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Federal Policy for the Protection of 
Human Subjects – Common Rule

 On January 18, 2017, the Federal Policy for the Protection of Human 
Subjects, or Common Rule, was updated for the first time since its 
publication in 1991. 

 The goal of these revisions is to reduce administrative burden and 
better protect subjects in the modern research context.

https://www.federalregister.gov/documents/2017/01/19/2017-01058/federal-policy-for-the-protection-of-human-subjects


What are the major changes to the 
Common Rule?

 Updates to Definitions
 Updates to Informed Consent Process and Document
 Updates to Exempt Categories and Limited IRB Review
 Updates to Expedited Review Process
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UTC Changes on July 19, 2018

 In order to prepare for the upcoming changes, UTC is implementing 
changes that will affect:
 The Exempt Application Process

 Informed Consent Requirements

 The Annual Review Process

 Forms and Documents



Updates to Exempt Application 
Process

 Under the existing process, the IRB made the determination 
regarding Exemption status.

 Exemptions were determined and approved by IRB Chair.
 After July 19, 2018, investigators will need determine whether or not 

their project is exempt and then complete the appropriate 
application.

 Exempt determinations will be made by ORI.



Exempt Categories

 Research is Exempt under the following categories
1. Educational research using normal educational practices

2. Educational tests, surveys, interviews, and public observation

3. Research subjects are public officials

4. Existing data

5. Public benefit or service programs

6. Taste and food quality evaluation



Exemption 46.101(b)(1)

 Research conducted in established or commonly accepted 
educational settings

 Involves normal educational practices
 Exemption applies if:

 Data is identifiable but not sensitive, or

 Data is sensitive but de-identified, and

 Children are only undergoing educational tests or observation of public 
behavior without investigator interaction



Exemption 46.101(b)(2)

 “...interactions including educational tests....survey procedures, or 
observation of public behavior...unless: 
 Information obtained is recorded in such a manner that human subjects 

can be identified; and

 Any disclosure of the human subjects’ responses outside the research 
could reasonably place the subjects at risk…”



Exemption 46.101(b)(3)

 “...interactions including educational tests....survey procedures, or 
observation of public behavior...that is not exempt under category 
(b)(2) if:
 The human subjects are elected or appointed public officials or 

candidates for public office; or

 Federal statue(s) require(s) without exemption that the confidentiality of 
the personally identifiable information will be maintained…”



Exemption 46.101(b)(4)

 “Research involving the collection or study of existing data, 
documents, records…if these sources are publicly available or if the 
information is recorded by investigators in such a manner that 
subjects cannot be identified, directly or through identifiers linked to 
the subjects.”



Exemptions 46.101(b)(5) and (6)

 Exemption 5: Research and demonstration projects 
conducted/supported by a Federal department or agency or 
subject to approval by dept/agency head and are designed to 
study public benefit or service programs.

 Exemption 6: Taste and food quality and evaluation and consumer 
acceptance studies 



Applying for IRB Exemption

 New Tools:
 Exemption Decision Chart

 Exemption Category Definitions

 Form D:  Application for Exempt Designation



Exemption Category Definitions



Exemption Decision Tree



Form D:  Application for Exempt 
Designation



Updates to Informed Consent 
Process and Document

 Changes meant to facilitate subjects’ understanding of the reasons 
to participate (or not) in the research.

 Requires that key information essential to decision making receive 
priority by:
 Being presented first in the consent discussion;

 Appearing at the beginning of the consent document.

 Prospective subject must be provided with “the information that a 
reasonable person would want to have to make an informed 
decision about whether to participate, and be given an opportunity 
to discuss that information.”



Informed Consent Document

 New elements of informed consent
 Statement on whether the identifiers might be removed and information 

or biospecimens could be used for future research without additional 
informed consent.

 When appropriate:  
 Commercial Profit

 Return of clinically relevant results

 Whole genome sequencing of biospecimens



Informed Consent Document

 If your consent document is lengthy (more than 1-2 pages), you will 
need to include a “concise and focused presentation” at the 
beginning that includes “key information”  to facilitate 
comprehension.

 New UTC IRB templates & updated checklist



Updates to Expedited Review 
Process

 Annual Review no longer required for project approved AFTER July 
19, 2018.
 IRB reserves the right to determine that research should be reviewed 

annually.

 Investigators still need to request approval before implementing 
changes via a Form B:  Application for Changes, Annual Review, or 
Project Termination/Completion

 All Forms and Checklists have been updated.  Always download 
forms from the IRB website. (www.utc.edu/irb)

http://www.utc.edu/irb


Changes to Form A – End date

 New requirement to indicate a project End Date.
 This date will be used to track if project is active.  Unless the investigator 

submits a Form B indicating that the project is still ongoing, ORI will close 
out the IRB on its end date. 

 After the IRB is closed, NO ADDITIONAL RESEARCH may take place 
under this IRB number.

 ORI will endeavor to remind investigators of upcoming end date, but it is 
the investigator’s responsibility to submit the Form B with adequate time 
for review and approval PRIOR to the expiration date.



For Protocols approved before July 
19, 2018

 Projects can continue as approved.
 Consent Forms do not need to follow new guidelines.
 Annual Review is still required.



For More Information….

Amy Doolittle, IRB Chair

amy-doolittle@utc.edu

(423) 425-5563

Lindsay Pardue, Director of Research Integrity

lindsay-pardue@utc.edu

(423) 425-4443

Alexa McClellan, Assistant Director of Research Integrity

alexa-mcclellan@utc.edu

(423) 425-1232

Baley Whary, IRB Coordinator

baley-whary@utc.edu

(423) 425-5867

Contact:

Office of Research Integrity / IRB Office

109 Race Hall

(423) 425-5867

instrb@utc.edu
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Questions?
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