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Human Research Ethics Tips  
Below is a table from the national association Public Responsibility in Medicine & Research (PRIM&R) 

of the Revised Common Rule changes and an added column for UNC Implementation information. 

 

Here is PRIM&R's quick reference guide to the most significant changes in the final Common Rule published January 19, 

2017. Although we have not included every change, nor every detail of the changes listed, we believe this list provides a 

clear overview of the revisions to the Rule that will affect researchers, institutions, and IRBs. 

 UNC Implementation 

IRB 

operations 

Single IRBs for multisite 

research 

("cooperative research") 

Single IRBs generally required; however, 

some flexibility is provided in determining 

and documenting when a single IRB is not 

appropriate 

46.114 Effective January 25, 2019 

External IRBs Reliance arrangement with non-

institutional IRB must be documented; 

more stringent requirements proposed in 

the NPRM are not included 

46.103 Current UNC practice  

Checking the box Option for FWA holders to check the box 

has been eliminated 

46.101 UNC currently unchecks the box 

Continuing review Continuing review of research is no longer 

required under various circumstances 

46.109, 

46.115 

Not allowed until January 2019 

Informed 

consent 

New language/clarity Consent forms must be clearer and more 

focused; many changes added to 

emphasize that information provided 

must facilitate a potential subjects' 

understanding of why one would 

participate or not 

46.116 Can implement prior to July 19, 

2018.   

UNC has chosen not to implement 

early 

Basic and additional 

elements of informed 

consent 

New basic element on collection of 

identifiable private information or 

identifiable biospecimens; three new 

additional elements on commercial profit, 

return of clinically relevant research 

results and whole genome sequencing 

46.116  Not allowed until January 2019 

Broad consent Broad consent is an option for storage, 

maintenance, and secondary research 

use of identifiable private information 

and identifiable biospecimens 

46.111, 

46.116 

UNC will not use Broad Consent 

Recruitment/screening 

waivers 

Allows waiver of informed consent for 

subject recruitment or screening, under 

certain conditions 

46.116  Not allowed until January 2019 

Clinical trials consent 

forms 

Some clinical trials must post consent 

form online 

46.116  Not allowed until January 2019 

Electronic consent Electronic consent is ok; must provide 

written copy 

46.117   Current UNC practice  
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Legally authorized 

representatives 

If no law, institution can designate a 

representative 

46.102 NC State Law designates who 

can be a LAR 

Scope Definition: Research Defines what's NOT research: certain 

journalistic, public health 

surveillance, and criminal justice or 

intelligence activities 

46.102  Not allowed until January 2019 

Definition: Human 

subjects 

Includes "information or biospecimens" 

obtained from through intervention and 

interaction OR "identifiable private 

information or identifiable biospecimens" 

46.102  Not allowed until January 2019 

Definition: Clinical trial Clinical trials are now specifically defined 46.102 Not allowed until January 2019 

Definition: Identifiable 

biospecimen/identifiable 

private information 

Will be re-examined within one year and 

every four years after 

46.102 Not allowed until January 2019 

Definition: Vulnerable 

populations 

Pregnant women and "handicapped" 

removed; replaces "mentally disabled" with 

"individuals with impaired decision-making 

capacity" 

46.111 Not allowed until January 2019 

Tribal law Tribal law applies where applicable; added 

throughout 

46.101, 

46.114, 

46.116 

  Current UNC practice  

New 

guidelines 

for 

exemptions 

Additional exemptions for 

low-risk studies 

New exemptions added, including 

exemptions for secondary research on 

identifiable private information and 

identifiable biospecimens under various 

circumstances; various regulatory 

requirements, such as limited IRB review 

and broad consent, may apply 

46.104 

(see also 

46.103, 

46.109, 

46.110, 

46.111) 

  Not allowed until January 2019 

Compliance 

dates 

1 year (17/19/18), 3 

years for multisite 

(1/20/20) 

Previous Rule applies to research approved 

prior to 1/19/17; new rule to approvals 

1/19/17 or later 

46.101  

Almost as important as the changes that are in the revised rule are the previously proposed changes that are 

NOT in the final regulations. Things that appeared in the NPRM but are NOT included in the final Rule include:  

• the inclusion of research with non-identified biospecimens within the definition of human subjects 

research; the concept of "exclusions";  

• reference to or reliance on any of the proposed tools, standards, or templates that had not been 

developed at the time of the NPRM (exemption determination tool, standardized privacy and data 

security safeguards, broad consent template, etc.);  

• the clinical trials extension;  

• the requirement to include non-required element of consent in an "appendix" to the form; and  

• modifications to the definition of minimal risk. 
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Common Rule Departments & Agencies 

 

1. Department of Commerce  15 CFR 27 

2. Department of Defense  32 CFR 219 

3. Department of Energy 10 CFR 745 

4. Department of Health & Human Services  45 CFR 46, subpart A  Plus subparts B, C, D 

5. Department of Housing & Urban Development 24 CFR 60 

6. Department of Justice  28 CFR 46 

7. Department of Transportation  49 CFR 11 

8. Department of Veterans Affairs 38 CFR 16 

9. Consumer Product & Safety Commission   16 CFR 1028 

10. Environmental Protection Agency  40 CFR 26 

11. Agency for International Development  22 CFR 225 

12. National Aeronautics & Space Administration 14 CFR 1230 

13. National Science Foundation  45 CFR 690 

14. Department of Agriculture 7 CFR 1c 

15. Central Intelligence Agency 

16. Department of Education 34 CFR 97 

17. Federal Policy for the Protection of Human Subjects (Common Rule 45 CFR 46, Subpart A) 

18. Social Security Administration 20 CFR 431 

Not part of the Revised Common Rule Yet, plan to join later 

19. Department of Homeland Security 6 CFR 46  NEW 

20. Food & Drug Administration  NEW 

21. Department of Labor 29 CFR 21  NEW 

22. Office of the Director of National Intelligence  NEW 

 

 


