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INSTITUTIONAL REVIEW BOARD (IRB) FOR THE PROTECTION OF HUMAN SUBJECTS 
APPLICATION for SECONDARY Research USE OF IDENTIFIABLE INFORMATION OR BIOSPECIMENS

UTA Faculty, staff, or students who propose to engage in any research, research development, testing or evaluation with human subjects must have review and approval from the UTA IRB prior to initiation.  Some activities involving humans are not considered human subject research requiring IRB review (i.e., class projects, program evaluation, oral histories, quality improvement).  Refer to the Research Project Chart for information.  

**Utilize the Required IRB Documents Chart to guide you through the full IRB application process.  All study personnel must have completed Human Subjects Protection (HSP) Training prior to study approval.  HSP Training expires and must be retaken every 3 years.**
If you require assistance to complete this form or need additional information, please contact Regulatory Services at 817-272-3723 or regulatoryservices@uta.edu. 
This version of the IRB Application Form may only be used for studies that will conduct “secondary research,” defined as: use of private identifiable information or identifiable biospecimens that have been (or will be) collected or generated for non-research purposes, or from research studies other than your proposed study.  Examples: use of information from a databank or records, use of biospecimens from a pathology laboratory, use of “excess” portion of blood that was drawn for clinical purposes.  

IMPORTANT: Studies that will involve primary/direct data collection or biospecimen collection from human subjects must instead complete the UTA IRB Application for Primary Research with Human Subjects.  
SECTION A: PRELIMINARY QUESTIONS TO DETERMINE IF IRB REVIEW IS REQUIRED
1. Are the information/biospecimens you are proposing to receive, access or use identifiable?  If information or specimens are/will be identifiable to any member of your research team, IRB review may be required (proceed). If the information/biospecimens are de-identified or will be de-identified before you receive/access them, and you and your research team will not have access to direct or indirect identifying information (for example, a code which links back to their identity, or identifiers in the data or on a specimen label), then this does not constitute human subject research under the federal definition and IRB review is not required (stop here).  
     
2. Regarding identifiable information you will receive, access, or use, is it considered private?  “Private” means a person can reasonably expect that no observation, accessing, using, or recording of their information is taking place, or when they provide information for a specific purpose with reasonable expectation that it will not be made public. An example of “private” would be health information gathered during a doctor visit.  An example of “non-private” would be a person’s demographic information posted on a public social media site. If the information is identifiable and private, IRB review is required (proceed). If it is not identifiable and private, IRB review is not required (stop here).
     
You must only continue to fill out the rest of this form if your answers to the two questions above indicate that IRB review is required for your project.

If your project does not require IRB review, you may contact RegulatoryServices@uta.edu to request a letter to this effect from the IRB Office. In your email, please provide basic information about your study, including the study title and an explanation of how you determined that IRB review was not required based on your answers to the above questions.

3. Is the private, identifiable information or identifiable biospecimen publicly available?  Examples of “publicly available” include openly available information such as archives in a public library, or records/specimens from a government, institution, or commercial entity if the information/specimens are provided to any members of the public by request, registration, or payment of a user fee. 
     

4. Does the research involve receipt/use of protected health information (“PHI”) provided by a HIPAA “covered entity” as defined under the Health Insurance Portability and Accountability Act (“HIPAA”) Rules?
     
5. Will the secondary research be conducted by or on behalf of a federal entity involving the use of federally generated, non-research information?  If yes, was the original collection subject to specific federal privacy protections and is the information continuing to be protected?
     
SECTION B: GENERAL QUESTIONS
6. Expected Start Date and Completion Date:        (You are not authorized to access or start any research with private, identifiable human subjects information or identifiable biospecimens until the IRB has approved the research protocol.)
7. Funding: Indicate existing, potential, or pending sources of funding below (you may select more than one).         
*Note: If you do (or may) receive funding from NSF, NIH, CMMS, DOD, DOJ, DOE, DOEd, DOT, or any other federal agency, you MUST disclose this funding source below to ensure that your study is reviewed in accordance with the appropriate federal regulations for that specific federal funding source.


External:
   
 FORMCHECKBOX 
 Federal (Sponsor:     )         FORMCHECKBOX 
  State (Sponsor:     )         FORMCHECKBOX 
  Industry (Specify Sponsor:      )    

Grants & Contracts Bluesheet Number from Mentis:      

Other:

 FORMCHECKBOX 
 UTA Department Account      FORMCHECKBOX 
 Personal Funds        FORMCHECKBOX 
 Other:                  FORMCHECKBOX 
 None / no funding
SECTION C: RESEARCH RATIONALE & DATA / SAMPLE INFORMATION
8. Rationale: List the primary research questions, hypotheses, and / or objectives guiding this study. 
     
9. Description of secondary research use of information and/or Specimens:  Explain the type and nature of the human subject data or samples that will be analyzed for this research study, i.e., for biological specimens, explain the type of human tissue (blood, hair, sweat, urine, muscle tissues, etc.) and any required storage conditions (frozen in tubes, preserved in a jar, etc.). Be sure to include any information about the human subject donors that will be transferred with the biological samples for analysis.  For information or data, provide a list of the variables that will be used for secondary research purposes.  

     
10. Source of the Human Subjects Data, Information and/or Specimens:  Explain the source, agency, or provider of the human subject information or samples to be analyzed for this research study.  If the data or samples were originally collected as part of another human subjects research study at UTA, provide the IRB protocol number if known.
     

11. Link to Description of Human Subject Dataset and/or Specimens:  If available, provide a link to the website that explains the dataset or repository.
     
12. Is there a “Master List” which links the data or specimens back to the identities of the human subjects?  If so, explain whether any member of the research team will be allowed to access or keep a copy of this Master List.  Also explain the format of the Master List – is it a Microsoft Excel file or paper document?
     
13. Purpose & Method of Primary Data and/or Specimen Collection:  Explain the purpose for the primary/initial collection of the information/samples needed for your secondary research use, and the manner(s) in which it was originally collected (for example, health information collected for medical records, student records generated during a university course, skin samples collected for biopsy).  
     
SECTION D: POPULATION & PRIOR CONSENT PROCESS
14. Population(s): Describe the population(s) represented by the information or specimens, including any characteristics or parameters that will be specified to the data provider to determine which records or specimens will be sent to the UTA research team for inclusion in the study.  
     
15. Approximate Number of Records or Specimens to be Accessed / Used: Provide a range or a maximum number of human subject records and/or specimens that will be needed for your secondary research.
 FORMTEXT 

     
16. Prior Consent Process Used with Human Subjects:  Explain (if known) whether the human subjects who contributed / donated to the primary collection of data or specimens were informed that their data or specimens would later be used for research purposes.  Provide any explanation that can assist the IRB with understanding what the human subjects were informed about and aware of at the time they contributed the information or specimens. 
     
17. Options for Informed Consent in Secondary Research:  The following circumstances are exempt from the requirement to obtain consent from the subjects who provided the information / biospecimens to be used for secondary analysis, unless your study is FDA-regulated:

· Information/Biospecimens are publicly available (see #3) 

· Information/Biospecimens will be recorded/stored in unidentifiable manner (see #12 and #20 a, b, and c) 

· Research is on behalf of federal entity using federally generated, non-research information (see #5)

Other circumstances besides the ones listed above require that subjects be consented for the use of their information / biospecimens for the current research study, or that you apply for a waiver of consent.  


Based on the information provided here, indicate your selected option for obtaining consent from the individuals who provided the information / biospecimens to be used for this secondary analysis: 

____   Proposed research is exempt from consent requirement (N/A for FDA-regulated studies). 

____   Consent will be obtained from subjects. 

Describe the consent process:           
____   Will apply for a waiver of consent requirement. 

Upload Form 3 from the Forms Page to provide reasoning for the request.

SECTION E: SITES, ANALYSIS PROCEDURES & CONFIDENTIALITY / DATA SECURITY
18. Location(s) and Site(s): Specify all locations where access/viewing/collection is expected to take place and where the information or samples will or may be stored.  Describe if any of the research will take place internationally. For multi-site research studies, review the web page for Collaborative Research. If any part of this study will be conducted in an institution or location administratively separate from UTA, indicate the institution(s) and upload a site permission letter.
      
19. Analysis Procedures: Describe the procedures for conducting secondary research on the data and/or specimens, including whether different datasets will be combined together and what kinds of statistical or biological analyses will be performed.  Use clear, concise layman’s language that can be easily understood by persons outside your field and provide definitions for any technical terms. *Note: Refer to the Types of Research guidance page for a list of specific information required for different types of research. 
      
20. Confidentiality & Data Security: Describe what information you will record from the data/specimens, and how it will be stored securely. Security should be considered for each phase of the data/specimen’s life cycle, including collection & transmission from the provider, accessing, collaboration, storage, analysis, reporting, and disposition.  Consider the tools and resources that will be utilized to transfer the data to the research team, how access to identifiable data/specimens will be limited only to authorized research personnel, and who will be responsible for data storage and disposition.) If your study is subject to the NIH Data Management and Sharing (DMS) Policy, please be sure that the data types and controls defined in the approved plan are listed here.  Visit the UTA IRB’s Web Page on Human Subjects Data Security for allowable data storage options and more helpful information!
     
*Note: Recordkeeping: UTA and the IRB must be able to access research records at any time; therefore, all specimens and paper documents in their original form must be stored on the UTA campus unless the IRB grants an exception.  All electronic data must be maintained on UTA servers utilizing sanctioned storage tools unless the Office of Information Security grants an exception.  Record Retention Period: All records (paper or electronic) must be maintained and kept secure for at least 3 years after the closure of the protocol or in accordance with funding agency requirements (whichever is longer).  Student PIs should address long-term storage arrangements if planning to leave UTA prior to the end of the retention period.
20a. In the manner that you will record/store data or specimens, could the identity of the human subjects be readily ascertained directly or indirectly through identifiers linked to the subjects (such as a code or master list)? If yes, explain the precautions and methods that will be used to protect confidentiality.
     
20b. Will you attempt to re-identify the subjects for any reason?  If yes, please describe when and how.
     
20c. Will you attempt to contact the subjects?  If yes, please describe the purpose, and how and when the communication will occur. 
     
21. Data Sharing:  If you intend to share, release, or present any identifiable subject data or specimens from this study, explain where, when, and to whom it will be shared, presented, or released, and whether this was communicated to the subjects beforehand. NIH Studies: If your study is subject to the NIH Data Management and Sharing (DMS) Policy, please be sure that the controls defined in the approved plan are listed here if the plan includes the sharing of identifiable data or de-identified data with controlled access.
     
SECTION F: RISKS & BENEFITS

22. Risks to Subjects: Could a breach of confidentiality pertaining to the information or specimens pose risk to the subjects, including potential damage to subjects’ financial standing, reputation, employability, or insurability?  If yes, explain the strategies that the research team will use to minimize this risk.
     

23. Health & Safety Considerations: Specify whether the study involves any hazardous materials, locations, or equipment that is relevant to the health and safety of the protocol personnel (i.e. handling of human blood/body fluid/tissue, chemical or biological hazards, radiation/X-rays, lasers, or carcinogens). List any related authorizations/approvals from the Environmental Health & Safety Office.
     


24. Benefits: Describe the expected or potential benefits of this study to the field or society at large.
     
SECTION G: CONFLICT OF INTEREST

25. Conflicts of Interest (COI): Does the Investigator or any protocol personnel have an affiliation, arrangement, or financial interest that could be perceived as a conflict of interest?  If yes, please describe. 
     
SECTION H: REQUIRED ADDITIONAL ATTACHMENTS
26. Upload finalized versions of the following documents as applicable to your study in the electronic submission system:
· Data collection or extraction sheets

· Informed Consent Documents / cover letters and translated versions (See Forms Page for Templates)
· Permission letters from non-UTA study sites / collaborating organizations 
· Signed Non-UTA Collaborator Forms & HSP Training (Collaborative Research Page)
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