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Revised Common Rule

ANPRM for revisions in 2011

NPRM for revisions in 2015

Substantially revised in 2017

Amended twice in 2018 to delay 
compliance date  (Jan. & July)
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Rationale for Changes
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Facilitate 
Minimal Risk 

Research

Recognize 
Modern 

Technologies

Social & 
Behavioral 
Research 

Repositories: 
Data & 

Biospecimens

Clinical 
Research 
Networks

Details of rationale and intent found in 110 pages of preamble.  



Key Dates for Implementation

July 19, 2018 – Effective Date
(3-options: definitions, CR, grants)

January 21, 2019 – General 
Compliance Date for all Changes 

January 20, 2020 – Compliance 
Date for Single IRB 
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Federal Agency Impact
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Common Rule Departments and Agencies

1 Aeronautics and Space Admin. 11 Dept. of Housing & Urban Dev.

2 Central Intelligence Agency 12 Department of Labor

3 Consumer Product Safety 13 Dept. of Transportation

4 Dept. of Agriculture 14 Dept. of Veterans Affairs

5 Dept. of Commerce 15 Environmental Protection Agency

6 Dept. of Defense 16 National Science Foundation

7 Dept. of Education 17 Office Dir. Of National Intelligence

8 Dept. of Energy 18 Social Security Administration

9 Dept. of Health Human Service 19 USAID

10 Dept. of Homeland Security 20 *Dept. of Justice (Not signed-on)

*Must follow old common rule until DOJ signs on.



Federal Agency Impact
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• Regulations for drugs and 
devices remain unchanged;FDA

• HIPAA remains unchanged 
but will impact Exempt Cat. 4 OCR

• FERPA remains unchanged.ED

Still have to follow these rules regardless of Common Rule changes.
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Section Title Changes

46.101 Applicability No more checking the box

• This option to apply the federal rules to all research on the 

FWA (checking the box) was removed to promote as much 

flexibility as possible.

• ‘Flexibility’ is mentioned in the preamble of the revised rule 

35 times.

• Institutions can still voluntarily apply federal regulations to 

all research through their SOPs.

• TAMU unchecked the box on the FWA in January of 2018.

• TAMU will use a flexible approach for implementing the 

Revised Common Rule to reduce regulatory burden for all.
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Section Title Changes

46.102 Definitions New and Revised Definitions.

• The overall definition of research remains 

unchanged but certain exclusions were added.

Research means  a systematic investigation, 

including research development, testing, and 

evaluation, designed to develop or contribute to 

generalizable knowledge

Definitions
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Section Title Changes

46.102 Definitions New and Revised Definitions.

Exclusions to definition of Research:

• Scholarly and journalistic activities (e.g. oral history, 

journalism, biography, legal research and historical 

scholarship;

• Public health surveillance activities when conducted, 

supported, requested or authorized by a Public Health 

Authority;

• Collection and analysis of information, specimens, or 

records, by or for a criminal justice agency for certain 

criminal justice or investigative purposes;

• Certain authorized operational activities for national 

security purposes;
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Section Title Changes

46.102 Definitions New and revised definitions.

(b) Clinical trial means 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. 
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Section Title Changes

46.102 Definitions New and revised definitions.

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. 
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Section Title Changes

46.102 Definitions New and revised definitions.

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.

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. 



Evolving Definition
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• “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) 

• assess whether there are analytic technologies or 

techniques that should be considered by investigators 

to generate “identifiable private information "or an 

“identifiable biospecimen”.

As part of the revised definition of ‘identifiable’ the 

following new requirements have been added:



14

Section Title Changes

46.102 Definitions New and revised definitions.

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.  
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Section Title Changes

46.102 Definitions New and revised definitions.

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. 
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Section Title Changes

46.102 Definitions New and revised definitions.

Written, or in writing, for purposes of this 

part, refers to writing on a tangible medium 

(e.g., paper) or in an electronic format. 

Note: this definition was updated to recognize 

the use of electronic consent and electronic 

signature.



Changes in Exempt Categories
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Exemption 1 - Restrictions added

*Exemption 2 - Expanded

*Exemption 3 - Replaced  

Exemption 4 - Expanded

Exemption 5 - Expanded

Exemption 6 - No Change

*Exemption 7 - New

*Exemption 8 - New

* Involves Limited IRB review 



Exempt Research
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Section Title Changes

46.104 Exempt Research Multiple revisions and new additions

What does Exempt mean?

• Exempt from the requirements of the Common Rule.

• Except for certain categories that require limited IRB 

review.

• Exempt from the Common Rule does not mean exempt 

from all other requirements:

HIPAA, FERPA, DOJ, Institutional Policies



Exempt Categories 
Applicability of Common Rule Subparts
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Subpart B – Pregnant Women, Fetuses and Neonates

• Each of the exemptions can be applied to research that is subject to 

subpart B;

Subpart C – Prisoners

• Rule changed to allow the exemption to incidentally include 

prisoners if the research involves a broader subject population;

• Permits exempt secondary research if the research does not seek to 

examine prisoners as a subpopulation;

• Rule changes to allow subjects to continue in exempt research if they 

become a prisoner during the study;



Exempt Categories 
Applicability of Common Rule Subparts
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Subparts Continued . . .

Subpart D – Children

• Rule permits exemptions with children in categories: 

(1), (4), (5), (6), (7) and (8); 

• Rule does not permit children with Exempt Category 2 research 

involving educational tests or the observation of public behavior 

if the investigator participates in the activities being observed;

• Children are also not allowed in Exempt Category 2 if the 

information obtained is identifiable even though limited IRB 

review is required.

• No children allowed in Category 3 - Benign Behavioral 

Interventions;
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Section Title Changes

46.104 Exempt Research Multiple revisions and new additions

Category 1: Research in Established or Commonly 

Accepted Educational Settings 

This category has been amended to include the following 

condition: 

research that specifically involves normal educational 

practices that are not likely to adversely impact students’ 

opportunity to learn required educational content or the 

assessment of educators who provide instruction. 
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Section Title Changes

46.104 Exempt Research Multiple revisions and new additions

Category 2: Research that only includes 

interactions involving educational tests, 

surveys, interviews or observations of 

public behavior (including visual or 

auditory recording) if at least one of the 

following is met:
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Category 2 continued. . .

(i) The information obtained is recorded is not 

identifiable and no links or codes to identifiers; or

(ii) Anydisclosures of responses would not reasonable place

subjects at risk of harm; or

(iii) Information can be identifiable if the IRB has 

conducted a limited IRB Review in accordance with 45 

CRR 46.111(a)(7) that requires adequate provisions 

for protecting the privacy and confidentiality of the 

subjects.

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions
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Category 2 continued. . .

• This category now includes visual or auditory 

recordings as research methods.

• Surveys and interviews cannot be combined with 

other research interventions to be eligible for the 

exemption.

• This exemption cannot include children in the 

survey or interview research.

• Investigator cannot participate in activities being 

observed; 

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions



What is Limited IRB Review?
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• Limited IRB review is making and documenting the 

determination required by 46.111(a)(7), to ensure that there 

are adequate privacy safeguards for identifiable private 

information and identifiable biospecimens in the proposed 

research.

• Limited IRB review applies to four exempt categories: 2,3,7 

and 8).

• Institutions can assign the duty of making exempt 

determinations to any qualified group; however, limited IRB 

review must be performed by an experienced member of the 

IRB as designated by the chair.
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Category 3: Research involving benign 

behavioral interventions with adults when 

information  collected is limited to verbal 

or written responses  (including data entry) 

or audiovisual recording, and the adults 

prospectively agree to the intervention and 

information collection and at least on the 

following is met:

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions
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Category 3 Continued . . . 

(i) The information obtained is recorded is not 

identifiable and no links or codes to identifiers; or

(ii) Anydisclosures of responses would not reasonable place

subjects at risk of harm; or

(iii) Information can be identifiable if the IRB has 

conducted a limited IRB Review in accordance with 45 

CRR 46.111(a)(7) that requires adequate provisions for 

protecting the privacy and confidentiality of the 

subjects.

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions
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Category 3 continued. . .

For the purpose of this provision, benign behavioral  
interventions are defined 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. 

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions
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Category 3 continued. . .

• Deception is not allowed in this exempt category unless 
the subject prospectively agrees to be unaware of or 
misled regarding the nature and purpose of the research.

• This exemption may not be used for research involving 
children.

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions
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Section Title Changes

46.104 Exempt Research Multiple revisions and new additions

Category 4: Secondary research for 

which consent is not required; 

Secondary research uses of 

identifiable private information or 

identifiable biospecimens, if at least 

one of the following criteria is met:

(i) Identifiable private information or

identifiable biospecimens are publically 

available; or
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Category 4 continued. . .

(ii) Information, which may include information

about biospecimens, is recorded by the

investigator in such a manner that the identity

of the human subjects cannot  be readily 

ascertained directly or through identifiers  

linked to the subjects, the investigator does not 

contact  the subjects or re-identify subjects; or

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions
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Category 4 continued. . .

(iii) The research involves only information that is

regulated under HIPAA as health care operations or 

research or publichealth activities/purposes; or

(iv) Research is conducted by, or on behalf of, a

Federal agency using data collected or generated by 

the  government for nonresearch purposes, and the  

information is protected by federal privacystandards

Note: Category 4 no longer applies to only ‘existing’ 

data or specimens. Prospective collection is allowed.

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions



What is Secondary Research?
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• Secondary research refers to research use of 

information or biospecimens for a purpose other 

than the original purpose(s) for which it was collected, 

such as:

• Research projectsother than the proposed one, or

• Non-research purposes (e.g., clinical care)

• Research involving interactions or interventionswith  human 

subjects to collect information or biospecimens is not secondary

research;

• Data or specimens collected specifically for use in the proposed 

research is not secondary use even if all the collection activities 

occur at other institutions.

• Sometimes secondary use is not humans subjects research.
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Section Title Changes

46.104 Exempt Research Multiple revisions and new additions

Category 5: Research and Demonstration Projects 

that are Conducted or Supported by a Federal 

Agency 

• This is research conducted or supported by federal 

agency for public benefit and service programs;

• The research must be posted on a federal website or 

other means prior to commencing.

Category 6: Taste and Food Quality Evaluation and 

Consumer Acceptance Studies

• This is the only unchanged category.
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· Category 7: Allows for storage or maintenance of identifiable  

private information or identifiable biospecimens for  

secondary research for which broad consent is required if an 

IRB conducts limited IRB review to makes the determinations 

required by 45 CFR 46.111(a)(8).

· (i) broad consent was obtained;

· (ii) documentation of consent or a waiver of documentation of 

consent was obtained;

· (iii) adequate provisions for privacy and confidentiality if a change 

is made to storage and maintenance of data or specimens

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions
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· Category 8: Secondary research that uses identifiable 

information and biospecimens obtained under the broad 

consent process if the following criteria are met:

· (i) broad consent was obtained;

· (ii) documentation of consent or a waiver of documentation of 

consent was obtained;

· (iii) Limited IRB review is conducted to ensure secondary research 

was within the scope of the broad consent; and the investigator does 

not return the individual research results to the subjects unless 

required by law; 

Section Title Changes

46.104 Exempt Research Multiple revisions and new additions



What is Broad Consent  for Secondary Research?
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• Broad consent is used as a means of enabling subjects to agree to a range of possible 

secondary uses of their identifiable private information or biospecimens in future 

research:

• This includes the storage, maintenance, and secondary research use of 

identifiable  private information or identifiablebiospecimens

• The information or biospecimens are currently being collected for a 

different research study, or for non-research  purposes (clinical care).

• Broad consent must contain all the information described in 45 CFR 46.116:

• Reasonably foreseeable risks;

• Potential benefits to subjects or others;

• Participation is voluntary and may be discontinued without penalty;

• When appropriate a statement about commercial profit and whether or 

not subjects will share in the profit;

• When appropriate whether or not the research may include whole 

genome sequencing;



What is Broad Consent  for Secondary Research?
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Required elements of broad consent continued . . .

• A general description of the types of research that may be done;

• If there will be sharing of materials with other institutions or investigators;

• The period of time the materials may be stored, maintained or used;

• Who to contact about rights, storage, related harms and use of materials;

• A statement that subjects will not receive research results unless other provisions 

prevail;

Notes:

• The use of broad consent is completely optional; No institution is required to 

adopt the use of broad consent. (Most are saying NO to broad consent).

• When participants decline to allow the use of broad consent the IRB cannot 

allow use of the subject’s data or biospecimen by granting a waiver of 

informed consent.

• The institution must have a way of tracking when a person declines and how 

that information is flagged within the institution.
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(e) An IRB shall conduct continuing review of research requiring 

review by the convened IRB at intervals appropriate to the 

degree of risk, not less than once per year except as described in 

45 CFR 46.109 (f)

(f) (i) Research eligible for expedited review 

(ii) Research reviewed by the IRB in accordance with the 

limited IRB 

(iii) Research that has progressed to the point that it involves 

only one or both of the following, which are part of the 

IRB-approved study:

Section Title Changes

46.109 IRB Review New or changed requirements

IRB Review – Continuing Review 
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Continuing Review continued . . . 

(A) Data analysis, including analysis of identifiable private 

information or identifiable biospecimens, or

(B) Accessing follow-up clinical data from procedures that 

subjects would undergo as part of clinical care.

Note: Under the current pre-2018 Common Rule if still analyzing identifiable data 

the study cannot be closed; but can  close the study if analyzing aggregate data sets 

without identifiers.

Section Title Changes

46.109 IRB Review New or changed requirements
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Continuing Review continued . . . 

Oversight obligations still intact for the IRB and the investigators:

• All FDA regulated research and any study greater than minimal 

risk still requires annual continuing review.

• Continuing Review still required for all research approved before 

January 21, 2019;

• Investigators are still required to submit any changes to the 

protocol to the IRB for approval prior implementation;

• Investigators must submit any unanticipated problems or other 

reportable events within 5 day of learning about the incident;

• Investigators are still required to close-out their studies.

• AAHRPP element II.2.f.2 requires accredited organizations to use 

an alternative administrative process to maintain oversight of 

research if continuing review is eliminated.

Section Title Changes

46.109 IRB Review New or changed requirements
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Continuing Review continued . . . 

Plans for an Oversight Process that still incorporate flexibility:

• Most academic institutions at will require an Annual 

Administrative Update or Quality Assurance Check-in that has a 

few key questions. 

• TAMU will use an Administrative Update process.

• The Administrative Process will be handled by HRPP staff unless 

issues are noticed.

• Upon initial review of any protocol, an IRB member may request 

annual continuing review if it would enhance the protection of 

subjects and the rationale is documented in the IRB records.

Section Title Changes

46.109 IRB Review New or changed requirements
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Section Title Changes

46.114 Cooperative Research New Requirement

Cooperative Research

• Mandates the use of a Single IRB for cooperative research;

• This regulation will go into effect on January 20, 2020;

• Defines cooperative research as involving more that one 

institution;

• Applies to U.S. Institutions; Does not apply to research subject 

to tribal law;

• Applies to research funded or supported by federal agencies 

that sign on to the Common Rule.

• The primary or lead institution may name the single IRB but 

the federal agency approval is required.

• Federal agencies can make exceptions if single IRB review is 

not appropriate for the context.

• IRB reliance agreements have additional requirements.
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Section Title Changes

46.115 IRB Records New Requirements

IRB Records

• Reviewers must document the rationale for continuing 

review when not otherwise required by the 

regulations.

• Reviewers must document the rationale for 

determining that research on the HHS Expedited 

Review Category list is greater than minimal risk;

• IRB reliance agreements must document the 

responsibilities that both the institution and the IRB 

will each undertake to ensure compliance.
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Section Title Changes

46.116 Informed Consent Many New Requirements

Informed Consent

• Introduces the ‘Reasonable Person’ standard; the 

subject or LAR must be provided the information a 

reasonable person would want to make a decision 

about participation in research;

• Informed consent must begin with a concise and 

focused presentation of key information most likely to 

assist with making a decision about participation in 

research.

• Key information must be organized and presented in a 

way that facilitates comprehension and not merely a 

list of facts.
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Section Title Changes

46.116 Informed Consent Many New Requirements

Informed consent continued . . .

Key information can depend upon the subject population but 

the preamble lists some expected elements:

• The fact that consent is being sought for research and that 

participation is voluntary.

• The purposes, the expected duration of participation, and the 

procedures to be followed.

• The reasonably foreseeable risks or discomforts to the 

prospective subject.

• The benefits to subjects or others that may reasonably be 

expected.

• Appropriate alternatives, if any, that might be advantageous.
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Section Title Changes

46.116 Informed Consent Many New Requirements

Informed consent continued . . .

Additional basic elements of informed consent:

• One of two statements that addresses the collection of private 

information or identifiable biospecimens and the removal of 

identifiers for use or distribution in future research; or

• A statement that the subjects’ private information or 

identifiable biospecimens will not be used or distributed for 

use in future research;

• A statement about commercial profit and any sharing of the 

profit for using a subjection information or biospecimens;

• A statement about whether or not the subjects will receive 

clinically relevant results;

• A statement about whether or not any biospecimen research 

will include whole genome sequencing;
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Section Title Changes

46.116 Informed Consent Many New Requirements

Informed consent continued . . .

Additional changes to the consent requirements:

• Broad consent is alternative for future research; If broad 

consent is appropriately obtained no additional consent or IRB 

waiver is required for use of the identifiable information or 

biospecimens.

• A Waiver or alteration of consent must have rationale for why 

the research could not be done without accessing or using 

identifiable information or biospecimens;

• Remember an IRB cannot waive requirements if a subject 

declines future use of their information or biospecimens.

• An IRB may not waive the Key Information requirement.
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Section Title Changes

46.116 Informed Consent Many New Requirements

Informed consent continued . . .

Additional changes to informed consent:

• An IRB may approve an investigator’s research proposal for 

obtaining information or biospecimens for screening, 

recruiting or determining study eligibility of prospective 

subjects without informed consent if one of two conditions is 

met:

• Investigator obtains the information through oral or 

written communication with the subject or LAR; or

• Investigator obtains identifiable private information or 

identifiable specimens by accessing records or stored 

specimens;



50

Section Title Changes

46.116 Informed Consent Many New Requirements

Informed consent continued . . .

Additional changes to informed consent:

• Posting of a clinical trial consent form on a publically 

available Federal website;

• The posting must occur no later than 60 days after the last 

study visit by any subject;

• The posting may not be made any earlier than the day of the 

last visit by any subject.

• Only one IRB approved version must be posted;
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Section Title Changes

46.117 Documentation of Informed 

Consent

Several changes

Documentation of Informed Consent

• Electronic signatures are specifically allowed.

• Reading consent forms to subjects or LAR is allowed.

• A written copy must be given to the person signing the 

consent form.

• Short form consent forms must also begin with a “concise 

and focused” presentation of “key information.”

• The IRB may approve a waiver of documentation if the 

subjects or LARs are members of distinct cultural groups or 

communities where signing forms is not the norm. 



Human Research Protection Program

General Contact Information

Phone: (979) 458-4067

Fax: (979) 862-3167

Email: irb@tamu.edu

Location: General Services Complex, Suite 2701

Links to guidance document regarding changes:

https://rcb.tamu.edu/humansubjects

https://rcb.tamu.edu/humansubjects/revised-common-rule
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