
45 CFR 46 Subpart A: Comparison of the Common Rule from the e-CFR 2017 version to the New Common Rule  

The New Common Rule is currently effective January 21, 2019 unless another delay occurs. 

Key:    Where language is not specified, there are no changes between the current Common Rule and the New Common Rule.   

The Blue font means that the exact language is in the New Common Rule, but the location has moved.  

 The Red font depicts language that has been deleted from the New Common Rule. 

The Green font depicts language that has been added to the New Common Rule.  

 Where “that” was changed to “which”, or vice versa, is not noted. Other administrative typo changes are not noted.    

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

e-CFR current Common Rule as of 
August 25, 2017 

§46.102   Definitions. 

(a) Department or agency head 

means the head of any federal 

department or agency and any other 

officer or employee of any 

department or agency to whom 

authority has been delegated. 

(f) Human subject means a living 
individual about whom an investigator 
(whether professional or student) 
conducting research obtains 

(1) Data through intervention or 
interaction with the individual, or 

(2) Identifiable private information. 

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

Private information must be 

individually identifiable (i.e., the 

identity of the subject is or may 

readily be ascertained by the 

investigator or associated with the 

information) in order for obtaining the 

information to constitute research 

involving human subjects. 

New Common Rule 

§__.102 Definitions for purposes of this policy. 
 
(a) Certification means the official notification by the institution to the supporting 
Federal department or agency component, in accordance with the requirements of 
this policy, that a research project or activity involving human subjects has been 
reviewed and approved by an IRB in accordance with an approved assurance. 
(b) Clinical trial means a research study in which one or more human subjects are 
prospectively assigned to one or more interventions (which may include placebo or 
other control) to evaluate the effects of the interventions on biomedical or 
behavioral health-related outcomes. 
(c) Department or agency head means the head of any Federal department or 
agency, for example, the Secretary of HHS, and any other officer or employee 
of any Federal department or agency to whom the authority provided by these 
regulations to the department or agency head has been delegated. 
(d) Federal department or agency refers to a federal department or agency (the 
department or agency itself rather than its bureaus, offices or divisions) that takes 
appropriate administrative action to make this policy applicable to the research 
involving human subjects it conducts, supports, or otherwise regulates (e.g., the 
U.S. Department of Health and Human Services, the U.S. Department of Defense, 
or the Central Intelligence Agency). 
(e)(1) Human subject means a living individual about whom an investigator 
(whether professional or student) conducting research: 
(i) Obtains information or biospecimens through intervention or interaction with 
the individual, and uses, studies, or analyzes the information or biospecimens; or 
(ii) Obtains, uses, studies, analyzes, or generates identifiable private information or 
identifiable biospecimens. 
 
(2) Intervention includes both physical procedures by which information or 
biospecimens are gathered (e.g., venipuncture) and manipulations of the subject 
or the subject’s environment that are performed for research purposes. 
 
(5) Identifiable private information is private information for which the identity of 
the subject is or may readily be ascertained by the investigator or associated with 
the information. 
(6) An 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. 
(7) Federal departments or agencies implementing this policy shall: 
(i) Upon consultation with appropriate experts (including experts in data matching 
and re-identification), reexamine the meaning of ‘‘identifiable private 
information,’’ as defined in paragraph (e)(5) of this section, and ‘‘identifiable 
biospecimen,’’ as defined in paragraph (e)(6) of this section. This reexamination 
shall take place within 1 year and regularly thereafter (at least every 4 years). This 
process will be conducted by collaboration among the Federal departments and 
agencies implementing this policy. If appropriate and permitted by law, such 
Federal departments and agencies may alter the interpretation of these terms, 
including through the use of guidance. 
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e-CFR current Common Rule as of 
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(e) Research subject to regulation, 

and similar terms are intended to 

encompass those research activities 

for which a federal department or 

agency has specific responsibility for 

regulating as a research activity, (for 

example, Investigational New Drug 

requirements administered by the 

Food and Drug Administration). It 

does not include research activities 

which are incidentally regulated by a 

federal department or agency solely 

as part of the department's or 

agency's broader responsibility to 

regulate certain types of activities 

whether research or non-research in 

nature (for example, Wage and Hour 

requirements administered by the 

Department of Labor). 

New Common Rule 

(ii) Upon consultation with appropriate experts, assess whether there are analytic 
technologies or techniques that should be considered by investigators to generate 
‘‘identifiable private information,’’ as defined in paragraph (e)(5) of this section, or 
an ‘‘identifiable biospecimen,’’ as defined in paragraph (e)(6) of this section. This 
assessment shall take place within 1 year and regularly thereafter (at least 
every 4 years). This process will be conducted by collaboration among the 
Federal departments and agencies implementing this policy. Any such 
technologies or techniques will be included on a list of technologies or techniques 
that produce identifiable private information or identifiable biospecimens. This list 
will be published in the Federal Register after notice and an opportunity for public 
comment. The Secretary, HHS, shall maintain the list on a publicly accessible Web 
site. 
(f) Institution means any public or private entity, or department or agency 
(including federal, state, and other agencies). 
 
(i) Legally authorized representative means an individual or judicial or other 
body authorized under applicable law to consent on behalf of a prospective 
subject to the subject’s participation in the procedure(s) involved in the 
research. If there is no applicable law addressing this issue, legally authorized 
representative means an individual recognized by institutional policy as 
acceptable for providing consent in the nonresearch context on behalf of the 
prospective subject to the subject’s participation in the procedure(s) involved in 
the research. 
 
(k) Public health authority means an agency or authority of the United States, 
a state, a territory, a political subdivision of a state or territory, an Indian tribe, or 
a foreign government, or a person or entity acting under a grant of authority from 
or contract with such public agency, including the employees or agents of such 
public agency or its contractors or persons or entities to whom it has granted 
authority, that is responsible for public health matters as part of its official 
mandate. 
 
(l) For purposes of this part, the following activities are deemed not to be 
research: 
(1) Scholarly and journalistic activities (e.g., oral history, journalism, biography, 
literary criticism, legal research, and historical scholarship), including the 
collection and use of information, that focus directly on the specific individuals 
about whom the information is collected. 
(2) Public health surveillance activities, including the collection and testing of 
information or biospecimens, conducted, supported, requested, ordered, 
required, or authorized by a public health authority. Such activities are limited to 
those necessary to allow a public health authority to identify, monitor, assess, or 
investigate potential public health signals, onsets of disease outbreaks, or 
conditions of public health importance (including trends, signals, risk factors, 
patterns in diseases, or increases in injuries from using consumer products). Such 
activities include those associated with providing timely situational awareness and 
priority setting during the course of an event or crisis that threatens public 
health (including natural or man-made disasters). 
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e-CFR current Common Rule as of August 25, 
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§46.103 Assuring compliance with this policy—

research conducted or supported by any Federal 

Department or Agency. 

 (b) Departments and agencies will conduct 
or support research covered by this policy only if 
the institution has an assurance approved as 
provided in this section, and only if the institution 
has certified to the department or agency head 
that the research has been reviewed and approved 
by an IRB provided for in the assurance, and will be 
subject to continuing review by the IRB. Assurances 
applicable to federally supported or conducted 
research shall at a minimum include: 

(1) A statement of principles governing the 
institution in the discharge of its responsibilities for 
protecting the rights and welfare of human subjects 
of research conducted at or sponsored by the 
institution, regardless of whether the research is 
subject to federal regulation. This may include an 
appropriate existing code, declaration, or 
statement of ethical principles, or a statement 
formulated by the institution itself. This 
requirement does not preempt provisions of this 
policy applicable to department- or agency-
supported or regulated research and need not be 
applicable to any research exempted or waived 
under §46.101 (b) or (i). 

(2) Designation of one or more IRBs 
established in accordance with the requirements of 

this policy, and for which provisions are made for 
meeting space and sufficient staff to support the 
IRB's review and recordkeeping duties. 

 

 New Common Rule  

 (3) Collection and analysis of information, biospecimens, or records 
by or for a criminal justice agency for activities authorized by law or 
court order solely for criminal justice or criminal investigative 
purposes. 
(4) Authorized operational activities (as determined by each 
agency) in support of intelligence, homeland security, defense, or 
other national security missions. 
(m) Written, or in writing, for purposes of this part, refers to writing 
on a tangible medium (e.g., paper) or in an electronic format. 
 
 
§__.103 Assuring compliance with this policy—research conducted 
or 
supported by any Federal department or agency. 
 
(a)…Federal departments and agencies will conduct or support 
research covered by this policy only if the institution has provided 
an assurance that it will comply with the requirements of this 
policy, as provided in this section, and only if the institution has 
certified to the department or agency head that the research has 
been reviewed and approved by an IRB (if such certification is 
required by §__.103(d)). 
 
(b) The assurance shall be executed by an individual authorized to 
act for the institution and to assume on behalf of the institution the 
obligations imposed by this policy and shall be filed in such form 
and manner as the department or agency head prescribes. This is 
the same as the 2017 45 CFR 46.103 ( c ). 
 

 


