more information on public data sets.

Submit one (1) IRB Application Package including this IRB Application Form, CITI Program Training Completion Report, and any applicable Appendices as a single pdf or word document electronically to irb@uwosh.edu. You must also submit one (1) hard copy of the entire completed IRB Application Form with signed Cover Sheet and CITI Completion Report to the Office of Grants and Faculty Development, Dempsey Hall 214. Please note that your application will not be processed until we receive the signed hard copy of your application. 

Application deadlines for Full Board Review can be located on the Grants/IRB website.  Principal Investigators and all research personnel on the protocol are required to participate in training from CITI Program on human subjects’ protections. To register and complete the training, visit www.citiprogram.org. See instructions below.

The IRB will examine the information provided in the application documents to determine whether approval can be granted, and under what conditions. If the IRB cannot determine the status based on the information provided, the application will be returned to the investigator with a request for additional information. Hence, it is in the PI’s timely interest to provide thorough information. Delays are most likely if the PI does not provide the information needed for the IRB to conduct its review. It may take 2-4 weeks or more to review your application, so please plan accordingly.  Incomplete applications will be returned without review.
Note: If you are working with existing identifiable human subjects data for a quality improvement project, the Determination of Human Subjects Research for Quality Improvement/Assessment Activities Form may be used to determine if your project meets the definition of research that requires IRB review. Please direct questions to irb@uwosh.edu. 

Instructions for Collaborative Institutional Training Initiative (CITI) Training Course:

1. Prior to receiving IRB Approval, Principal Investigators must complete a web-based training course sponsored by CITI (Collaborative Institutional Training Initiative).  This training is federally mandated as part of our University’s compliance with our Federal Wide Assurance.  The training is valid for three (3) years.  A refresher training course will be required once the original certificate expires for continuing IRB projects.

2. The training is found at www.citiprogram.org
a. Select: New Users Register Here.  You will need to create your profile and affiliate with University of Wisconsin Oshkosh.  You will be prompted by questions that determine what course and modules you will be required to complete.  Investigators requesting to analyze existing Private Health Information (PHI) from a covered entity must take HIPPA training in addition to the human subjects training. Alternate HIPAA training (i.e. through employer) completed within the last 12 months may be substituted.

b. Once your Courses appear on your training page, you may enter the training.  There will be short quizzes at the end of the modules that you will need to take to earn credit for the course.

3. The training consists of various modules and may take 3-6 hours to complete, so please plan accordingly.

4. At the completion of the training, a certificate is issued verifying the curriculum completed.  A hard copy of the Training Certificate must be attached to this IRB Application Form.

5. For more information or questions about the CITI training requirement, please contact the IRB Coordinator, Kelly Schill at (920) 424-3375 or irb@uwosh.edu.

Part I: Research Personnel Training (Please include PI/Co-PI and all research assistants in table)

	Name
	Qualifications/Training
	CITI Training Completion Date
	CITI Completion Report ID

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


Part II: Project Description and Methods

	1. What is the purpose of the research? What question(s) do you hope to answer?

Note: Projects lacking a valid research question and a method likely to produce meaningful results are not approvable. Ethical and regulatory standards do not permit investigators to expose participants to research risks when the work lacks scientific merit.

	
	_______________________________________________________________________________________________________

_______________________________________________________________________________________________________ 


	2. Briefly describe research that has already been done in this area. How will your study contribute to the knowledge of this topic? Please cite one or two scholarly references where appropriate.

	
	_______________________________________________________________________________________________________

_______________________________________________________________________________________________________ 


	3. Describe the process of obtaining the existing data (including the source, participant population and purpose for which they were originally collected).   If data are from a previous research study, please attach a copy of the original consent form as an appendix.

	
	_______________________________________________________________________________________________________

_______________________________________________________________________________________________________ 


	4. Describe the method or list variables that will be extracted from the records.  Provide copy as appendix if applicable.

_______________________________________________________________________________________________________

_______________________________________________________________________________________________________ 

5. Is the existing data set publicly available? 

 Yes   No

If yes, please refer to IRB Policy #2 Secondary Datasets or call the IRB office to determine if IRB review is required.

6. a.  Will you have access to private health information (PHI) from a covered entity that must comply with the Privacy Rule?  
 Yes   No

b.  Will you have access to private identifiable information or a key to identifying the information?

 Yes   No

7. Will information be recorded WITHOUT identifiers or linkage codes?

 Yes   No


	8. Describe the location in which the research will be conducted. What is your relationship to that site? (For example, is it your place of employment? A campus or class where you are a student or instructor?) If data collection will occur off campus, please attach a letter of approval/permission from an authorizing individual at the off site location.  If a written agreement with the Data Supplier is required by the supplier, please provide a copy of the data use agreement.

	
	_______________________________________________________________________________________________________

_______________________________________________________________________________________________________ 



Part III: Risk/Benefit Analysis

NOTE: Research that lacks benefit is not approvable. Ethical and regulatory standards require that the benefits of research outweigh the risks, which is impossible if there are no benefits. All researchers are expected to carefully consider the benefits and risks to participants in designing their study. Participants should be asked to assume no more risk than what is absolutely necessary to accomplish the research objective. For projects in which risks exceed the regulatory definition of minimal risk, researchers are expected to take all possible measure to minimize risks and/or minimize the consequences of such risks. 

	1. What are the benefits to knowledge or to society at large that will accrue as a result of this research?

	
	 _____________________________________________________________________________________________________ 

	2. Are there other benefits? Describe.

	
	 _____________________________________________________________________________________________________ 

	3. Describe all risks, perceived and actual, that might occur during this study. (NOTE: a response of “not applicable” is unacceptable for this answer.)

	
	 _____________________________________________________________________________________________________ 

	4. Do you believe those risks to be no greater than minimal? If so, explain why you believe that to be the case?

	
	 _____________________________________________________________________________________________________ 


Part IV: Consent 

Researchers using data previously collected under another study should consider whether the currently proposed research is a “compatible use” with what subjects agreed to in the original consent form. For non-exempt projects, a consent process description or justification for a waiver must be included in the research protocol. The IRB may require that informed consent for secondary analysis be obtained from subjects whose data will be accessed. Alternatively, the IRB can consider a request for a waiver of one or more elements of informed consent under 45 CFR 46.116(d).

	1. Was informed consent documented for the original use of the data? 

 Yes   No   

If Yes, did participants agree to have their data used for further research studies?  

 Yes    No

2. Will informed consent be documented for secondary use of the data?  Yes    No (complete Q.3 below)

If yes, please describe how you will obtain informed consent from your participants: In what setting? Who will be present? What information will be provided? By Whom? Will there be an opportunity for questions to be asked and answered?   

	
	 _____________________________________________________________________________________________________ 


Consent must be obtained in a setting that minimizes the possibility of real or perceived coercion or undue influence.

	If yes, describe the precautions you have taken to ensure that consent is freely and voluntarily obtained.

	
	 _____________________________________________________________________________________________________ 


	3.  Do you wish to request a waiver or alteration of informed consent process?    45 CFR 46.116(d)

	  Waiver of Informed Consent Process (waive entire consent process) (Answer questions 3 a-d below)
  Alteration of Informed Consent Process (withhold some required elements of consent) (Answer Questions 3 a-d below)
  No.  Skip to Question # 4
Provide justification as to how the research meets all four of the appropriate regulatory categories below:

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

 __________________________________________________________________________________________________ 
b. The waiver will not adversely affect the rights and welfare of the subjects;

 __________________________________________________________________________________________________ 
c. The research could not practicably be carried out without the waiver.

 __________________________________________________________________________________________________ 
         d.  When appropriate, the subjects will be provided with additional pertinent information after participation

 __________________________________________________________________________________________________ 
4.  Attach the following forms, if applicable, as an appendix (Examples can be found on the IRB website):

· Consent form that will be used to document the informed consent for each of your participants

· For participants less than 18 years old, please attach parental consent form and assent form (when age appropriate) for minors

· Information sheet that will be provided in writing or verbally if a waiver of documentation of consent is requested

· Debriefing script or other pertinent information that will be provided to subjects for their reference, if applicable

	


Informed consent must not include any exculpatory language by which the participant or their representative is made to waive, or appear to waive, any of the subject’s legal rights. Informed consent must also not release, or appear to release, the investigator, the sponsor, the institution, or its agents from liability for negligence. The IRB will review your consent scripts, documents, and procedures to ensure that this is the case.

NOTE: Projects employing deception (and therefore requiring approval or a modified consent process) must address the specific requirements outlined above.

Part V: Confidentiality/Anonymity

In much of social/behavioral research, the primary risk to participants is breach of confidentiality. Risks to reputation, financial well-being, or social standing can be minimized with appropriate protections for privacy and confidentiality of data.  

	1.  Will data be recorded in a manner that subjects cannot be identified, directly or through identifiers linked to the subjects? (i.e. medical chart review- no identifiers are recorded in research records-this meets criteria for Exempt Category 4)                                                                                                                                                                                 Yes, please explain    No, complete question 2   



	
	 __________________________________________________________________________________________________ 

	2.  If identifiers will be recorded or kept in your research records, what information collected can be linked to specific individuals either directly or indirectly?

 Name  Personal ID numbers  Date of Birth   Telephone number   Email   Postal Address                     Photographs   Video/Audio   Asset Information (IP) or (MAC) address   Private Health Information (PHI)

 Other:      
a.  Explain the procedures and safeguards you will employ to protect the confidentiality of your data:

	During the data collection process,

	
	
	 ____________________________________________________________________________________________ 

	While results are being analyzed,

	
	
	 __________________________________________________________________________________________________ 

	In publication or other reporting of results, and

	
	
	 __________________________________________________________________________________________________ 

	In storage after research is complete and results are reported.  

	
	
	 __________________________________________________________________________________________________ 


	b.  At each phase of the project, explain who will have access to the data and whether that access will be with or without identifying information:

	
	 __________________________________________________________________________________________________ 

	c.  Where will raw data, transcripts, consent forms, and other materials that may contain identifiers be stored upon completion of the project? (Note: all materials must be retained and available for inspection by the faculty advisor [if student research], the IRB, and/or an IRB audit for a minimum of seven years following completion and closure of the research project. Note: The research project must maintain IRB approval status during data analysis of identifiable information.)

	
	 __________________________________________________________________________________________________ 


[END]

Principal Investigator Checklist:

1. One (1) electronic copy of the protocol, CITI training, and all appendices as a single pdf or word document submitted to irb@uwosh.edu on:  _________ 
2. One (1) hard copy of the complete IRB application signed and delivered to IRB: Grants and Faculty Development Office Dempsey 214 on:  _________ 
	


Appendices Checklist: Check all that pertain to your project and attach on the following page as part of your application. Appendices that do not pertain to your project may be omitted when submitting your application. Appendices can be attached at end of application on the following page.

	
	CITI Training Completion Report(s) (Required)

	
	Abstract of the proposed project (1/2 page Required) 

	
	Chart of data to be collected

	
	Informed Consent Document(s) if applicable

Note: If participants are minors, an Assent Document may be required (if age appropriate) in addition to Parental Consent.  If a waiver of documentation of consent is requested, please provide an Information Sheet that will be given to participants about the study.  See IRB website for example documents.

	
	Letters of administrative approval/permission from an authorizing official is required for any off-campus site(s) 

where data collection will occur

	
	Other: Explain:  ___________________________________ 

	
	*PLEASE LABEL AND ATTACH APPENDICES ON THE FOLLOWING PAGE
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