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What Is SMART Talk?

An approximately monthly forum with: 

• Presentations on topics relevant for single 
IRB review

• Q&A on topic presented as well as questions 
submitted when participants register

Open and free to anyone with interest



3

Upcoming sessions

October: Single IRB for 
Social, Behavioral, and 
Education Research

November: break for PRIM&R 
AER 2021 meeting
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FYIs

Please provide feedback by completing the survey. A 
link will be posted in chat and emailed.

A recording of this talk will be posted on the SMART 
IRB website

A link to the talk will be sent to those who registered 
for the talk when it is posted

If you have any questions for the panelists, please use 
the chat function or Q&A function to submit them



SMART IRB Updates



smartirb.org

Harmonization Steering Committee Recommendations

• Post-Approval Auditing for Studies Subject to Single IRB Review 

• Single IRB Continuing Review Process

• Single IRB Review: Responsibilities Associated with the Review of 
Study Personnel

• Reportable Events

• Institutional Profile

• Protocol-specific Document

• Fees and Costing Models under NIH sIRB Policy

• Institution v. IRB Responsibilities Guidance

• Under review –

– Ancillary Review

– Conflict of Interest
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Close to 
being 

posted!



Using AAHRPP’s I-9 
Standard to Guide 
Reliance Arrangements

-Robert Hood, 
AAHRPP
-Ivy Tillman & 
Tiffany Coleman,
Augusta University
-Hallie Kassan, 
Northwell Health

Moderator: Nichelle Cobb
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Overview

§ Introduction to AAHRPP Standards

§ Q: How did AAHRPP develop Standard I.9 (“Single IRB 
review”)?

– First new Standard adopted since the Evaluation 
Instrument was revised in 2009

§ Q: What is required by Standard I-9

§ Q: Does using the SMART IRB Agreement address most 
or all the I-9 standard? 
– Yes

– But AAHRPP does not require SMART IRB



Introduction: AAHRPP accreditation
§ Goal is to improve the systems that protect 

the rights and welfare of individuals who 
participate in research

§ Accredit the entire HRPP
§ Evaluate organizations in three areas:

– Domain I: Organizational responsibilities (for 
example, control of drugs and devices, review of 
conflicts of interest)

– Domain II: IRB or EC review
– Domain III: Researchers

§ Each Domain is divided into Standards and Elements



Requests for Information for Working Group

§ Working Group created in 2016
– Independent IRBs, academic health centers, hospitals, 

research networks
§ Should AAHRPP describe responsibilities throughout the 

Evaluation Instrument, or consolidate requirements?
§ What responsibilities are new, what responsibilities extend 

existing AAHRPP requirements?
§ What goes in the Standard

– Outcomes and essential requirements 
§ What goes in the Tip Sheet

– Recommendations about best practice, operational issues



Single IRB Review Working Group Timeline

1st call with 
Working 
Group
• June 9, 

2016

Twice 
Monthly 
Calls
• August 2016 

to February, 
2017

Sent draft 
Standard 1-9 
to Reviewers
• February, 

2017

Presentation to 
Council of 
Standard and 
Tip Sheet
• March, 2017

BOD 
Review &  
Approval
• May, 

2017 Publication 
of Final 
Standard 
1-9 and Tip 
Sheet 24
October, 
2017
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Topics addressed in Standard I.9

§ Essential requirements:
– IRB review services for other organizations - Section I(a)
– Relying on another organization’s IRB - Section I(b)
– Flexibility – tasks that can be done by either organization 

(per study or in general) - Section I(c)
– Research is covered by DHHS regulations or NIH policy 

on single IRB review - Section (2)
– Working with non-accredited organizations - Section (3)
– Ancillary reviews - Section (4)



Responsibilities when reviewing for another organization

Written materials should address - Section I(a):
§ Process for leadership of reviewing organization to decide 

scope of service
§ Reviewing IRB or EC - responsible for all requirements in 

Domain II; and parts of Domain I: I.1.D. (audits); I.5.D. 
(non-compliance); I.5.C. (contact person); I.6.B. (conflict of 
interest)

§ Process for adding research sites
§ Review of non-compliance, unanticipated problems, 

suspensions, terminations
§ Reporting to regulatory agencies



Responsibilities when relying on another organization

Written materials should address – Section I(b):
§ Process for leadership of relying organization to decide 

what research is eligible, which external organizations 
can be relied upon for IRB review, who conducts 
ancillary reviews

§ Relying organization - retains responsibilities for all 
Domain I requirements, unless explicitly ceded in written 
agreement 

§ Relying organization - retains responsibilities for Domain 
III requirements for researchers
– Education about use of external IRB or EC
– Other Domain III responsibilities



Responsibilities that can be assigned to 
either organization
§ Written materials (memorandum of 

understanding) - should define who is 
responsible for – Section (1)(c)
– I.1.E. (education)
– I.5.D. (non-compliance)
– I.6.A. and I.6.B. (conflict of interest)
– Ancillary reviews (biosafety, radiation safety, 

scientific review) – relevance to IRB review
§ Key concept: communication



Additional federal requirements –
Section 
§ DHHS and FDA – Section (2)

– Why does AAHRPP include FWA: 
• Applying FWA to covered research vs applying FWA to 

all research 
• Additional approvals for vulnerable populations
• Reporting to regulatory agencies

§ NIH policy
– Describes requirements



Responsibilities when relying on non-accredited IRB 
(Section (3)

§ Calibrate oversight of non-accredited IRBs or 
ECs in proportion to the risks in the research -
Section (3)

§ Different degrees of oversight based on different 
types of research
– Examples: Minimal risk unfunded research vs 

federally-funded research vs clinical research 
vs investigator-initiated phase I clinical trials

§ Expectation that organizations should be flexible



Additional ancillary reviews
§ Need to coordinate additional ancillary reviews, 

local context – Section (4) 
– Relationship to IRB - IRB must determine criteria 

for approval are met - risks are minimized, risks 
are reasonable, appropriate plans for safety 
monitoring, etc.

• Scientific review (when not done by IRB)
• Biosafety, radiation safety, recombinant DNA, stem cell 

research
• Conflict of interest review (when not done by IRB)

– Responsibilities defined in MOU



Applying SMART IRB

§ SMART IRB meets AAHRPP requirements
§ SMART IRB is not required
§ If organization applies other agreements to 

some research, then policies need to address 
Standard I-9

§ (3) When relying upon an IRB or EC that is not AAHRPP-accredited, 
policies and procedures must also define: 
– (a) The process ensuring research is being reviewed appropriately and 

complies with applicable law and regulations. 
– (b) Criteria describing the extent of the review to confirm compliance with the 

organization’s ethical standards and with applicable law and regulations. The 
extent of the review of the non-accredited IRB or EC can vary, depending upon 
the level of risk to participants in the research. 



Questions

Contact:
Robert Hood, Ph.D.
Director of Accreditation
AAHRPP
rhood@aahrpp.org
202-783-1112

Nichelle Cobb, Ph.D.
Senior Advisor for Strategic 
Initiatives
AAHRPP
ncobb@aahrpp.org
202-783-1112

mailto:rhood@aahrpp.org
mailto:ncobb@aahrpp.org


AUGUSTA UNIVERSITY

Ivy Tillman, MS, 
CCRC, CIP

IRB Office Director

Tiffany Coleman, 
MS, MPH, CIP
IRB Reliance 
Coordinator





Collaborations



Considerations

• AAHRPP Accreditation
• Assessment
• Evaluation
• Available Resources



Unique 
Features

RELIANCE TEAM 
REVIEW

ANCILLARY REVIEW 
ASSESSMENT

STUDY START-UP 
COMPLIANCE 

MEETINGS

MONITORING AND 
OVERSIGHT



Northwell Health Background

Health System located in the NY metropolitan area

23 hospitals

Over 650 Ambulatory Care Practices

About 2900 active clinical research studies

1 Research Institute
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History of Reliance
• Began serving as a reviewing IRB in 2010
• Began relying on other IRBs in early 2000’s

Month Day, Year 33



Discussion & questions
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Save the date for the next 
SMART Talk
October 20, 2021 
2:00-3:30 pm ET

Single IRB for Social, 
Behavioral, and Education 
Research

35

Register at smartirb.org 

Sign up for our mailing list to be 
notified of future offeringsQuestions? 

Contact 
help@smartirb.org 


