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Good afternoon.  Thank you for joining me today to learn a little more about the Pediatric Institute.  We are all very excited about this new partnership and what it means for the future of children in Georgia and beyond.  


Emory + Children’s Pediatric Institute
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Children’s and Emory launched the Pediatric Institute on September 1.  The Pediatric Institute is an affiliation focused on leveraging the capabilities of both organizations.  Through the PI, Emory and Children’s will facilitate leading-edge pediatric research and train pediatricians and pediatric subspecialists.  The ultimate goal is to improve the health of children by promoting innovative and transformational programs in research, training, and clinical care.

Just to be clear, the Pediatric Institute isn’t a new building, but a new partnership between both organizations that reflect our evolving relationship.



Missions

Integration across clinical, research and teaching missions
to leverage the strengths and attributes of each partner
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The overarching mission is integration across clinical, research and teaching missions.  To that end, we’ve taken the following steps:
Developed shared investments from both organizations in support of the three-way mission of the Pediatric Institute
 Created a unified “home” for the faculty—simplified processes and clarity of accountability and decision-making
 Established a single, integrated faculty practice model 
Expand on our robust research infrastructure so that it supports both institutions’ needs
Established an integrated platform for strategic planning and program development  

What it really is: This isn’t a new building, but a new partnership between both organizations that reflects our evolving relationship.


Our Partners

To achieve its vision, the Pediatric Institute will partner with several

organizations to promote pediatric research and teaching
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As you can see from this slide, the Pediatric Institute is partnering with several organizations to promote pediatric research and teaching.  These partnerships provide a realistic way for us to achieve our vision.

https://choa.careforceconnection.org/docs/DOC-27011

Pediatric Center to Pediatric Institute

Pediatric Center Emory + Children’s
of Georgia Pediatric Institute
Established 2013 Established 2018
Ownership 50% Emory and 50% Children’s 50% Emory and 50% Children’s
Identity Not cohesive Joint naming convention
Employment Employment is dlre.ctly tl:nrough Emory Pediatric Instltute_er_n!oloys physicians and
and Children’s clinicians
Clinical Managed by Children’s Managed by Children’s
Faculty Status Full rights and responsibilities at Emory Full rights and responsibilities at Emory
. Funding determined on an annual basis Establishes long term funding plan and
Funding . . . . -
without long term funding plan financial principles
Governance Oversight body Governing body with equal representation

Industry Sponsored Managed by Emory and subcontracted to

Clinical Trials Children’s Managed by Children’s

Philanthropy No clear plan for joint fundraising Commitment to joint fundraising efforts

EMORY 33 Children’s:
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The Pediatric Institute has been years in the making.  

The Pediatric Institute evolved from the Pediatric Center which was established in 2013.  The major changes are:
The PI will employee physicians and clinicians, which is a change from direct employment by Emory/Children’s;
The PI establishes long term funding plans and financial principles--rather than evaluating funding annually;
Industry Sponsored Clinical trials will now be managed by Children’s; AND
There is a plan for joint fundraising efforts.


Member Structure

As of September 1, 2018

Emory + Children’s Pediatric Institute Members

Employer Children’s
Sibley Cardiologists
PhySiCianS (53 physicians)
Note: Sibley is a wholly owned
subsidiary of Children’s
PhDs/PsyDs
Academic Administration,
Staff Teaching and Clinical

Research Staff

EMORY

UNIVERSITY

528 Emory Faculty

Pediatric Institute

Academic physicians

(324 physicians)

Clinical PhDs/PsyDs
(29 psychologists)

« No change from »
current state

Emory

Exclusively Grady Physicians
(20 physicians)

Residents & Fellows
(162 physicians)

Faculty w/<.80 ped cFTE
(17 physicians on CSA)

Research PhDs
(102 PhDs)

Lab Staff and Departmental
Support

§ 59 Children’s

LISLY Healthcare of Atlanta
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As I mentioned one of the changes is to the employment model.  The Pediatric Institute will employ Academic physicians and clinicians.  There will be no change to the employment status of research administration, teaching, clinical research staff at Children’s or to the lab staff and departmental support at Emory.  So if you have been working with a Children’s coordinator, that coordinator is still employed by Children’s.  If you’ve been working with a lab at Emory, the lab employees are still Emory employees.  


.

Organizational Structure

o 50% . . . 50%
Children’s Pediatric Institute - Emory
Pediatric
CEO . Dean SOM
Institute Board
Chief Academic Officer & DIO Executive Director DOP Chair CBO SOM
CFO Lucky Jain ,
Emory Academics & Pediatric Academics Vision & Strategy, Mission Sustainability, Basic & Transl. Research, Dept.
Non-Emory Academics Resource & Funding Allocation, Faculty MD Employment Admin, Non-MD Faculty Employment COO0 sOM

Clint Joiner

CRO

VP, Research & Academic Administration (Melinda Mathis)
Pl Implementation, Children’s Academics Ops, Financial Management, Performance
Reporting & Sustainability Monitoring, Across-Institutional Coordination

Executive Administrator/Vice Chair for SOM/DOP
(Liz McCarty)

I Director I

Clinical Research
Stephanie
Meissner

| Director I

Research Admin.
Sarah Marie
Huban

Teaching
(GME)

Grants
Accounting

Div. Business
Management

Finance

HR

MD Faculty MD Effort
Employment | Management
GA Tech &

Others L Teaching
Director, (UME & DOP)
Academic

Finance Basic & Transl.

Research
HR || Performance
Nadine Sori Management,
adine Spring | Reporting &
IT & Other F?.mdinz
Support

Legend:

Reporting Relationship Functional Area

Support
Relationship
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This is a lot of info. What is most important for them to understand?


What does this change mean for
me?

* Who does this change impact?

e Where should | route my research?
— Which studies do | submit to Children’s?
— Which studies do | submit to Emory?

e How do | submit my studies?
e What do | need to do?

e Who can help me?

EMORY {34 Children’s”
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Well, it could mean that you are now a PI employee.  But generally these changes are designed to enhance our efficiency in clinical research.  We anticipate that these changes will result in faster processing and shorter times from submission to enrollment.  I’ll cover some of the frequently asked questions we’ve received thus far and leave some time for questions at the end.  


S
Who does this change impact?

 Emory faculty who transitioned to Pediatric Institute
employment

e Children’s and Emory Research Administration
— IRB
— RAS
— Children’s OSP and Grants Administration
— Children’s Compliance
— Emory and Children’s Effort Reporting

@ EMORY {34 Children’s”

UNIVERSITY Healthcare of Atlanta
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This change impacts Children’s physicians and clinicians who also have an Emory academic appointment.  The change also impacts Research Administration offices which will now be handling a different type and/or volume of work.


S
Where should | route my research?

Type of Study Submit to Emory | Submit to Children’s

Industry Sponsored Pediatric or Pediatric + X
Adult Clinical Trials (location not a factor)

Industry Sponsored Adult-only Clinical Trials X

Children’s Oncology Group (COG) Funded X
Studies

Investigator Initiated Funded Clinical Trials

Federally Sponsored Research (i.e., NIH,
FDA, CDC)

Research Sponsored by Foundations and X
other Supporting Agencies

Other Types of Studies Contact Children’s/Emory

The Pediatric Institute cannot receive a grant, contract, or gift award.

% EMORY {33 Childrens-
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In terms of the different types and volume of work for research administration, you can see a break down on this slide of where projects should be routed.

Can I route through the Pediatric Institute is probably the question I get asked the most.  The short answer is no, you can’t route through the Pediatric Institute.  

The Pediatric Institute is not a grant or gift accepting institution nor do they have an IRB.  You will route your projects through either Emory or Children’s, but nothing will go through the Pediatric Institute.  If you are an employee of the Pediatric Institute, you should submit as follows:
Industry sponsored pediatric clinical trials taking should be submitted to Children’s
Industry sponsored adult clinical trials should be submitted to Emory.
COG funded studies should be submitted to Children's.
Investigator Initiated Clinical Trials, Federally Funded studies and research sponsored by foundations and other supporting agencies should be submitted to Emory.
Unfunded studies contact Dept of Peds Administration.

If you have a study that doesn’t fit into one of these categories, contact us for help determining the correct institution to submit to.  

Conflict of interest (COI) will be handled by the institution administering the grant.  -- Other ancillary committees will be based on performance site.

Now that we’ve covered what goes where, let’s talk about how to submit…


How do | submit to RAS/ORA?

How do |
submit?

Emory Children’s

https://redcap.choa.org/redcap/surveys/?s=ADJ3WMHYRD
https://redcap.emory.edu/surveys/?s=LHX5hbYReH
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You get the process started by notifying Emory/Children’s that you have a study.  

For Emory submissions, you can continue using the Intent to Submit Form.  For Children’s submissions, you will use the Children’s Study Submission Form.  The requirements are slightly different for Emory and Children’s, so work with your RAS or ORA to make sure you have what you need to get started.  Children’s only requires basic study information and a final protocol to complete the Study Submission Form.  



How do | submit to the IRB?

How do |
submit?

Emory Children’s

http://irb.emory.edu/ https://eirbchoa.huronresearchsuite.com
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For Emory IRB submissions, you can continue using eIRB.  For Children’s IRB submissions, you will use Children’s eIRB.  If you have a study that you would like to (or are being asked to) submit to a central IRB (like WIRB, Advarra or a central site like CHOP) contact the IRB you would normally submit to and they can help you get started.  


What do | need to do?

 Enhance understanding

 Work with your Research Administration Offices to
make sure you submit to the correct institution

e Reach out with questions

EMORY {34 Children’s”
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Enhance your understanding of the Pediatric Institute and what those changes mean for you and your studies.  Do things like listen to this webinar, reach out to your Research Administration offices when you are unsure of what should be submitted where AND Reach out if you have questions, concerns, or suggestions.


What is on the horizon?

e Possible revisions to routing criteria for industry clinical trials
(never say never!)

e New RAS Director for Pediatrics

 Working with OCR on DOP Clinical Trials: budget development
and invoicing

 Personnel Service Agreement: method to invoice for CRCs
rather than executing a subcontract

 Improving CTA transactions and operations between our
institutions

@ EMORY {39 Children’s” ,,

UNIVERSITY Healthcare of Atlanta



Who can help me?

Sarah Marie Huban
Director, Research Administration
E: sarahmarie.huban@choa.org

P: 404-785-7477

Stephanie Meisner
Director, Clinical Research
E: stephanie.meisner@choa.org

P: 404-785-6453

EMORY

UNIVERSITY

Bridget Wynn

Clin Trials Pre-Awd Spc Il (RAS)
E: bridget.wynn@emory.edu
P: 404-712-6693

Nadine Spring

Director, Clinical Research Services
E: nadine.spring@emory.edu

P: 404-727-5234

Liz McCarty

Executive Admin & Vice Chair for Administration
E: mmccar2@emory.edu

P: 404-712-8226

fﬁ Children’s-

Healthcare of Atlanta
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I’ve included some basic contacts, but your Research Administration Office contacts are also a good place to start -- particularly if you have a question/concern linked directly to OSP, IRB, Compliance, COI, OCR, etc.

mailto:sarahmarie.huban@choa.org
mailto:bridget.wynn@emory.edu
mailto:stephanie.meisner@choa.org
mailto:nadine.spring@emory.edu
mailto:mmccar2@emory.edu

Questions?

e When the only Emory involvement in a study is
coordinator effort, how does Emory charge the
study/CHOA for coordinator effort (the study has
budgeted items like questionnaires, consenting etc)?

* What is the expected length of time for completed
contracts and budgets?

@ EMORY §3 9 Children’s

UNIVERSITY Healthcare of Atlanta
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