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[bookmark: _Toc210822001]1.0	Not Human Subjects Research (NHSR) Study 

1.1 ☐  My project is a case study or series of no more than five cases and only involves the review of medical or dental records.
1.2  ☐The project is an internal evaluation of an institutional or academic program AND the results of the study will NOT be presented professionally or published (e.g., a quality improvement or quality assurance project with no research intent).
1.3 ☐ The ONLY subjects of this study are persons who are deceased.
1.4 ☐The study team listed in section 3.0 is NOT VIEWING any individually identifiable private information, is NOT using any individually identifiable biospecimens, and is NOT communicating or interacting with subjects in any way.
(IF ITEM 1.2 IS CHECKED, COMPLETE SECTIONS 3.0, 5.0, & 6.0 THROUGH 10.0 )
(IF ANY OTHER ITEM IS CHECKED, COMPLETE SECTIONS 3.0, 4.0, 9.0 & 10.0 )
(IF NONE OF THE ITEMS ABOVE APPLY TO YOUR STUDY, FIND AND CHECK OFF THE RELEVANT CATEGORY IN SECTION 2.O) 
[bookmark: _Toc210822002]2.0	Exempt Category Selection

2.1	☐ Category 1: The research will be conducted in established or commonly accepted educational settings and specifically involves normal educational practices that are not likely to adversely impact students' opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

(IF CATEGORY 1 IS CHECKED, COMPLETE SECTION 3.0, 5.0 & 6.0 THROUGH
10.0)

2.2	☐Category 2:The research only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recordings). The research does not involve children unless study procedures are limited to educational tests or observations of public behavior where the investigator does not participate in the activities being observed.  At least one of the following criteria is also met:
i. ☐  The information obtained will be recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects.
ii. ☐Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation.
iii. ☐The information obtained will be recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects.

(IF CATEGORY 2 IS CHECKED, COMPLETE SECTION 3.0, 5.0 & 6.0 THROUGH
12.0)
             

2.3	☐Category 3: The research involves benign behavioral interventions in conjunction with the collection of information from adult subjects through verbal or written responses (including data entry) or audiovisual recording if the subjects prospectively agree to the intervention and information collection.

For the purpose of this provision, benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.  If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subjects authorize the deception through a prospective agreement to participate in research in circumstances in which the subjects are informed that they will be unaware of or misled regarding the nature or purposes of the research.

At least one of the following criteria is also met:

i. ☐The information obtained will be recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects.
ii. ☐Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation.
iii. ☐The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects.

(IF CATEGORY 3 IS CHECKED, COMPLETE SECTION 3.0, 5.0 & 6.0 THROUGH
10.0)


2.4	☐  Category 4: Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:
i.	☐The identifiable private information or identifiable biospecimens are publicly available.
ii.	☐Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects.
iii.	☐The research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated under HIPAA, for the purposes of "health care operations" or "research" or for "public health activities and purposes.” 
iv. ☐The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.

(IF CATEGORY 4 IS CHECKED, COMPLETE SECTIONS 3.0, 4.0, & 6.0 THROUGH 10.0)

2.5	☐  Category 5: Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs.

(IF A CATEGORY 5 RECORDS STUDY, COMPLETE SECTION 3.0, 4.0 & 6.0 THROUGH 10.0; IF A STUDY INVOLVING INTERACTIONS/INTERVENTIONS, COMPLETE SECTIONS 3.0, 5.0 & 6.0 THROUGH 10.0)

2.6	☐Category 6: Taste and food quality evaluation and consumer acceptance studies:

i. ☐If wholesome foods without additives are consumed; or
ii. ☐If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

(IF CATEGORY 6 IS CHECKED, COMPLETE SECTIONS 3.0, 5.0, AND 6.0 THROUGH 10.0)

[bookmark: _Toc210822003]3.0	Purpose of the Study/Project

3.1	Briefly describe the background and rationale for this study/project:

	[bookmark: Text25]     







3.2 What is the purpose of this study/project, hyposthesis?

	     





           3.3	Discuss your research design:

	     





                
[bookmark: _Toc210822004]4.0	Studies Involving Records, Data, Documents, Specimens

4.1	Describe the defining features of the subject population that will be involved in this study.

	     







4.2	Specify the approximate the start and end dates (MM/YYYY – MM/YYYY) of the records, data, documents, or specimens that will be used in the study.
	     






4.3	Describe in general terms the types of information that will be abstracted from the records, data, documents, or specimens to be examined.
                    
	     







4.4	Indicate the name and location of the institution in which the records, data, documents, or specimens are housed.

	







4.5	Will your study involve the administration of surveys in addition to the review of records, data, documents, or specimens?

      ☐ Yes                  ☐ No

(IF “YES,” COMPLETE SECTIONS 5.6 & 5.7 REGARDING THE SURVEYS, AS WELL AS SECTIONS 6.0 THROUGH 10.0)

5.0 [bookmark: _Toc210822005]Studies Involving Interactions/Interventions

5.1	Describe the defining characteristics of the subject population.

	     







5.2	State the anticipated number of subjects:

	     





                            

5.3 Indicate the number of local subjects:

	     





                            

5.4	Specify the overall number of subjects for a multicenter study:      

[This is the total number of subjects that the protocol states will be included in the study across all centers.]

	     





           

5.5	Indicate the age range of local subjects:

	     





                            

5.6	Explain the circumstances or conditions under which the research interaction/intervention will be conducted, including how subjects will be recruited.

	     





                            
5.7	Briefly describe the research interaction/intervention. Be sure to describe the process for administering the interaction/intervention and the plan for recording the results.

	     




    
[bookmark: _Toc210822006]6.0	Respect for the Privacy of Subjects

6.1	☐  Confirm that ALL of the following are true:

· The collection of private information will be limited to the minimum necessary to meet the objectives of the study; AND
· The number of key study personnel (KSP) who have access to private information will be limited to the minimum number necessary to meet the objectives of the study; AND
· The research records will be kept separate from other records, such as medical or educational records, unless the information is useful for the welfare of the subject, or unless the clinic/hospital’s policy is to include information about participation in the patient’s medical record.
 
6.2	Check off all the following approaches that will be used to assure that prospective subjects are screened, recruited, and/or invited to participate in a way that protects them from being witnessed, overheard, or viewed in a manner that violates their privacy.

6.2.1	☐Patients will initially be approached for participation by their physician/provider, not a stranger to the patient, unless there is documented permission from the physician/provider to approach the patient.
6.2.2	☐Recruitment letters will only be sent by the patient’s physician/provider, or will state that the researcher obtained permission from the patient’s physician/provider.
6.2.3	☐Recruitment letters will only be addressed to the prospective subject or their legally authorized representative, as appropriate.
6.2.4	☐Recruitment will not be conducted in an open area or in a group setting when medical conditions, sensitive topics (such as criminal behavior; sexual practices; alcohol and drug use; physical, emotional, or sexual abuse; etc.), or other private matters are being studied.
6.2.5	☐Screening will not be conducted in an open area or in a group setting when medical conditions, sensitive topics (such as criminal behavior; sexual practices; alcohol and drug use; physical, emotional, or sexual abuse; etc.), or other private matters are being studied.
6.2.6	☐Other
6.2.7	☐Not applicable. This study does not involve screening or recruitment.

6.3	Check off all of the following approaches that will be used to assure that interactions/interventions with subjects provide protections against them being witnessed, overheard, or viewed in a manner that would violate their privacy.

6.3.1	☐Interventions and interactions with subjects will not be conducted in an open area or in a group setting when medical conditions, sensitive topics (such as criminal behavior; sexual practices; alcohol and drug use; physical, emotional, or sexual abuse; etc.), or other private matters are being studied.
6.3.2	☐Other
6.3.3	☐Not applicable. This study does not involve interventions or interactions with subjects.
[bookmark: _Toc210822007]7.0	Protections for the Confidentiality of Research Data
7.1	Will all paper research records containing identifiable, private information (including the original signed consent form, if applicable) from individual subjects be locked and stored and be accessible only to research personnel?

7.1.1	☐All paper research records containing identifiable, private information (including the original signed consent form if applicable) from individual subjects will be locked and stored and will be accessible only to research personnel.
7.1.2	☐Not all paper research records containing identifiable, private information (including the original signed consent form if applicable) from individual subjects will be locked and stored and will be accessible only to research personnel.
7.1.3	☐Not applicable. There will be no paper research records containing identifiable, private information from individual subjects.
7.1.4	☐Not applicable. There will be NO paper research records.

7.2	Check off all the following items that apply regarding the electronic storage of identifiable, private information collected in this project:

7.2.1	☐All electronic research records containing identifiable, private information from individual subjects will be computer password protected and accessible only to research personnel.
7.2.2	☐All electronic research records containing identifiable, private information from individual subjects will be stored in an encrypted fashion (e.g., on an encrypted, password protected thumb drive; on an encrypted laptop; on an encrypted desktop computer; in an encrypted, password protected file on a laptop/computer; etc.).
7.2.3	☐Other or additional methods of secure storage (e.g., data will have inter-file linkage, error inoculation, top coding, bracketing, data brokering, etc.).
7.2.4	☐Not applicable. Electronic research records will NOT contain identifiable, private information from individual subjects.
7.2.5	☐Not applicable. There will be NO electronic research records.

7.3	Check off all of the following items that apply regarding the electronic transmission (either locally or externally) of identifiable, private information collected in this project:

7.3.1	☐All electronic research records containing identifiable, private data from individual subjects will be transmitted electronically via an encrypted method (e.g., UT Vault, a federal or industry-sponsor cleared web-based portal, etc.).
7.3.2	☐All electronic research records containing identifiable, private data from individual subjects will be coded before transmitted electronically, and the master key will be maintained at the local site.
7.3.3	☐Other or additional methods of secure electronic transmission.
[bookmark: _Toc210822008]8.0	Informed Consent

8.1	Please indicate your plan regarding the prospective agreement/consent of subjects involved in the research intervention.  Please note that if you have indicated that you will NOT record identifiable private information, you should select the first answer option below because identifiers (e.g., name/signature on a consent form) cannot be recorded.

8.1.1	☐A brief informed consent statement will be presented orally to subjects or will be provided to them in writing. Subjects will not provide written documentation of consent. If your study involves a survey, add the Survey Consent Language listed on the website to your survey
8.1.2	☐An informed consent interview will be conducted with subjects and they will be asked to sign a full-length consent form to document their agreement to participate in the study/project. Please use the UT/Erlanger Consent form Template to develop your consent form. 
8.1.3	☐A waiver of consent is being requested.

8.2	If consent will be sought, describe the plan to secure and document the informed consent of the subjects.  Otherwise, indicate N/A.

NOTE:  If this is an exempt application for conducting educational tests with children, describe the plan to secure and document the assent of the child subject AND permission from the parent/legal guardian.

	     





                                                       
8.3	If consent will not be sought, indicate the reason why a waiver is necessary in order to conduct the study.
☐	Funds and personnel do not exist to contact all potential subjects to secure their consent.
☐	Failure to include all potential subjects might result in skewed results.
☐	Other, please explain.

                    
	     





                                           
[bookmark: _Toc210822009]9.0	Request to Use Protected Health Information Under HIPAA

9.1	To conduct this research, or to identify or recruit potential subjects, are you requesting to use SOURCE DOCUMENTS or SOURCE MATERIALS that contain Protected Health Information (PHI) of persons without their authorization? 

Note: Source documents/materials are documents/materials from which you are going to abstract information in order to conduct this research or to identify or recruit potential subjects, for example, a patient’s medical record.

Protected Health Information (PHI) is defined as health information accompanied by ANY of the 18 HIPAA identifiers:

· Names (including initials);
· All geographic subdivisions smaller than a state, including street address, city, county, precinct, and their equivalent geocodes, except for the initial three digits of a zip code if the geographic unit represented by these three initial digits contains more than 20,000 people
· All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death, and all ages over 89 and all elements of dates indicative of age over 89, except that such ages and elements may be aggregated into a single category of age 90 or older;
· Telephone numbers;
· Fax numbers;
· Electronic mail addresses;
· Social security numbers;
· Medical record numbers;
· Health plan beneficiary numbers;
· Account numbers;
· Certificate/license numbers;
· Vehicle identifiers and serial numbers, including license plate numbers;
· Device identifiers and serial numbers;
· Web universal resource locators (URLs);
· Internet protocol (IP) address numbers;
· Biometric identifiers, including finger and voice prints;
· Full face photographic images and any comparable images; and
· Any other unique identifying number, characteristic or code.
  
9.1.1	☐I am requesting to use SOURCE documents/materials that contain Protected Health Information (PHI) of persons (living or dead) without their authorization to conduct the study, or to identify or recruit potential subjects.
9.1.2	☐	I am requesting to use source documents/materials that contain Protected Health Information (PHI) of persons (living or dead) under a waiver of authorization to conduct the study, or to identify or recruit potential subjects (an authorization will be obtained contemporaneous with the informed consent document once a potential subject is recruited).
9.1.3	☐I am NOT requesting to use SOURCE documents/materials that contain Protected Health Information (PHI) of persons (living or dead) without their authorization to conduct the study, or to identify or recruit potential subjects.

(IF THE FIRST ITEM IS CHECKED, COMPLETE SECTION 9.2;  IF THE SECOND ITEM IS CHECKED, SECTION 9.0 IS NOW COMPLETE)
	

9.2	Identify the regulatory category under which the request is being made to view Protected Health Information (PHI) without subject authorization:

9.2.1	☐Waiver of subject authorization is being requested because the PHI will be viewed, recorded and/or retained without the subject (or potential subject) signing a HIPAA authorization.

(IF THIS ITEM IS CHECKED, COMPLETE SECTIONS 9.3-9.5)

9.2.2	☐Protected Health Information (PHI) to be viewed, recorded, and/or retained is from individuals all of whom were deceased prior to the date this research proposal was submitted. 

(IF THIS ITEM IS CHECKED, COMPLETE SECTION 9.6)

9.2.3	☐Protected Health Information (PHI) to be viewed, recorded or retained is a limited data set. A limited data set is a medical record, database, or other source document being accessed for this research which does NOT contain 16 of the 18 HIPAA-specified identifiers.

(IF THIS ITEM IS CHECKED, COMPLETE SECTION 9.7 & 9.8)

	Briefly describe the Protected Health Information (PHI) to be viewed and collected in the research activity. If this study involves a review of records for which all the records will be in existence and completed at the time the study is initiated, then specify the approximate beginning and ending dates of those records.
Check all that apply: 
[bookmark: _GoBack]PHI to be viewed include
☐Name
☐Address (all geographic subdivisions smaller than state, including street address, city county, and zip code)
  ☐All elements (except years) of dates related to an individual (including birthdate, admission date, discharge date, date of death, and exact age if over 89)
☐Telephone numbers
☐Fax number
☐Email address
☐Social Security Number
☐Medical record number
☐Health plan beneficiary number
☐Account number
☐Certificate or license number
☐Vehicle identifiers and serial numbers, including license plate numbers
☐Device identifiers and serial numbers
☐Web URL
☐Internet Protocol (IP) Address
☐Finger or voice print
☐Photographic image - Photographic images are not limited to images of the face.
☐Any other characteristic or code that could uniquely identify the individual        

PHI to be collected/recorded/retained include:  
☐No identifiers will be collected/recorded/retained
☐Name
☐Address (all geographic subdivisions smaller than state, including street address, city county, and zip code)
  ☐All elements (except years) of dates related to an individual (including birthdate, admission date, discharge date, date of death, and exact age if over 89)
☐Telephone numbers
☐Fax number
☐Email address
☐Social Security Number
☐Medical record number
☐Health plan beneficiary number
☐Account number
☐Certificate or license number
☐Vehicle identifiers and serial numbers, including license plate numbers
☐Device identifiers and serial numbers
☐Web URL
☐Internet Protocol (IP) Address
☐Finger or voice print
☐Photographic image - Photographic images are not limited to images of the face.
☐Any other characteristic or code that could uniquely identify the individual        

Proximate Beginning and End dates:      


9.3	How will PHI be used under the waiver of subject authorization?

9.3.1	☐To identify potential subjects (e.g., where a chart review will be conducted in order to screen individuals for eligibility).
9.3.2	☐To contact potential subjects regarding study participation (e.g., obtaining a phone number from the medical record in order to call potential subjects to conduct a survey).
9.3.3	☐For the collection of data for the study (e.g., a retrospective chart review).

9.4	Describe the plans for protecting PHI under the waiver of subject authorization:

9.4.1	Briefly describe the plan to maintain the confidentiality of the Protected Health Information (PHI).

	     





                                          

9.4.2	Briefly describe the plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research. If there is a justification for retaining the identifiers after such time or such retention is otherwise required by law, this should be explained.

	     





                         

9.4.3	Will the Protected Health Information (PHI) be reused or disclosed with identifiers to any other person or entity than those listed as key study personnel?

                                                ☐ Yes                  ☐ No

                          

9.4.4	Is it true that the Protected Health Information (PHI) will not be reused or disclosed to any other person or entity EXCEPT as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the PHI is approved by the IRB?

                                                ☐ Yes                  ☐ No
   

9.4.5	Briefly explain why you must have access to view or retain the PHI in order to complete your research:

	     






	9.4.6 	Briefly explain who will receive and use the Protected Health Information     (PHI) and where it will be stored.  (e.g., on an Erlanger encrypted, password protected thumb drive; on an Erlanger encrypted laptop; on an Erlanger encrypted desktop computer; in an encrypted, password protected file on an Erlanger laptop/computer using remote access, Erlanger Windows Shared Drive, etc.).

	Explain:      


                          

9.5	Why can the research not be practicably carried out without the waiver of the authorization requirement?

9.5.1	☐Funds and personnel do not exist to contact all potential subjects to secure their authorization.
9.5.2	☐Failure to include all potential subjects might result in skewed analysis of the results of the study.
9.5.3	☐Other Reason.      

9.6	Use of PHI from deceased individuals requires clarification of the following regulatory requirements:

9.6.1	Does adequate documentation exist that all subjects whose Protected Health (PHI) will be used in this study are deceased?

☐Yes. Please describe documentation in the textbox below.
☐No. Please explain why in the following space.

	     






9.6.2	Explain why the Protected Health Information (PHI) being sought is necessary for the research study:

	     





                                                      


9.7	Is it correct that the PHI which is being viewed to conduct this study is a LIMITED DATA SET that excludes all 16 categories of direct individual identifiers?

Limited Data Set means that the source material used by an investigator (as contrasted with the data as abstracted) does not include any of the following direct identifiers of the individual or of relatives, employers, or household members of the individual:
(1) Names (including initials);
(2) postal address information, other than town or city, state and zip code;
(3) telephone numbers;
(4) fax numbers;
(5) electronic mail addresses;
(6) social security numbers;
(7) medical record numbers; 
(8) health plan beneficiary numbers; 
(9) account numbers; 
(10) certificate/license numbers;
(11) vehicle identifiers and serial numbers, including license plate numbers;
(12) device identifiers and serial numbers; 
(13) web universal resource locaters (URLs);
(14) internet protocol (IP) address numbers;
(15) biometric identifiers, including finger and voice prints; and
(16) full face photographic images and any comparable images. 

Limited data sets may include only the following identifiers:
· Dates, such as admission, discharge, service, and date of birth (DOB)
· City, state, and zip code (not street address)
· Any other unique code or identifier that is not listed as a direct identifier.
9.7.1	☐Yes, the 16 categories of direct identifiers are excluded from the data being viewed.
9.7.2	☐No. Please explain below:

	     





                                                                             

9.8	Has a data use agreement been reached with the covered entity for the use of the Protected Health Information (PHI) in the research study?

9.8.1	☐A data use agreement has been reached (include a copy of the agreement with your submission to the IRB).
9.8.2	☐If no, then a data use agreement must be submitted prior to final IRB approval of this proposal.

10. [bookmark: _Toc221713504]Data Management and Data Monitoring

10.1 Describe the data analysis plan, including any statistical procedures or power analysis.

	     





[bookmark: _Toc210822010]11.0	References
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