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Topics:

• Applicability & Transition

• Continuing Review

• Informed Consent

• Broad Consent

• Exempt Research

• sIRB

3

For each topic we will:

• Discuss changes under the revised 
Common Rule

• Discuss possible related 
compliance risk

• Propose strategies to mitigate 
compliance risk
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• Propose to delay the general compliance date for the revised common 
rule an additional 6 months until January 21, 2019

• Proposes to permit institutions to implement (effective July 19,2018) 
three “burden reducing” provisions in the 2018 requirements:

1. the revised definition of “research,” which deems four categories of activities not to be 
research;

2. the allowance for no annual continuing review of certain categories of research; and 
3. the elimination of the requirement that institutional review boards (IRBs) review grant 

applications or other funding proposals related to the research. 

• Accepting comments until May 21, 2018 
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Applicability and Transition
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Current Common Rule (terms of FWA)

Revised Common Rule
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Before July 19, 2018 After July 19, 2018 After January 21, 2019

» Current Common Rule 
Regulations

» FDA Regulations
» Institutional Policies for non-

federally funded studies

» Current Common Rule 
Regulations

» Three burden reducing 
provisions

» FDA Regulations
» Institutional Policies for non-

federally funded studies

» Revised Common Rule 
Regulations

» Studies approved with the “old” 
common rule regulations plus 
the 3 burden reducing provisions

» Pre-January 21, 2019, Current 
Common Rule Regulations

» FDA Regulations
» Institutional Policies for non-

federally funded studies

Applicability:

Transition:
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Continuing Review
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Current Common Rule

Revised Common Rule
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Revised Common Rule
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Operational Considerations:

• Follow requirements of the revised Common Rule?

• Require continuing review (CR) of all non‐exempt studies and 
exempt studies approved through limited IRB review?

• Require a formal, annual “check‐in” in lieu of a formal CR?

13

Informed Consent
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Requirements Related to Informed Consent

• Changes to informed consent process

• Changes to requirements within informed consent documents

• Changes to wavier/alteration of informed consent

• Broad consent

• Screening, recruitment, and determining eligibility

• Posting of informed consent documents
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Requirements Related to Informed Consent Process

• Informed consent must begin with a concise and focused presentation of key information 
about the study and the information must be organized and presented in a way that 
facilitates comprehension.

• Key information (from the preamble):

• The investigator must present information in sufficient detail relating to the research, and 
must be organized and presented in a way that facilitates understanding of the reasons why 
one may or may not want to participate in the study.

§__.116(a)(5)(i)(ii)
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Broad Consent
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Current Common Rule

Revised Common Rule
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Broad Consent permitted 
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Considerations:

• How will refusal to consent be defined?

• How will your organization track broad consent (including 
refusals)?

• Who are the parties bound by refusal to give broad consent?

• What must be included in the description of the types of 
future research?

• What are the responsibilities of the reviewing IRB when broad 
consent has used obtained at another institution?
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Exempt Research
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Current Common Rule

Revised Common Rule
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Considerations
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sIRB
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• U.S. institutions engaged in cooperative research must rely upon approval by a single 
IRB. 

• The reviewing IRB is to be identified by the Federal department or agency supporting 
or conducting the research or proposed by the lead institution subject to the 
acceptance of the Federal department or agency supporting the research. 

• The requirement for single IRB review is not required whenever this requirement is 
precluded by law or whenever a Federal department or agency supporting or 
conducting the research determines and documents that the use of a single IRB is not 
appropriate for the particular context. 

• Compliance with this requirement is January 20, 2020.
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Considerations when institution cedes IRB review:

Considerations when institution serves as IRB of record:

• Resources

• Alliance agreements

• Compliance oversight

• Others
27
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Discussion
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John Baumann: baumannj@iu.edu
Emmelyn Kim: ekim@northwell.edu
Scott Lipkin: scott.lipkin@ankura.com


