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What Is SMART Talk?

An approximately monthly forum with:

e Presentations on topics relevant for single
IRB review

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



Upcoming sessions




FYI
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
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SMART IRB Updates




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 N
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Overview

Introduction to AAHRPP Standards

Q: How did AAHRPP develop Standard 1.9 (“Single IRB

review”)?

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

Q: What is required by Standard -9

Q: Does using the SMART IRB Agreement address most
or all the |-9 standard?

— Yes

— But AAHRPP does not require SMART IRB



B
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 Il: IRB or EC review
— Domain lll: Researchers
Each Domain is divided into Standards and Elements
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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
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Single IRB Review Working Group Timeline

15t call with Sent draft BOD
Working Standard 1-9 Review &
Group to Reviewers Approval
« June 9, « February, « May,
2016 =R s Publication
of Final
Standard
1-9 and Tip
Sheet 24
Twice Preseqtation to ggi(;ber’
Monthly Council of
Calls Standard and
« August 2016 Tip Sheet
to February, « March, 2017

2017
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STANDARD I-9

The organization has written policies and procedures to ensure that, when sharing oversight of
research with another organization, the rights and welfare of research participants are protected.




STANDARD I-9

The organization has written policies and procedures to ensure that, when sharing oversight
of research with another organization, the rights and welfare of research participants are
protected.

COMMENTARY

An organization may rely on IRB or EC review, or other
services, such as those of the contracting office or conflict
of interest committee, of another organization to supplement
its resources. Relying upon the services of one or more other
organizations can faciliiate research and increase

the efficiency and cost-effectiveness of review.

There are multiple models of how organizations work
together fo share resources: reliance agreements, such as
with an independent IRB or EC; relionce upon o cenfral IRB
or EC; reliance upon a lead IRB or EC; participating in a
group of organizations that form a joint IRB or EC; assuming
the role of a reviewing IRB or EC; or some combination of
options. The options may be used for review of a single
sludy or for review of all research, and organizalions may
decide to implement multiple options rather than having fo
select only one model. Regardless of the approach, the
roles and responsibilifies of each erganization must be
described in @ writien agreement.

If an organization relies on the services of another orga-
nization, policies and procedures must describe f

followed to ensure that the revi
service, profects the rights and
participants. Unless explicitly c B or
EC, the organization retains the organization’s resBonsibil-
lies defined in Domain |, such as control of investigational
drugs.

Relying upon an AAHRPP-accredited IRB or EC ensures
the reviewing IRB or EC meets accreditation standards. If
the arganization relies upon a non-accredited IRB or EC,
it should ensure the IRB or EC provides appropriate human
participant prolections, given the risks of the research.

Some services may be provided by either the relying
organization or the reviewing IRB or EC; policies and
procedures or a written agreement must define shared
responsibilities. AAHRPP strongly supports the notfion that
resources devoted to the evaluation and management

of research — whether internally or externally reviewed

- should be calibrated appropriately according fo the

risks posed by the research. This extends to the content,
assessment, and implementation of reliance agreements
that the written policies and procedures required under this
siandard are designed to address. Standards and Elements
ciled below highlight areas where exisling policies may
need fo be revised to address single IRB or EC review,
Requirements listed below describe requirements for IRB or
EC review; however, similar considerations exist concerning
other shared services.

See AAHRPP Tip Sheet 24

REGULATORY AND GUIDANCE REFERENCES

« DHHS: 45 CFR 46.103[b)(2), 45 CFR 46.103(d), 45
CFR 46.109{d), 45 CFR 46114

« FDA: 21 CFR 56.109{e}, 21 CFR 56.114, FDA Infor-
mation Sheet: Non-Local IRB Review, and Information
Sheet: Cooperative Research

* NIH: Policy on the Use of a Single Institutional Review
Board for Multi-Site Research [lune 20, 2016}

* ICH-GCP: 423



STANDARD I-9

REQUIRED WRITTEN MATERIALS

(1) Essential requirements for IRB or EC review:
{a] For AAHRPP-accredited HRPPs that provide IRB or

ogreed upon bel
reviewing [RE or E

being reviewed. [Element |.5.A)

{c] When there 15 a reliance relationship for IRB or EC re-
(x) Making relevant IRB or EC policies readily avail-

view, 0 writien ogreement or policies and procedures

EC review services o other entifies, the relied upon

organization must have policies and procedures that

describe the roles of the reviewing IRB or EC, includ-

ing:

(i) Ensuring the structure and composition of the IRB

or EC is appropriate to the research reviewed and
complies with applicable laws. This includes ensur-
ing the IRB or EC is properly constituted; members
are appropriately qualified; that members do
pariicipate in the review
have a conflict of interest,
policy fo separate busing]
review services. (Standard I1.1)

(i) Conducting review of research to determine that
research is ethically justifiable, according to all
applicable regulations and laws, including initial
review, continuing review, and review of modifica-
tions fo previously approved research. (Standards
1.2, 11.3, and 11.4)

iii) Conducting review of the addition of investigative
sites to previously opproved protocols. The IRB
or EC may decide o review these additions as
separate profocols or as modifications to previ-
ously approved research, and they may decide
to handle such modifications using the expedited
pracedure rather than the convened IRB or EC for
review. When the expedited procedure is used,
the IRB or EC must specify the criteria for when the
oddition of an investigative site is considered to be
a minor modification. (Element 1.2 F)

(i) Ensuring the IRB or EC has the final autharity fo de-
cide whether researcher or research staff conflict
of interest and its management, if any, allows the
research fo be approved. (Element 1.6.B.)

[v] Reviewing unanticipated problems invalving risks to
participants or others. [Element 11.2.G.)

(vi] Suspending or terminating IRB ar EC approval.
[Element [1.2.H )

[vii) Notifying the researcher, and if applicable the
organization, of its :iecisions, consistent with any
reliance agreement. (Element [1.2.E.)

[viii) Making available relevant IRB or EC records,
including but not limited to minutes, clpproved

protocols, consent documents, and other records
that document the IRB's or EC's deferminations to
the relying erganization upon request. [Element
IL.5.A])

(ix) Having authority to request an audit of research

able o the re|y\'ng organization, includl’ng HRPP
staff, and researchers and research staff, and hav-
ing @ mechanism for communicating to the organi-
zation when policies are updated, as appropriote.
|Element 1.1.D.)

(xi] Specifying the contact person and providing
contact information for the reviewing IRB or EC for
researchers and research staff to obtain answers to
quesfions, express concerns, and convey sugges-
tions regarding the IRB or EC. (Element 1.5.C.)

[b) Far AAHRPP-accredited HRPPs that raly on another
organization's IRB or EC, the re\ying organization's
po\fcwes and procedures must describe the roles of
the organization and researchers when relying upon
another organization’s IRB or EC, including:

(i} Specifying which studies are eligible for review by
another organization's IRB or EC, and describing
the mechanism for making the determination. (Ele-
ment L1.A)

(ii] Ensuring, through education ar other support, that
researchers undersiand which activities are eligible
for review by another IRB or EC. (Element IIL1.A )

(it]) Ensuring that researchers are knowledgeable
about the need fo obtain any approvals from their
own organization prier to seeking review by an-
other IRB or EC, and that researchers know when
to seek guidance. {Element IIL.1.A )

(iv] Complying with the deferminations and require-
ments of the reviewing IRB or EC. [Element [I1.2.C |

[v} Providing the reviewing IRB ar EC with request-
ed information about local requirements or local
research context issues relevant to the IRB's or EC's
determination, prior to IRB or EC review.

{vi) Notifying the reviewing IRB or EC when local
policies that impact IRB or EC review are updated.
{Element 1.1.D.)

{vil) Ensuring that officials of the relying organization
may not approve the research subject to the
relicnce agreement if it has not been approved by
the reviewing IRB or EC. (Element .1.C )

{viii] Acknowledging that researchers must cooperate
in the reviewing IRB's or EC's respensibility for
inifial and confinuing review, record keep'\ng, and
reporting, and that all information requested by
the reviewing IRE or EC must be provided in a
timely manner. [Element [1.2.0)

(ix) Requiring researchers and research staff disclose
conflicts of interest according to the process

Standord |9 ‘ 93

of interest management plans

ment [IL.1.B}

[#] Reporing prompiiy to the reviewing IRE or EC amy
proposed changes ho the ressarch. The investigator
cannot implement changes fo the research (includ-
Ing changes in the consent document) without prior
IRB or EC review ond approval, except whers nec-

essary fo eliminate apparent immedioie hazards fo
the participands. {Element I.2.C.)

[#1] Ensuring researchers will nat enroll participants
In research prior io review and opproval by the
reviewing [RB or EC. and meetng ofl ather appl-
cable requirements ond approvals for the study.
(Element HI.1E}

{a1) Ensuring that researchers, when responsible for
enmolling participonts, will cbtain, document, and
mainiain records of consent for each participant
or each pariicipant’s legally authanzed represen-
tettve. [Element IIL1E)

{i1]] Reporing prompiiy fo the reviewdng IR or EC
any unanticipafed problems imahang risks to par-
ticipants or others according fo the requirements
specified in the reliance agreement. |Element
.20

[v] Ensuring researchers provide fo the reviewing [RB
or EC dote safety montioring reperts they receive,
accarding o the [RB's or BC's reporting policy.

|Element lIl.2.0:]

[ Ensuning reporting of non-compliance,

complaints, protoc

accomding lo the el
liance agreement.
and [IL2.0)

(vt} Conducting monthoring in addition o, or In
cooperafion with, the reviewing IRB or EC, when
appropriate. [Element |.5.01]

{vtl] Specifying the contact peson and providing
contact information for researchers and research
staff o chtain answers to questions, express
concerns, and convey suggestions regarding the
use of the reviewing IRE or EC. (Element L5.C)

[wem} Ensuring researchers and research staff have ap-

propriate gualificofions and expertise to conduct

the research, ane knowledgeable obout laws,
regulations, codes and guidance goveming their
research, and ore knowledgeable about the
organization’s pelicies and procedures. (Element
n2A]

must deseribe whether the arganization conducting
the IRB or EC review, or e relying organization, t
responsible for the following:

|y Prowiding education fo researchers ond research
shaff. [Element L1 E}

I} Conducting scientific review. (Element |L1.F]

i) Reviewing potensial ron-campliance, induding
complaints, profocol deviations, and results of
audis:

] ldentifying which argantzation 15 responsible for
deciding whether each allegaiion of non-comgl-
ance hos o basis in foct

[v] Identifying which crgoniz afion’s process Is used to
decide whether exch Incident of non-compliance
Is senous of continuing. {Element 5.0

[«l] Chbtaining manogement plans for researcher and
research staff conflicts of inferest. |f fhe refying
arganizatian maintains responsibility for this Issue,
the monagement plen must be provided to the IRB
or EC In o fimely manner priar o the dectsion by
the |28 or EC. [Element 158}

[l Managing organizational conflict of inkerest relal-
ed to the research. [Element 1.5.A )

v} Ensuring that, should termination of o reliance
ogreement occur, one of the parties cleary Is re-
sponsible for conlinued oversight of adwe shidies
untl closure or o mutually ogreed vpan transfer of
the: studies.

|2) When fellowing DHHS and FDA regulatiens,
policies and procedures or a written agreement
must define the responsibilities of the relying
organization and reviewing IRB or EC, including
but not limited to:

(o] Detemining whether the relying organizaiion applies
its FWWA to some or all research, and ensurng the [RE
or EC review 15 consistent with requirements in the
relhying omgonization’s FYWA.

(b] Determining which organtzation i responsible for
ohtaining any addiional approvals from DHHS
when the research Invohes pregnant women, fetuses,
ond neonates; or children; or prisonars.

{c] Determining which organization 1 responsible for
repa rllng serious armnhnulng non-co mpllance; un-
anficipated problems imvobving risks o participants or
others; and suspensions ar lerminations of IRB or EC
opproval. Reparting moy be done by e reviewing
IRB or EC, the rebying organization, or jointhy, but must
be clearly defined In policies or a written agresment.
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Topics addressed in Standard 1.9

Essential requirements:
— IRB review services for other organizations - Section I(a)
— Relying on another organization’s IRB - Section |(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)

4|,'



Responsibilities when reviewing for another organization

Written materials should address - Section [(a):

Process for leadership of reviewing organization to decide
scope of service

Reviewing IRB or EC - responsible for all requirements in
Domain Il; and parts of Domain I: [.1.D. (audits); 1.5.D.
(non-compliance); 1.5.C. (contact person); 1.6.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 |(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 | requirements, unless explicitly ceded in written
agreement

Relying organization - retains responsibilities for Domain
lll requirements for researchers

— Education about use of external IRB or EC
— Other Domain lll responsibilities

=
—
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Responsibilities that can be assigned to
either organization

Written materials (memorandum of

understanding) - should define who is
responsible for — Section (1)(c)

— |.1.E. (education)
— 1.5.D. (hon-compliance)
— |.6.A. and 1.6.B. (conflict of interest)

— Ancillary reviews (biosafety, radiation safety,
scientific review) — relevance to IRB review

Key concept: communication

-

-
-
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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 | clinical trials

Expectation that organizations should be flexible

lh'



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 1-9

(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.

-
-
-
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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.orqg
202-783-1112



mailto:rhood@aahrpp.org
mailto:ncobb@aahrpp.org
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Tiffany Coleman, vy Tillman, MS,
MS, MPH, CIP CCRC, CIP
IRB Reliance IRB Office Director

Coordinator
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Collaborations

[Y5) StrokeNet & [l GEGRGIA |

Phoebe *




Considerations

 AAHRPP Accreditation
* Assessment

* Evaluation

* Available Resources




Unique
Features

RELIANCE TEAM ANCILLARY REVIEW
REVIEW ASSESSMENT

STUDY START-UP MONITORING AND
COMPLIANCE OVERSIGHT
MEETINGS



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

+-++ Feinstein Institutes for Medical Research
- Northwell Health:



History of Reliance

* Began serving as a reviewing IRB in 2010
* Began relying on other IRBs in early 2000’s

+-++ Feinstein Institutes for Medical Research
W Northwell Health: Month Day, Year



Discussion & questions



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

Register at smartirb.org

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

Contact
help@smartirb.org



