Quick Guide: IRIS Financial Disclosure Form

Research Development ) .
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U oment
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Purpose

This guide has been drafted by the Saint Francis Hospital and Medical Center Research Development Office to use
as a reference while completing the Trinity Health Of New England Financial Disclosure Form located in the
electronic IRB system (iRIS).

Policy

Trinity Health Of New England requires that all Investigators promptly and fully disclose, in writing, any significant
financial interest (including those of a spouse or dependent child) that reasonably relate to the Investigator’'s
Institutional Responsibilities and, if applicable, comply with financial conflict of interest management or mitigation
plans.

If a financial interest of greater than $5,000 exists between the research sponsor and the Investigator, a
management plan must be established by the Financial Conflict of Interest Committee (Review Committee), agreed
to by the Investigator and monitored. Any individual with a financial interest with the research sponsor in excess of
$50,000 is precluded from participating in the research. The Review Committee shall recommend each
management plan to the Trinity Health Of New England Institutional Review Board (IRB). The IRB shall be
responsible for making the final determination with respect to the Investigator’s role in the study to ensure
participants are protected.

Any significant financial interest that could directly and significantly affect the design, conduct or reporting of
research shall be managed by the Review Committee and the Investigator to reduce or eliminate any such effect.

Link to the Policy
http://www.trinityhealthofne.org/documents/IRB/THOFNE-CCP4013-Investigator-Conflicts-of-Interest-Funded-

Research.pdf

Steps and Procedures

Note: A Financial Disclosure Form/Conflict of Interest Form is required to be completed for internally or externally
sponsored or funded projects only.

1. Log on to iRIS (electronic IRB system)
o RIS website: https://stfrancis.imedris.net  (Not compatible with Safari)

e If you don't know your user ID, please contact the Trinity Health Of New England IRB:
Telephone: (860) 714-4068 or Kathy Alexander (Kathryne.Alexander@TrinityHealthOfNE.Orqg)

2. Access the Financial Disclosure Forms/Conflict of Interest Forms by either method indicated below:

I Trinity Heailth opomment o Resear Devmoprmt )\
\1}-‘ Of New England
® My Assistant Weleom: For New Studies choose New Study FDF
® conflict of Interest Forms
® Spudy Assistant [ Conflict of Interest Forms
8 conpesent e For Reapprovals choose Reapproval/Closure
FDF
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3. Click add a new form

New Study - FOF (4] Back

6 List of records associsted with form: New Study - FOF.
T view previcus versens dick on the faider o

0 resu(s] found .

Show  Editf Sub. Track Process Sabmission
B | el . Craatod By Dl Craatad Madifled By iate Meifiad

4. Enter required information:

22 Trinity Health Of Naw England (For a New Study FDF you will\

p need the following information:

ThinInkormetion i bl recussted in acsordamcs it Tinity Houll OF tew Eoubennd peicy amd et b commpluted  yow s e Bl e potes dally resoneible for
e dessgn, o porting of vy Tranity Health OF New England externally Funded Research projects, prosersd Trinkty Seaith f Hew Engiand palicy o

e e e s B S Project Title

Department
. Prime Sponsor

inwesigror Project Period
This information will prepopulate

Froposed Progees Title:

For a Reapproval FDF you will
g need the following information:

fvime Sponson Project Title
IRB #
b Department

Prime Sponsor /
= = |

5. Appropriately complete sections as indicated below:

If you or your family dO not have financial conflicts to disclose

e Click Agree for section 1.3 and 1.5
e Click Save and Continue to Next Section (Skip to step 6)

L3
PART A - FINANCIAL CERTIFICATION

1 certify that:

1. 1, or any member of my fam
study spansar(s) (e.g., banu
1, or any member nf my fam

(spouse, domestc partner, childr
alty, or other financial incentiv

% in the same household), have not entered into any financial arrangement with the
“could be affected by the outcome of the research;

ark ght, koensing agreement, etc. ) in the product tested in the clinical study;

+, stock opwan, or ather financial intorest whase value cannt be calculsted with reference to

equity interest (i.e., ownership i
rket walue) in the study sponsor(s)
{5}, or manufacturer of the product or service being tested, having a total value in excess of
e research study. (Examples of such signdicant payments &, but are nat limited to, grants
Itation and honoraria that are (s) paid directly to investigators or to the

L),

anship related to search, regardless of compensation.

1 have answered fully and to the best of my ability and will update this form promptly if my crcumstances change.

@ iee © cesaores
1.5
1 am aware of the Trinity Health Of New England policy on financlal disclosure regarding amounts between 55,000 and $50,000 indicating T need a management plan and cannot serve as the PL T am

also aware that any amount over the threshold of $50,000 will not allow me to be involved on the study at all. More information on this policy can be found on the infonet {Investigator Conflicts of
Interest in Funded Research Policy)

@ oree
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If you or your family d_O have financial conflicts to disclosure

Click Disagree for section 1.3

For section 1.4 - check all boxes that apply
Click agree for section 1.5

Click Save and Continue to Next Section

New Study - FDF - (Version 6.0)

g oo | |G | i |

L3
PART A. - FINANCIAL CERTIFICATION

1 certify that:

L. I, or any member of my family (spouse, domestic partner, children,
study sponsor(s) (e.g., bonu!

ind any other person living in the same household), have not entered into any financial arrangement with the

royalty, or other financial incentive) whereby my compensation could be affected by the cutcome of the research;

2. 1, or any member of my family, do not have & proprietary interest (e.q., patent, traderm, copyright, licensing agreement, etc.] in the product tested in the dinical study;

3. 1, ar any member of my famédy, da not have any equity interest (L.e,, cwnership interest, stock option, or cther financial mterest whose value cannot be caloulated with reference to
publicly traded prices or other measure of fair market value) in the study sponsor(s).

4. 1, ar any member of my family, have not received any payment from the study sponsor(s), or manufacturer of the product or service being tested, having a total value in excess of
$0 when aggregated for the immediate family other than payments for conducting the research study. (Examples of such ssgnificant payments include, but are not kmit
or funding for ongoing ressarch, compensation in the form aof equipmes

d to, grans
retainers for engoing col'ul'atlon and honoraria that are (a) paid directly to investigators or to the
institution with which the investigators are affiliated, and (b paid in suppont of investigator activities.

& 1, or any member of my famiy, do not have a Board or executive relationship related to the research, rrg'\n‘lrﬂ of compensation.

1 have answered fully and to the best of my a

el Duagree

ity and will update this form promptly if my drcumstances change.

1.4
PART B. - FINANCIAL DISCLOSURE

I disclose the tollowing (check all that apply):

1, or a member of my family, have entered mta financial arrangement(s] with the study sponsar(s) (e,g.. banus, royalty, ar cther financial incentive) whereby my compensation could be affected by the
Check All cutcome of the research;

1, or & member of my fa

Applicable | o tesmee o m o e ooy op
Boxes

have 3 proprietary interest {e.9.. patent, trademark, copyright. licensing agreement, etc.) in th product tested in the clinical study:

eresy, s1ock opticn, of cther

nancisl nterest whose valiee cannat be caloulated with reference to publidy traded prices or other

1, or & member of my fan eiving payments from the study sponsor or researth entities other than the spansar having & totsl value in excess of S0 when aggregated for the immediate family,
han payments for conducting the ressarch study. (Exampies of such payments include, but are ot irnited to, grants or funding for cngeing resssrch, compensation in the form of equipment,

paid direstly to investigators or to the institutio

e & Board or executive relsticnship related to the research, regardless of compendation;

1, o & member of y fan

1.5 1 am aware of the Trinity Health Of New financial amounts between $5,000 and $50,000 indicating I need a management plan and cannot serve as the L T am
alsa aware that any amount aver the threshold of m,ow will nat allow me to be invelved on the study at all. More information on this policy can be found on the Trinkty Health Of New England IRB
weshite {Investigator Conflicts af Interest in Funded Research Palicy)

0.

¢ Indicate all of the types of information you are disclosing
Remunerations, Travel, Equity Interests, Royalties etc.

2.0
Required Disclosures

2.1
Remuneration Received From Other Entities

In the [c:l 12-months, did you, your spouse or dependent children receive any remuneration from an entity other than Saint Francis Hospital and Medical Center, Saint
I, Mount Sinai Rehabilitation Hospital, Mercy Medical Center, or Johnson Memorial Hospital that reasonably appears to be related to your
7

Reimbursed or Sponsored Travel

Have you, your spouse or your dependent
responsibilities?

nstitutional

eceived rei or ip for travel that bly appears to be related to you

ves Ona

23

Equity Interests

you, your spouse or your dependent children hold equity interest in a publicly traded or privately held entity that reasonably appears to be related to your
institutional responsibilities? Equity interests include any stock, stock options or other ownership interests,

2.4

Related to Property Rights and Interests

Hawve you, your spouse or dependent children received royalties or other income related to intellectual property rights and interests (e.q., patents, copyrights) that
reasonably appear o be related to your institutienal responsibilities?

ves Dma
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e Complete a new entry form for each disclosure

Entry 1
l Rocipient

Name:
Relationship to you:

Type of Bemuneration oo

If cther, please specfy:

Description of services provided

FS Y Morma of £ity:

Ameunt Received in the last 13 months
1F amount recelved is $5,000 or nore from a

single soarce
{£.., Pharma A), please describie the natisre of the
services. to this study.

6. Click button to Electronically Sign the document:

g Pt Friendly | ] Save Section | [, ot |

[ Entire view of the Form |
a0 certification
R e T e A S L U e
) Chick e 1 i the: ecament |
aoree —t
Do not proceed without clicking this box
e Enter User ID and Password and click Save
Electronic Signature [4]Back

This form requires your elactronic signature.

IMs Kendra Williams please enter your User 1D and Password
below:

e Click Signoff and Submit

Entire view of the Form

Form has been Completed!

Instruction of Form has Been Completed Screen

You must submit a revised form within five (5) days of becoming aware that any of your answers have changed.

M emrem |

_fl, Siamott and submit
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Quick Guide: iRIS Financial Disclosure Form

Note: Remember to print a copy of the electronically signed FDF. Send a copy of the completed FDF to the staff
member responsible for managing study documents.

e Check the box in front of the FDF and Click Printable Version (and save or print a signed copy)

e Enter User ID and Password and click Submit

Incluge
Submissian Farm({s)i n Submission Component Mame - Version
POF Packet
s‘uuumn Forni(s)

+ Mew Stidy - FOF - (Version 1.0

Electranic Signatufh:

7. Upload electronically signed copy of Financial Disclosure Form into the IRB Application and/or Reapporval
Form.

¢ A new Financial Disclosure section will appear if the project is internally or externally funded
e Add each investigator’'s saved Financial Disclosure Form (FDF) by clicking “Add a New Document”

6.3 Sponsor or funding source (Name):

INTERNAL

@ EXTERNAL
NONE

Name of Sponsor:

Novartis
6.4 Please attach a completed New Study Financial Disclosure form for each investigator.

Refer to the link provided in the Help Tip to attach an updated Financial Disclosure Form with your submission.

(&' Select or Revise Existing . Add a New Document ;) Add Multiple Documerts

Detach Version Title Category Expiration Date Document Outcome Checked Dut BT
Document

0 1.0 Mew Study - FDF_Vredenburgh Finacial Disclosure Form
33.50 KB

Note: The Conflict of Interest System is a separate system in iRIS; therefore all Financial Disclosure Forms need to
be uploaded into the IRB Application and/or Reapproval Form. Only attach copies of the Financial Disclosure
Form which indicate that the electronic signature has been applied.
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Quick Guide: iRIS Financial Disclosure Form
Below is an alternative way to save/print the FDF after it has been signed and submitted:

1. Open the Conflict of Interest/FDF form by following the pictures below:

C‘U): Trinity Health

Of New England

| TR 4 Welcome Williams ( Last Login
M conflict of Interest Forms
M Study Assistant Conflict of Interest Forms & ————————

M COI Assistant

New Study - FDF | ReapprovaliClosure
-FOF

List of records associated with form: New Study - FDF.
e To view previous versions diick on the folder icon L.

1 result(s) found...

Show  Edit/ Sub. Track Process Submission
@ Rev View Rounds Location Submission Date Created By
O AN o= 02/15/2018 .
= \_‘, q/ 01:44:56 PM EST Kendra Williams

2. Click Print Friendly and select HTML

|
1.0
Trinlty Health Of New England
Financial Disclosure Form
3. Click Print
[ ooe (BT
# Secure | hiips:/stfrancis.imedris.net/Sysiem_Heip_Viewer, j50Tiitie =155 3A% 20Printer S a0versione 2001 2o 205tudy 20 2IFDFAsppage= System_Data_Form_Coliect Printabie jsptb S DATA_ID% 3062 o 6F0R 126
M.

New Study - FDF - (Version 1.0}

Ll Trinity Wealth OF New England

4. Change Destination Printer to “Save as PDF”

Print
Total: 1 page

E Cancel
Destination D Savelaslbbh

Change...
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