April 30, 2012

e New Conflict of Interest Regulation — Charlotte Talman (30 mins)

e eRA Project — Jose Jimenez (15 mins)

e Researcher Handbook — Leslie Weatherhead & Hayley Yearian (15 mins)
e DSP Announcements — Jennifer Lassner (15 mins)

e GAO Announcements — Audra Haddy (15 mins)

e Electronic Grant Summary Reports — Audra Haddy (15 mins)



Financial Conflict of
Interest Related to Research

L
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The Good Old Days

= Ul policy since 1995

» Based on 1995 federal regulations of the US
Public Health Service

» Disclosure at Ul has been on a “per project
basis”

= For each project, person completing routing form and
IRB application indicates whether anyone on the study
team has a conflict of interest

eCOlI
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» Revised federal regulation released Aug 2011;
must be implemented by Aug 24, 2012

= Ul policy has been revised and will go into
effect on Aug 24

= Disclosure will be on an annual basis and

determination of linkage on a “per project
basis”

eCOlI



Annual disclosure of financial interests

= Remuneration; stock in a public or private company;
royalty payments; position with a fiduciary duty

= Required prior to submission of proposal

= Financial interests related to all University
responsibilities (teaching, clinical service, research,
etc.)

= Includes financial interests of spouse & dependent
children

= For researchers with PHS funding:

» Must disclose sponsored/reimbursed travel
» Must disclose payments from non-profit entities

eCOlI



University determines if a financial interest is a
conflict of interest

» Does the financial interest reach the new
threshold?

= Monetary threshold lowered from $10K to $5K

» |Is the financial interest related to the
research?

= Could the interest affect (bias) the research?

eCOlI



Major Changes in Federa

Governing COIl in Research

Mandatory COIl training
= Required prior to engaging in research
= Every four years

= More frequently if researcher is found to be
noncompliant with Ul policy or a management plan

eCOlI



gulation

F e T W L m - - TN
ooverning

Public accessibility to financial conflicts of
Interest

= In the case of researchers with PHS funding who are
determined to have a financial COl, the University is
required to respond to written requests for information

within five business days

eCOlI



Major Changes in Federal Regulatic

Governing COIl in Research

Monitoring compliance

= For researchers funded by PHS, University must monitor
researchers’ compliance with management plan annually
for the life of the grant

eCOlI



Obligations related to subawards

= For PHS research, University must establish whether
subrecipients will follow Ul’'s policy or their own policy
(which must be compliant with the federal regulation)

= Some subrecipient researchers will need to disclose
financial interests to Ul and may require
review/management by Ul's COl committee

= Start subaward process early!

eCOlI



A new electronic disclosure system

eCOIl

electronic Conflict of Interest

Consolidates several offices’ requirements - Ul
Health Care, Office of Continuing Medical
Education, and COIl in Research Office

Customized questions: involved in non-PHS _
research: involved in PHS research; not involved In
research

COlI training embedded in disclosure form



March 5 to April 30: Ul Health Care employees
(research and non-research) must complete an
annual disclosure form; >6,000 completed to date
April to August: Integrating ecOIl with UIRIS and
Hawk IRB system; begin to solicit disclosures from
non-Health Care researchers

August 24: Revised Ul Policy in place; all
researchers must have disclosure on file Iin order
have a proposal submitted to sponsor

2013: Full consolidation of COIl and COC disclosure
processes (?)

eCOlI



Key personnel named on a Routing Form
PI

Co-investigators

Other Personnel - individual(s) who have the authority to make
iIndependent decisions related to the design, conduct, or reporting of
research. Also includes individuals who are likely to be authors on
manuscripts or to present research findings.

= Key personnel named on a Hawk IRB application

Pl
All faculty members

Other individual(s) who have the authority to make independent
decisions related to the design, conduct, or reporting of research.
Also includes individuals who are likely to be authors on manuscripts
or to present research findings

eCOl



Take Home Message

I dowt wwrw wo-ve lonely....

Contact Information
Phone: 5-8892
Email: charlotte-talman@uiowa.edu

URL

Employee Self-Service (soon)
http://ecoi.uiowa.edu

eCOlI



eRA Project

L
f The University or lowa Presented by JJ (Jose Jimenez)

Director, Research Information Systems
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Presentation Notes
Thanks and intro to topic
Electronic Research Administration
All of us in the room are involved in research administration and we all have our reasons why this is important to us.  
I’m not a doctor, a scientist, or an artist, but I am good at developing software and leading a software team, so this is how I do my part to support research and scholarly activities on campus.

Each of us has goals in our professional and personal lives and we have all heard that putting those goals onto paper helps us to keep those goals.  Keeping in mind how hard that process is, imagine doing the same thing for the University of Iowa as an institution.


Rationale

L
fﬁ THE UNIVERSITY OF lowa
RENEWING THE lowa PROMISE:

“GREAT OPPORTUMITIES—BOLD EXPECTATIONS"
The Strategic Plan for The University of lowa, 2010-2016

| OVERVIEW |

Mission:

EDuUCcATION
REsEarcH amD CREATIVE WoORK
COuTREACH
Heawth Care

Expectations:

KNOWLEDGE NeW BETTER
STUDENT
] AND FRONTIERS IN FUTURES FOR
SUCCESS
PRACTICE THE ARTS Iowans

Opportunities: New FACILITIES AND COMPREHENSTVE CAMPAIGN

Foundational Commitments:
IncLusIoN AND INTERNATIOMALIZATION # SUSTAINABILITY #+ COLLABORATION, ENTERPRISE, INNOVATION

University Functions: Business sERviCES | Cumical ENTERPRISE | DEVELOPMENT | Faciumes MANAGEMENT |
Finamciar Manacement | Human resources | INFORMATION RESOURCES AND TECHNOLOGY | INTERCOLLEGIATE
‘\ ATHLETICS | LEGAL & RISK MANAGEMENT | STRATEGIC COMMUNICATIONS | STUDENT LIFE AND HOUSING /
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Presentation Notes
The University of Iowa put together “The Iowa Promise” in 2005 and in 2010 created “Renewing the Iowa Promise”  in order to document our vision, mission, and goals.  At the top of the document is a graphic that represents the Iowa Promise. 



Rationale

Mission:

EDUCATION

§> RESEARCH AND CREATIVE WORK

OUTREACH
HEALTH CARE
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Presentation Notes
If we take a closer look at the Mission of UofI, we see four core areas.  
The research enterprise is increasingly critical to the University’s mission.  
Yet, changes in Federal regulations for fiscal and regulatory accountability have strained the research compliance environment across all units. 




Rationale

4 Call to Fund the Young
and Risky

Real-Dollar Decline for

Academic R

Research Review Board
Faulted

WASHINGTON — For the first time since 1985, the federal
government has governing researchers' financial
conflicts of interest, in ways that federal officials said would build
public trust in the integrity of biomedical research by strengthening
transparency and oversight

(r
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Presentation Notes
Let’s follow one regulation change as an example.

In August last year, the federal government changed its policies related to financial conflicts of interest.  



Rationale

* New Disclosure
system required

* Review required
before submission of
proposals

* Need to capture
additional research staff
on Routing Form

* Submission to sponsor

blocked based on
review by COIR

e Protocol approvals
dependent on COIR
review


Presenter
Presentation Notes
This change in regulations impacts Conflict of Interest in Research, Sponsored Programs, animal and  human subject review boards and other groups in a cascading fashion.  

COIR needs a new disclosure system to cover the new policies.  Sponsored programs needs to capture additional information on the proposal routing form.  Protocol approvals are required to be blocked if there is any conflict of interest.  Money can’t be awarded if there is a conflict.  

And of course, researchers have new disclosure and training requirements to fulfill.  

Not only is there an administrative impact to the new regulations, researchers are required to expend their energies on administrative tasks and not on research.    


Rationale

Implementation of a robust and integrated
research information system for pre- and
post-award administration

An integrated system will simplify the
processes and reduce the amount of effort
required for grant management and
administration


Presenter
Presentation Notes
As we consider this federal regulation and others along with institutional, state, and accrediting agency policies, we have to keep in mind that our mission is to perform research, not fill out forms.  

A well implemented system with integration across traditional boundaries will decrease the amount of time spent filling out forms and increase the amount of time spent toward research and creative work.


eRA Vision

An innovative system
that will transform
research
administration and
enhance the
University’s ability to
procure, administer,
and monitor research
grants and contracts.

research


Presenter
Presentation Notes
So we come to the Vision of the eRA Project.
Take a moment to read through it and you will see that we are reaching for an innovative and transformational system.  

On the right you will see a depiction of the goals of the project based on the emphasis we place on certain themes.  Research is the most important, followed then by collaboration, compliance, information, and integration.  All of these things are important to the mission of the University of Iowa.


Key Partnerships

Grant
Accounting NERSTYG TN

University of lowa Health Care

RESEARCH

ITS — Information 6RA |
Technology Services Provost Office

electronic Research Administration

ICTS INSTITUTE for CLINICAL &
TRANSLATIONAL SCIENCE

AT THE UNIVERSITY OF 1OQOWA



Presenter
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We aren’t going to be working alone.  
This is a short list of all the partners we will work with to make the vision of an innovative, transformational system a reality.  We are working with both University and Hospital HR units, compliance offices across campus, Grant Accounting, ITS, Carver College of Medicine, units within OVPR and others from both technical and business units at the University of Iowa.  

https://research.uiowa.edu/ovpr/
http://icts.uiowa.edu/
http://www.uiowa.edu/%7Efusga
http://www.uihealthcare.com/index.html
http://www.medicine.uiowa.edu/default.aspx

Key Partnerships

Executive
Sponsors

Executive VPRIT Advisory
Steering C ;
. ommittee
Committee
Campus
Advisory
Committees

Project Functional And
Leadership Technical
Team Module Leads
Stakeholder
Focus

Groups

Module
Implementation
Teams
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Presentation Notes
We have the support of leadership on campus in our Executive Sponsors group which includes Jordan Cohen, the Executive Vice President for Research and Economic Development, and Steve Fleagle the CIO of the University of Iowa.  

And we are going to be collecting input from existing campus advisory committees and new and existing stakeholder focus groups.  

This means some of you will be an important part of the eRA project and some of you to more than one area.


Scope of the eRA project

VPR Research Information Systems Application Portfolio
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Which brings me to the scope of the project
First of all, here is a view of my department’s Portfolio

The eRA project covers Pre-Award
Conflict of Interest (COIR)
Animal Regulations (IACUC)
And an integrated research portal that will allow transparent access to information and systems for researchers and administrative staff.


eRA Project Progress

RIS — hired 6 developers in the last 9 months
eCOl - 6,000+ faculty and staff disclosures.
IACUC — Proof of concept prototype created.
Portal — Researcher Handbook is being
developed
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Presentation Notes
So where are we on the project?

RIS has refocused on development, moving some functions out to other units such as ITS and seen significant growth in development resources over the last year.  

The first phase of the ecoi project has been completed and over 6K faculty and staff have completed disclosures on one system to cover four different conflict of interest policies.

IACUC has moved from a project in consideration to a project with a plan in progress and a prototype.

DSP and others are working on developing a researcher handbook to consolidate similar efforts across business units.  




Pre-Award Project Progress

August 2011 — Electronic Routing Form
released

September 2011 — Pre/Post award integration
points and process workflow

October 2011 — Fit Gap Analysis

January 2012 — Reporting / Data
Enhancements pilot

April 2012 — Release of new printed routing
form



What is next

eCOl —Integrate eCOl and electronic Routing
Form to ensure compliance with regulations
effective in August

Pre-Award — Move additional DSP forms to a
new model similar to the electronic Routing

-orm.
ACUC - Planning and additional work on
orototype

Portal — Researcher Handbook



Involvement

Executive
Sponsors

Executive VPRIT Advisory
Steering C ;
. ommittee
Committee
Campus
Advisory
Committees

Project Functional And
Leadership Technical
Team Module Leads
Stakeholder
Focus

Groups

Module
Implementation
Teams
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New online resource for

Res earCh er H an db O O k navigating the research enterprise

{Coming Summer 2012}

RESEARCH ADMINISTRATORS MEETING | April 30, 2012




Leslie Weatherhead

Assoc. Director of Research Development

and Communications
leslie-weatherhead@uiowa.edu

Hayley Yearian

Research Webmaster
hayley-yearian@uiowa.edu

Office of the Vice President for Research

RESEARCHER HANDBOOK guide for navigating the research enterprise



mailto:leslie-weatherhead@uiowa.edu
mailto:Hayley-yearian@uiowa.edu

Need for “concierge” to

PrOj ect baCkgrOund help faculty navigate the

vast research enterprise

RESEARCHER HANDBOOK guide for navigating the research enterprise m
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Audra Haddy, Grant Accauntmg Offl
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Kristi Fitzpatrick, /A Social Sc:encg%Rege__
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The Core Committee is working with topic

PI‘Oj eCt team experts across the institution.

RESEARCHER HANDBOOK guide for navigating the research enterprise




Na e

o '
The eHandbook will serve as a directory of the
programs, policies, resources, offices, and

PI‘O] eCt ove FVleW contacts that all researchers need to know.

Target audience: New Researchers

RESEARCHER HANDBOOK guide for navigating the research enterprise m
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Table of Contents

1. Transfer to campus
Regulatory approvals
Pre-award
Managing awards

Human resources management

Responsible conduct of research

N o U A WD

Leaving the institution

+ Commonly used acronyms

- All stages of research:
Transferring to campus =2 Leaving the institution

Project overview

- High-level summaries and FAQs

RESEARCHER HANDBOOK guide for navigating the research enterprise ﬁ



Summer 2012:

Go live.

"% April — June:

(Continue to develop

Introduce project
content.)

to various groups
e oh campus.

Feb — June:
Solicit input and

Content )
revise content.

development

Over the next two months, the Core

PrO] eCt tlmellne Committee and OVPR will be solicit input from

faculty and administrators.

RESEARCHER HANDBOOK guide for navigating the research enterprise ﬁ
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Researcher Handbook

m RESEARCH HOME m RESEARCH A-Z INDEX m ACRONYMS

http://dev.sitenow.uiowa.edu/researcherhandbook/

UNIVERSITY OF IOWA (0ot e col | psp | Ems

| msonrs oARMACUC | RIS | wvem MORE UNITS

E;sea:‘cheem:ndbook- Table of Contents

This electronic guide is designed to assist all researchers (new and existing) as they navigate the complex
research environment at the University of lowa.

o Table of Contents
o 1. Introduction

» 2. Whatshould | do beforel

come? All sections will be completed by June 2012. If you have suggestions for new content or comments about

existing content, please email research-webmaster@uiowa.edu.

» 3. Regulatory Approvals

o 4. Pre-Award 1. Introduction / Welcome to The University of lowa
2. What should | do before | come?

Website demo

RESEARCHER HANDBOOK guide for navigating the research enterprise


http://dev.sitenow.uiowa.edu/researcherhandbook/
http://dev.sitenow.uiowa.edu/researcherhandbook/

e Watch for an announcement in June
e Review the website
e Talk to your faculty

 Send us your ideas

How can you help?

RESEARCHER HANDBOOK guide for navigating the research enterprise m



research-webmaster@uiowa.edu

hayley-yearian@uiowa.edu

leslie-weatherhead@uiowa.edu

How can you help?

RESEARCHER HANDBOOK guide for navigating the research enterprise ﬁ
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DSP UPDATES

Staffing Changes
eRouting




eRouting — April 16 Announcement

The UIRIS menu now offers a single routing-
form link for initiating a Routing Form

Once completed, the initiator will elect to
either (a) eRoute through Workflow; or (b)
print for paper routing

Paper routing forms created in the
Traditional system will be available for
viewing via UIRIS/SPRIE search results



eRouting FAQs

Routing form initiator and Pl work in the
UIRIS system; all other approvers use
Workflow

Reviewers may edit the routing form before it
is approved

Personnel not editable after submission

View Workflow path in the finish tab



(2 View - UIRIS - The U..
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Add Mew Help Text

10.2. Submission Info
Submitted: April 132012 05:36PM

Submitted By:  Jessica L Jensen

Disclaimer - Courier Delivery

Please remember that overnight couriers, including the one utilized by the Division of Sponsored Programs, make reasonable efforts, but
do not guarantee delivery of packages at the specified time and place. As a general rule, the declared value of packages is $100. In the
event of loss, damage, misdelivery or nondelivery of any such package, “the courier” will provide compensation.

11. Finizh View Routing Form Tabs
11.1. This Routing Form has been Submitted.

11.1.1. Principal Investigator Workflow
George R Bergus - Family Medicine - 17/3210
Barcey T Levy - Family Medicine - 17/3210
MName Approval Org-Dept
HOUSHOLDER,SOMNYA KAY May Approve 17051
ROBERTSON,ANGIE CHRISTINE May Approve 17031
BOOKER,SHARON S Required 17 3210
LEVY, BARCEY T Approved

11.1.2. CoInvestigator Workflow
Kate DuChene Thoma - Family Medicine - 17/3210
Kristi J Ferguson - Internal Medicine - 17/3215
Name Approval Org-Dept
HOUSHOLDER,SOMNYA KAY May Approve 17DS1
ROBERTSON,ANGIE CHRISTINE May Approve 17DS1
BASSLER,LORETTA FAYE BEEDE May Approve 17 3215
MILLER,NECOLE May Approve 17 3215

Jeanette M Daly - Family Medicine - 17/3210
MName Approval Org-Dept v
m r

®110% ~
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Research Administrator Meeting



GAO Updates

New Staff:
Brad Franzwa
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New GAO Staff: Carol Cubbage, Invoicing/Billing – began Jan 2011

Accounting Services annually distributes pertinent FYE information to campus; these two documents can be found at the links included here

Year End – 7/1/2010-6/30/2011 is basis for FY11 single audit – make sure accounts are reviewed and necessary adjustments (cost transfer) are complete



GAO Updates

FY11 Single Audit

Completed in March 2012
Results

Questions about allowability of costs
Confirmation of key personnel effort commitments

No findings for second year in a row


Presenter
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FY10 Single Audit
Effort commitments – determine if key personnel are meeting commitments made in the proposal; if not, want documentation showing agency approval. Reminder: if an effort commitment for key personnel changes by more than 25%, expect prior approval from the agency
Allowability of specific costs – looking at certain types of costs considered red flags (personal in nature, types of vendors) need to show benefit to the project (type of cost, timing (i.e. ending) or outside of project period)

American Recovery and Reinvestment Act (ARRA)

Other-Above
	NSF – Office of Inspector General
	Grant Accounting Office - Office of Inspector General
	Department of Education – Office of Inspector General


Replacement of Grant Paper Reports

Benefits of electronic reports:
Eliminates use of ITS mainframe & high speed printers for all grant
financial data, including elimination of:
FMS mainframe database
Report distribution (BALS)
University Wide Reports (FMS, SGRE, TDS)
Provides grant financial reports within EFR Inbox
Portal for all university financial reports
Builds upon current distribution infrastructure
Allows for integration with pre award data/information
Utilizes management data (ePost) not previously provided

Provides additional data summarized for award
Compensation
Subaward

Allows download of data from any report
Eliminate re-keying of financial data



Replacement of Grant Paper Reports

Timeline

Report Development

Review budget categories January 2012 - November 2012

Data analysis
Gather feedback

Define data sources

Reconciliation

Create report specifications Communication
Finalize distribution
Testing

Pilot



Replacement of Grant Paper Reports

Finalizing FMS Category Codes
FMS category codes are the budget level
categories that are used to sort and summarize
grant financial data

New cateqgories
Wages (iaccts 59xx)
Animals and Animal Supplies (iacct 6120)
Research Participation Costs (iaccts 6045, 6046, 6240)



Replacement of Grant Paper Reports

New report formats

Similar to current format, but will allow drill down
from summary to lower levels of detail

Utilize similar distribution as TDR including the
EFR inbox
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