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Request For Non Human Subject Research or IRB Exemption

Form B

(Form Must Be Typed)

*Please Complete Form H if a “Waiver from Obtaining Consent” is being requested.

Principal Investigator:            
Telephone Number:  

Fax Number:     
Co-Investigators:     
Address:_     




 Contact Person
     

E-mail Address:     
Title of Project:              
	PART A:  DETERMINATION OF “RESEARCH” 

	45 CFR 46.102(d):  Research - a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge. 

*A systematic investigation typically includes the following elements:

1. An attempt is being made to answer a specific question (in some cases, this would involve formulation of a hypothesis).

2. Data or information is collected in an organized and consistent way using a recognized method.

3. Data or information is analyzed in some way, involving recognized quantitative or qualitative data analysis methods.

4. Conclusions are drawn from the results of the analysis.

*A systematic investigation is typically designed to develop or contribute to generalizable knowledge when the following conditions are satisfied:

1. The information generated increases an established body of knowledge or enhances an established theoretical framework.

2. The results are expected to apply to a larger population beyond the site of data collection or the group studied.

3. The research is intended to yield results that can be replicated in other settings using the same research design.

 Please refer to the 2018 Common Rule definition of research at 45 CFR 46.102 for a list of activities deemed not research. 


1. Does the proposed activity involve a systematic approach?   

 FORMCHECKBOX 
  YES*     FORMCHECKBOX 
   NO
2. Is the intent of the proposed activity to develop or contribute to generalizable knowledge?

 FORMCHECKBOX 
  YES*     FORMCHECKBOX 
   NO
*If YES to both 1 & 2, the activity constitutes research.
	PART B:  DETERMINATION OF “HUMAN SUBJECT”

	45 CFR 46.102(f):  Human subject - a living individual about whom an investigator (whether faculty, student, or staff) conducting research obtains: (1) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or (2) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.

Intervention includes both physical procedures by which information is gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes.  

Interaction includes communication or interpersonal contact between investigator and subject.  

Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (for example, a medical record information).  Private information must be individually identifiable. 

Identifiable is where the identity of the subject is or may be ascertained by the researcher, or will be associated with the information.  The research could involve the use of coded data.  
Identifiable biospecimen is a biospecimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the biospecimen. The research could involve the use of coded specimens.  
Coded means a living individual’s identifiable information such as name or social security number has been replaced by a code, such as a number, letter, or combination thereof and there is a key to link the code to the identifiable information of that individual. Coded data are considered identifiable.


	Use the definitions above to answer the following questions.

	1. Does the activity involve obtaining information about living individuals through intervention or interaction with the individuals?
 FORMCHECKBOX 
  YES*     FORMCHECKBOX 
   NO
*If YES to #1, the activity involves human subjects.
2. If NO to #1, does the activity involve obtaining protected health information (PHI) about deceased individuals?  
       FORMCHECKBOX 
  YES*     FORMCHECKBOX 
   NO    FORMCHECKBOX 
 N/A 

            *If YES, the following must be true:

1) The use or disclosure is solely for research on the PHI of decedents; and

2) The PHI is necessary for research purposes.

3. Does the activity involve obtaining identifiable and private information about living individuals?

 FORMCHECKBOX 
 YES*     FORMCHECKBOX 
   NO
*If YES to #3, the activity involves human subjects. An IRB Form H (Waiver of Authorization) must also be completed for retrospective chart review projects. formH - HIPAA Waiver of Authorization 1-08.doc
4. Does the activity involve the use of coded private information/specimens? 
 FORMCHECKBOX 
  YES*     FORMCHECKBOX 
   NO
5. If YES to #4, can the investigator(s) readily ascertain the identity of the individual(s) to whom the coded private information/specimens pertain 

 FORMCHECKBOX 
   YES    FORMCHECKBOX 
   NO*
                  *If YES to 4, No to 5 the activity does not involve human subjects.
6. Were the information/specimens previously collected (or yet to be collected) specifically for the currently proposed project? 
 FORMCHECKBOX 
 YES    FORMCHECKBOX 
   NO    FORMCHECKBOX 
 N/A



PLEASE ATTACH PROTOCOL USING THE SRC REVIEW PROTOCOL TEMPLATE LOCATED ON THE IRB FORMS PAGE https://uthsc.edu/comc/research/forms-links.php
EXPLAIN THE RATIONALE FOR THE EXEMPTION STATUS REQUESTED:     
INDICATE (CHECK) THE APPROPRIATE EXEMPTION CATEGORY APPLICATION TO THIS RESEARCH 

1____; 2____; 3____; 4_____; 5____; 6____; (See IRB Exemption List attached)

INFORMED CONSENT:  Some exempt research projects ethically require informed consent. If informed consent is required the method used to obtain informed consent should be explained and consent form submitted.  If the study does not require consent, it should be so stated and justified.     
7.Please answer the following questions MUST be answered for Investigator Initiated Projects 
                                
1. Is the research question clear                                                                                                                 Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

2. Is the background material pertinent and the rationale for the study clear                                      Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

3. Has the most appropriate study design been utilized to maximize internal and external validity: Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 
4. Are the research methods feasible and sufficiently detailed                                                                Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 
5. Is there an appropriate sample size calculation                                                                                    Yes  FORMCHECKBOX 

No  FORMCHECKBOX 
 
6. Are the appropriate statistical methods used and sufficiently outlined                                              Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

_________________________________________


____________________________

Signature of Investigator





Date

__________________________________________


_____________________________

Signature Department Chairman





Date

(The IRB reserves the right to request the investigator to provide additional information concerning the proposal.)

DO NOT WRITE BELOW THIS LINE

IRB ACTION:
 Approved _________    Approved w/provision(s) ________  Referred For Board Review _______

COMMENTS:____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Consent Required:
No ___
Yes ___
Not Applicable ___
Written ___
Signed ___

IRB Reviewer: ____________________________________ Title ______________________________ Date _____________

IRB Exemption Categories 

IRB Exemption Categories 

1. Research conducted in established or commonly accepted educational settings, involving 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, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricular, or classroom management methods.

2. Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior (including visual or auditory recording), if at least one of the following criteria is met:

i. information obtained is recorded in such a manner that human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; OR

ii. any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of civil or criminal liability, or be damaging to the subjects’ financial standing, employability, educational advancement or reputation. OR

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, and an IRB conducts a limited IRB review to make the determination required by §46.111(a)(7). 

(NOTE: The exemption described in item b.iii above is not applicable to research involving children. However, the exemption described in items b.i and ii above for research which involves educational tests or the observation of public behavior may only apply to research with children when the investigator(s) do not participate in the activities being observed.)

3. Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met:

i. The information obtained 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;

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;  OR
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, and an IRB conducts a limited IRB review to make the determination required by §46.111(a)(7).

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 subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.

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 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public

health activities and purposes” as described under 45 CFR 164.512(b);  OR

iv. The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for nonresearch 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

5. Research and demonstration projects, which are conducted or supported by or subject to the approval of the 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 which are designed to study, evaluate, or otherwise examine:

i. public benefit or service programs;

ii. procedures for obtaining benefits or services under those programs;

iii. possible changes in or alternatives to those programs or procedures; OR

iv. possible changes in methods or levels of payment for benefits or services under those programs.

Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended. Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal Web site or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects.

OHRP guidance provides the additional following criteria:

i. The program under study must deliver a public benefit (e.g., financial or medical benefits as provided under the Social Security Act) or service (e.g., social, supportive, or nutrition services as provided under the Older American Act); 

ii. The research is conducted pursuant to specific federal statutory authority;

iii. There is no statutory requirement that an IRB or EC review the research; and

iv. The research does not involve significant physical invasions or intrusions upon the

privacy or participants.

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. 

UTCOM IRB will not implement the new “Broad Consent” option; therefore, regulations at 46.104(d)7 and (6) (Categories 7&8) will not be implemented. 
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