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Subject & Timing

“Common Rule’

Main federal regulation for the protection of human subjects
In research

Most provisions of the “New Common Rule” go into effect on
or before January 21, 2019


Presenter
Presentation Notes
The “Common Rule” is the nickname for the main federal regulation for the protection of human subjects in research.  

For the first time since 1991, federal regulatory bodies have made major changes to these rules, in order to modernize, reduce burden, and change focus

HISTORY OF NEW RULE
LONG TORTURED 
We have been waiting with baited breath (Merchant of Venice) since Jan 2018
Final Rule to revise the current regulations at 45 CFR 46, Subpart A (Common Rule) was published by HHS on 19 January 2017 in the Federal Register. § Revisions are intended to “modernize, strengthen, and make more effective” the current system of oversight under the Federal Policy for the Protection of Human Subjects that has been the federal Common Rule since 1991. • Revisions aim to better protect human subjects involved in research, facilitate research, remove ambiguity, and reduce regulatory burden

Most provisions of the “New Common Rule” go into effect on or before January 21, 2019
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Main Changes affecting Cornell Research

Eliminating continuing review for minimal risk research

New exemption categories and process

Improvements to informed consent

A broader definition of “Clinical Trial” and related requirements

Single IRB review for federally-funded cooperative research
(effective January 2020)


Presenter
Presentation Notes
In the next ___6 minutes, this video will summarize the KEY CHANGES that will affect researchers at Cornell’s ithaca-based campuses: as follows

The end of the requirement for annual review (aka renewal) of minimal risk research and with the addition of new conditions to some existing exemption categories- Good riddance-- Troilus and Cressida 
Exemption categories  (Comedy of Errors –high time)
Improvements to the important informed consent, designed to increase potential subjects’ understanding of the proposed research - As You Like It,  meat and drink (meaning, familiar and incomplicated)
Adopting a broader definition of “Clinical Trial” – so that, for the first time, some ________________behavioral research – Crack of doom (Macbeth)
some full board research
And finally, for most federally-funded collaborative research in the U.S., requiring the use of a single IRB – but not until January 2020.   That way madness lies –King Lear

[Note Definition of human subjects research- some scholarly and journalistic activities and some others are excluded from the definition of human subjects research.
No impact at Cornell- our internal policies]



Eliminating continuing review for minimal risk research

“Good Riddance”

Troilus and Cressida

Act II, Scene 1
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Improvements to informed consent to increase subject understanding
Eliminating continuing review for minimal risk research and for some full board research
Allowing new categories of research to be exempted adding new conditions to some existing exempt categories
Most federally-funded collaborative research projects located in the U.S. required to use a single IRB starting January 20, 2020.   
Adopting a broader definition of “Clinical Trial” -- includes some behavioral research

Note Definition of human subjects research- some scholarly and journalistic activities and some others are excluded from the definition of human subjects research.
No impact at Cornell- our internal policies



Eliminating continuing review for minimal risk research

Protocol Type

What to expect

MOST exempt &
expedited studies

Annual renewal not needed

No action needed from PI

If your approval letter has an expiration date -- Prior to the
expiration, the IRB office will send a new approval letter and
stamped consent

Expect and pay attention to the new annual reminder email

Full board studies

Annual renewal still required, unless only analyzing
identifiable data
Annual reminder email
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If the IRB believes that a particular study should be reviewed at some regular interval, that study should be designated as “more than minimal risk” and reviewed by the full board.
Examples may be certain studies involving vulnerable populations, or new untested biomedical procedures. Handling such studies in this way will help to document the reasons for the higher level of oversight (which is required under the Final Rule) and provide the IRB with information to consider “downgrading” these studies to no more than minimal risk (expedited review) after an initial period of additional oversight.
Expected impact: Currently, about 20% of active protocols are approved using expedited procedures. By eliminating the annual review requirement, all these protocols will no longer require continuing review, resulting in significant reduction in administrative burden
For all new protocols approved by expedited review procedures on or after July 19, remove the requirement for continuing review. Implement an annual email reminder sent near the anniversary of initial approval for each such protocol, reminding researchers: (1) that the protocol is open; listing researchers approved to work on the protocol; of the need to stay compliant, submit amendments and close the protocol when appropriate; to promptly report unexpected events to the IRB.

(ii) For existing protocols, the IRB office will update the approval dates on consent  forms and other study documents, generate a new letter of IRB approval with no expiration date, and send these to the PI in advance of the current expiration date, and inform them of the new policy and procedures. In subsequent years, all such studies will receive the new annual reminder (see above).



) New exemption categories and process

“It’s High Time”

Comedy of Errors
Act III, Scene 2
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New exemption categories and process

Significant changes to exemption categories
e Intended to reduce administrative burden
* Some new categories are impractical and will not be implemented

Cornell IRB is streamlining the application process to take full advantage of
increased opportunities for exemption

e Asingle, fillable application for all new studies

* You no longer need to guess what level of review your study needs

The IRB — not the PI - will continue to make
determination about whether research is exempt
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New exemption categories and process

New studies: If it’s eligible for exemption, IRB staff will grant an
exemption

Existing studies: If any action is needed, we will be in touch


Presenter
Presentation Notes
Rare example: Research conducted in established educational settings  --- new caveat



(&) Changes to Informed Consent

“T1s meate and drinke to me”

As You Like It
Act V, Scene 1
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New elements must be included only If relevant




Changes to Informed Consent

1. Additional required consent elements (if applicable)
2. New consent form posting requirement (if applicable)
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New elements must be included only If relevant
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Changes to Informed Consent

L2FD A-

Additional required consent elements
e De-identified data/specimens may be shared for future research
e Biospecimens may be used for commercial profit

e Ifclinically relevant results produced, are results shared with
participants

e Research will involve whole genome sequencing

Consent templates have been modified to prompt
addition of these elements, when required
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New elements must be included only If relevant

Biospecimens may be used for commercial profit
AND whether the subject will share in that profit)



(&) Changes to Informed Consent

A “short statement”

Most Cornell consents are brief and would not benefit
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If and when clarifying guidance is issued, IRB office will assess and communicate any changes to the research community

§ The goal of consent changes in the Final Rule is to facilitate a prospective subject’s understanding of the reasons why an individual might or might not want to participate in the research. 
A new approach to consent is requiring that the “key information” essential to decision making receive priority by appearing at the beginning of the consent form and being presented first in the consent discussion.





(&) Changes to Informed Consent

Takeaways:
New study: Use the new consent templates

Previously-approved study: Don’t call us, we’ll call you.

The IRB office will contact you in the unlikely event that
your consent needs to be modified
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Cornell University

A Broader Definition of “Clinical Trial”

“Screw your courage to the sticking-place”

Macbeth
Act I, Scene 7


Presenter
Presentation Notes
THIS IS WHERE THINGS START To GET UGLY

new Common Rule includes a definition of clinical trials. The definition is the same as NIH’s new def -- thus incorporating clinical trials formally into the Common Rule. “Clinical
trial” is now defined in Section 102(b) as “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.” In a guidance document on the types of
studies that fit the definition of “clinical trials”, it became apparent that studies with minor, non-clinical, behavioral
interventions could now be considered clinical trials and therefore be subject to additional requirements. ‘

Case
studies from the guidance illustrate the breadth of the new definition of clinical trials, as interpreted by the NIH:



Cornell University

A Broader Definition of “Clinical Trial”

Key Take-away:

:Z ,Q Tézi J'tudj/ mfj/{i be one
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SCREW (Macbeth)
new Common Rule includes a definition of clinical trials. The definition is the same as that
used in the HHS regulations, 42 CFR 11, thus incorporating clinical trials formally into the Common Rule. “Clinical
trial” is now defined in Section 102(b) as “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.” In a guidance document on the types of
studies that fit the definition of “clinical trials”, it became apparent that studies with minor, non-clinical, behavioral
interventions could now be considered clinical trials and therefore be subject to additional requirements. Case
studies from the guidance illustrate the breadth of the new definition of clinical trials, as interpreted by the NIH:




Cornell University

Decision Tree for NIH Clinical Trial Definition

Does the study involve
human participants research?

YES

Are participants prospectively
assigned to an intervention?
NO
YES The study
is NOT

Is the study designed to a clinical trial.
evaluate the effect of the

intervention on the

participants?

YES

Is the effect being evaluated
a health-related biomedical
or behavioral outcome?

YES

NO

This study

is a clinical trial.

https://grants.nih.gov/policy/clinical -trials/CT-decisionl-()
tree.pdf



A Broader Definition of “clinical trial” - New Requirements

D Cornell University

The IRB can help you determine if your study is a Clinical Trial

NIH-funded CTs
— Good Clinical Practice (GCP) training
— Register and provide updates on ClinicalTrials.gov

ALL federally-funded CTs
— Post consent to ClinicalTrials.gov after closed to recruitment/within 60 days
of end of data collection
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We do the analysis
within 21 days of enrollment of first participant & provide summary results and updates
PI must begin the registration process before the IRB will grant approval.



Cornell University

Single IRB review for federally-funded cooperative research

“O, that way madness hes”

King Lear
Act III, Scene IV
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NIH policy is intended to streamline the IRB review process, harmonize IRB requirements, and reduce administrative burden. 
O
mpeting grant applications due after January 24, 2018

Multi-site projects with non-exempt human participant research (clinical and non-clinical) where the same research protocol is conducted at more than one domestic site will be required to use a single Institutional Review Board (sIRB). 




Cornell University

Single IRB review for federally-funded cooperative research

CURRENTLY, the sIRB mandate
ONLY applies to NIH PROPOSALS/STUDIES
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NIH policy is intended to streamline the IRB review process, harmonize IRB requirements, and reduce administrative burden. 
O
mpeting grant applications due after January 24, 2018

Multi-site projects with non-exempt human participant research (clinical and non-clinical) where the same research protocol is conducted at more than one domestic site will be required to use a single Institutional Review Board (sIRB). 




Cornell University

Single IRB review for federally-funded cooperative research

- SIRB:

— Conducts & coordinates ethical review for all participating sites:
recruitment, consent, incident reports, data and privacy, etc.

- Participating sites:
- Rely on sIRB to carry out review functions; report to sIRB any
unanticipated problems, information on local context

If policy applies, NIH proposal must include an sIRB Plan
identifying an sIRB and confirming agreement of participating sites
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Cornell University

Single IRB review for federally-funded cooperative research

Can Cornell act as the sIRB?

21
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The administrative responsibility of the Single IRB is very significant


Cornell University

SEB e . .
() Single IRB review for federally-funded cooperative research

TO QUOTE
HAMLET

ACT 111, SCENE 111

@ LINE 87, €&
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The administrative responsibility of the Single IRB is very significant


Single IRB review for federally-funded cooperative research

...but, unless you are seeking NIH funding,

you don’t need to worry about sIRB
(for now)

23



Single IRB review for federally-funded cooperative research

Beginning in January 2020

Most federally-funded collaborative research in the U.S. will
need to use a Single IRB



Any questions?

The IRB staff is here to help!

iIrbhp@cornell.edu
www.irb.cornell.edu

25


mailto:irbhp@cornell.edu
http://www.irb.cornell.edu

	�
	Subject & Timing
	��Main Changes affecting Cornell Research�
	�Eliminating continuing review for minimal risk research
	 ��Eliminating continuing review for minimal risk research ��
	New exemption categories and process
	New exemption categories and process
	New exemption categories and process�
	Changes to Informed Consent 
	Changes to Informed Consent 
	Changes to Informed Consent  
	Changes to Informed Consent
	Changes to Informed Consent 
	A Broader Definition of “Clinical Trial” �
	A Broader Definition of “Clinical Trial” �
	Slide Number 16
	A Broader Definition of “clinical trial” -  New Requirements 
	Single IRB review for federally-funded cooperative research
	Single IRB review for federally-funded cooperative research
	Single IRB review for federally-funded cooperative research
	Single IRB review for federally-funded cooperative research
	Single IRB review for federally-funded cooperative research
	Single IRB review for federally-funded cooperative research��
	Single IRB review for federally-funded cooperative research��
	The IRB staff is here to help!

