
On January 19, 2017, the Office of the Federal Register published a revised Federal 
Policy for the Protection of Human Subjects, the first significant change to the 
Common Rule since 1991.  After two delays, the implementation date for the revised 
Common Rule is January 21, 2019 (with the exception of cooperative research 
which has a compliance date of January 20, 2020).  All new IRB submissions, 
starting on Jan. 21, 2019, will be approved under the new rules.  All protocols 
approved prior to Jan. 21, 2019 will remain under the old rules.  These protocols 
retain their IRB requirements, including continuing review, and will be provided 
information on transitioning to the new rules at the time of continuing review. 
 
This guide serves to assist researchers at Misericordia University (MU) understand 
the revised Common Rule and how it will be implemented.  This is not an exhaustive 
list of the changes, but rather it highlights the areas most important to and those 
relevant to researchers at MU.  Please note, some changes will result in a reduction 
of burden while others will result in additional work for researchers and the 
Institutional Review Board (IRB).   
 
 

Definitions 
Topic Rule Change 
Definition of 
Research 

Now specifically includes categories deemed not to be research: 
• Scholarly and journalistic activities, including oral history, 

journalism, biography, literary criticism, legal research, and 
historical scholarship 

• Public health surveillance activities 
• Criminal justice activities  
• National security missions 

 
Definition of a 
Human Subject 

The old rule defined a human subject as: “a living individual about 
whom an investigator (whether professional or student) con- 
ducting research obtains data through intervention or interaction 
with the individual, or identifiable private information.” 

The new rule defines a human subject as: “A living individual 
about whom an investigator (whether professional or student) 
conducting research: Obtains information or biospecimens 
through intervention or interaction with the individual, and uses, 
studies, or analyzes the information or biospecimens; or obtains, 
uses, studies, analyzes, or generates identifiable private 
information or identifiable biospecimens.” 
 

Definition of a 
Clinical Trial  

The old rule did not provide a definition of a clinical trial. 
 
The new rule defines a clinical trial as: “A research study in which 
one or more human subjects are prospectively assigned to one or 

https://www.federalregister.gov/documents/2017/01/19/2017-01058/federal-policy-for-the-protection-of-human-subjects
https://www.federalregister.gov/documents/2017/01/19/2017-01058/federal-policy-for-the-protection-of-human-subjects
https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML#se45.1.46_1102
https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML#se45.1.46_1102


more interventions (which may include placebo or other control) 
to evaluate the effects of the interventions on biomedical or 
behavioral health-related outcomes.”  
 

Definition of a 
Benign 
Behavioral 
Intervention  

The old rule did not provide a definition for benign behavioral 
intervention. 
 
The new rule defines a benign behavioral intervention as: “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.” 

Examples 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. 

Definition of 
“in writing” 

The old rule did not define “in writing.” 
 
“In writing” in the new rule refers to writing on a tangible medium 
(e.g., paper) or in an electronic format. 
 

Definition of 
Vulnerable 
Populations 

The old rule defined vulnerable populations as: “children, 
prisoners, pregnant women, mentally disabled persons, or 
economically or educationally disadvantaged persons.” 

The new rule defines vulnerable populations as: “children, 
prisoners, individuals with impaired decision-making capacity, or 
economically or educationally disadvantaged persons.” 
 

Exempt Categories 
Topic Change 
Determination There is no change to determinations.  The exemption must be 

made by the IRB Chair or member of the IRB.  
 



Exempt 
Categories  

The exempt categories have been revised as noted below. The (*) 
items represent the change for revised categories.  

REVISED Exempt category 1 – research in educational settings 
*Revised to include that the research does not adversely affect 
students’ opportunity to learn required educational content or the 
assessment of educators who provide instruction.  

REVISED Exempt category 2 – research involving educational 
tests, survey procedures, interview procedures, or observations of 
public behavior 
*Revised to include limited IRB review for privacy and security of 
data and that harm may result from potential damage to the 
subjects’ educational advancement.  

NEW Exempt category 3 – research involving benign interventions 
(as defined above) 
*This research cannot involve deception unless the deception is 
authorized by the participant  

REVISED Exempt category 4 – secondary research for consent is 
not required of identifiable private information or identifiable 
biospecimens 
*Revised to remove word ‘existing’ and to allow for a HIPAA 
exemption *Information must be publicly available, or not 
identifiable by the investigator directly or through links, the 
investigator will not contact subjects, and will not re- identify 
subjects;  

REVISED Exempt category 5 – research and demonstration 
projects conducted or supported by a federal department or 
agency 
*Revised to allow for easier applicability  

Unchanged Exempt category 6 – taste and food evaluations 

 
Exempt 
Research and 
Vulnerable 
Populations 

Pregnant Women (Part B)– All exemptions may apply if the 
condition of the exemption is met.  

Prisoners (Part C) – None of the exemptions apply, except for 
research aimed at involving a broader subject population and only 
incidentally includes prisoners.  

Children (Part D)– Exemptions (d)(1) and (d)(4-8) may involve 



children. Exempt (d)(2) (research on educational tests, surveys, 
interviews or observations) may include children, but:  

*Exempt (2)(i) and (ii) only apply to educational tests or 
observation of public behavior when the investigator(s) do not 
participate in the activities being observed; and 
*Exempt (2)(iii) is not applicable to research with children. This 
exemption is where the investigator can readily ascertain the 
identity of the child.  

 
Limited IRB 
Review 

The old rule did not include limited IRB review for exempt 
research. The new rule outlines exempt categories that require an 
increased level of review by the IRB for data security and privacy 
protections. 

The exempt categories subject to limited IRB review are:  

• Exempt (d)(2) research involving interviews, observations, 
surveys, interviews that are identifiable  

• Exempt (d)(3) research involving benign interventions that 
are identifiable (directly or through links) and the 
responses may be damaging to the subject’s reputation, 
financial standing, employability, educational 
advancement, criminal or civil liability.  

The Office for Human Research Protections will provide additional 
guidance that will provide more details about what is expected for 
this review.  

• The extent to which identifiable private information is or 
has been de- identified and the risk that such de-identified 
information can be re- identified;  

• The use of the information;  
• The extent to which the information will be shared or 

transferred to a third party or otherwise disclosed or 
released;  

• The likely retention period or life of the information;  
• The security controls that are in place to protect the 

confidentiality and integrity of the information; and  
• The potential risk of harm to individuals should the 

information be lost, stolen, compromised, or otherwise 
used in a way contrary to the contours of the research 
under the exemption.  

Limited IRB review will be conducted by the IRB Chair and/or at 



least one member of the IRB. 

 
HIPAA 
exemption for 
identifiable 
secondary 
research of PHI 
that was 
collected for 
some other 
purpose or 
intent than the 
proposed study  

Informed consent is not required for research limited to 
identifiable secondary research utilizing Protected Health 
Information (PHI), including identifiable biospecimens (exempt 
category 4). A HIPAA authorization is required for future and 
secondary use, or a waiver of authorization is granted by the 
IRB/Privacy Board.  

MU IRB will require a waiver of authorization be granted by the 
IRB upon submission of the request for access to the PHI, or the 
individual’s written authorization is obtained.  

Exempt 
Amendments 

Exempt research subject to limited IRB review will be required to 
submit amendments to research projects to determine if there are 
changes that affect the limited review. 

 
Continuing 
review 

The MU IRB will continue to annually review all exempt, 
expedited, and full board studies per institutional policy.  

 
Informed Consent 

Topic Change 
Informed 
Consent 
Requirements  

The informed consent requirements have been highly modified. A 
brief explanation of the changes are noted, with more detailed 
explanation in the following sections:  

• Significant changes to the content, organization, and 
presentation of information and process to facilitate a 
subject’s decision about whether to participate;  

• Changes to the basic and additional elements of consent;  
• Changes in the criteria for the waiver or alteration of 

consent;  
• New provisions that allow IRBs to approve research for 

which investigators obtain information or biospecimens 
without consent for the purposes of screening, recruiting, 
or determining the eligibility of prospective subjects 
provided certain conditions are met 

Informed 
Consent 
Elements  

NEW required element of informed consent for studies involving 
collection of identifiable private information or identifiable 
biospecimens. One of the following statements must be in the 



informed consent:  

• A statement that the identifiers might be removed from the 
information, and after such removal, the information could 
be used for future research studies or distributed to 
another investigator for future research without additional 
informed consent; OR  

• A statement that the subject’s information or specimens, 
even if identifiers are removed, will not be used or 
distributed for future research.  

NEW additional elements of informed consent will be required for 
applicable research studies. These additional elements are:  

• A statement that the subject’s biospecimens (even if 
identifiers are removed) may be used for commercial profit 
and whether the subject will or will not share in this 
commercial profit;  

• A statement regarding whether clinically relevant research 
results; including individual research results, will be 
disclosed to subjects, and if so, under what conditions; and  

• For research involving biospecimens, whether the research 
(if known) or might include whole genome sequencing.  

Waiver or 
Alteration of 
Informed 
Consent 

Investigators will be required to provide justification for a NEW 
required element for obtaining a waiver of consent:  

• If the research involves using identifiable private 
information or biospecimens, the research could not 
practicably be carried out without using such information 
in an identifiable format.  

Screening, 
Recruiting, or 
Determining 
Eligibility of 
Prospective 
Subjects 

The new rule specifically states that an IRB can approve access to 
identifiable information or identifiable specimens without the 
prospective informed consent of the subject for purposes of 
screening, recruiting, or determining eligibility if:  

• The investigator obtains information through oral or 
written communication with the prospective subject; OR  

• The investigator obtains identifiable private information or 
identifiable biospecimens by accessing records or stored 
identifiable biospeicmens.  

A waiver of informed consent will no longer be required to access 
identifiable information for determining eligibility. However, a 



waiver of PHI authorization will still be required as the HIPAA 
rule does not allow such access without prior written 
authorization or a waiver of authorization.  

 
 
 
This document was adapted from “New Common Rule Implementation Guide,” 
Office of Research and Discovery, University of Arizona, with permission. 


