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Introduction

Welcome to the Vanderbilt University Institutional Review Board’s new electronic submission
system called DISCOVR-e (the Data Integrated Study Console of Vanderbilt's Research
Enterprise. Phase | allowed researchers to access basic study information, as well as their
human subjects training/continuing education status. Phase Il allowed researchers to complete
an IRB submission online, including the ability to use electronic signatures. Every type of
submission previously sent in by hard copy (e.g., new study, continuing review, adverse event,
etc.) could be submitted with a few clicks of your mouse.

Another benefit of the DISCOVR-e portal allowed researchers to view their approved documents
online, including Committee Action Letters (CALSs), Final Approval Letters (FALS), and approved
and date stamped consent forms.

Phase Il of this project includes an intuitive investigator dashboard and the implementation of an
IRB application wizard that incorporates supplemental form information like vulnerable
populations in research, repositories, radiological procedures for research, and waiver into one
cohesive document.

Future phases may include additional features and capabilities as the system grows and users
provide the development team with feedback and suggestions. The IRB plans to continuously
monitor the system to make enhancements and improvements where needed.

As you work your way around DISCOVR-e, please feel free to share your thoughts, comments,
and suggestions by sending an email to the address shown below.

discovere@vanderbilt.edu

Overview

The DISCOVR-e portal is a web-based system. You can log in and submit documents or check
the status of a previous submission anywhere in the world where you have a connection to the
Internet. This section of the manual will give you an overview of the system and provide
highlights of its capabilities.

To access the system, please visit the Vanderbilt IRB website at https://www4.vanderbilt.edu/irb/
and click on the DISCOVR-e link on the right-hand section of the page. When prompted, enter
your VUnetID and e-password. That'’s all it takes!!!

After logging in, you will see your Investigator Dashboard. This is your home page which shows
all of your outstanding action items and approved studies.  The following pages will provide
step-by-step screenshots for creating and responding to outstanding submissions, as well as
navigation tips for the site. We plan to provide video tutorials following the rollout as a secondary
training tool for the research community so check back often!
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Log into the System

You can access the system by going to the IRB website, https://www4.vanderbilt.edu/irb/
and clicking on the DISCOVR-E link.

VANDERBILT §7 UNIVERSITY

HUMAN RESEARCH PROTECTION PROGRAM

Supporting the of the IRB and providing HRPP Oversight

Home ContactUs  About Us Policies Forms Roles and Responsidiities For Participants

articipants x. _ SEARCH
Links

IRB Comenitiee Log In
SUBMIT - DISCOVR-E
DISCOVR-E How To
CITI Training
Workshops

y;;gwnw Asked Questions
(FAQs)
Announcements

Research News at Vanderbitt

Performance Metrics

On May 4™, VHRPP will roll out an enhanced versson of DISCOVR.E that will streamiine the submission process for
the research community, The new system includes many exciting new features, not the least of which is an
application wizard that will busid your IRB applcation as you enter information. in light of this, we advise
researchers who are planning 1o submit a new standard of expedited study that is not time sensitive to consider
Wolting untll after the roliout 10 submA, This will save you time in the long rum as all currently apperoved IRB
applications will need 10 be entered into the wizard once it is implemented.

VHRPP Informatics

General Announcements & Tips

Office for Human Research
Protections (OHRP)

You can also access the system by typing the following internet address into your browser:
https://irb.mc.vanderbilt.edu/ . You may want to save this address in your list of
favorites/bookmarks. This will bring you to the Login page. To enter DISCOVR-e, enter your
VUnetID and e-password.

Vunetip

ePassword

Login
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Investigator Dashboard Overview

This is your Investigator Dashboard. When you log in, this is the first screen you will see. From
here, you can access all of your studies and view submissions that require action from you.

Welcome, | This is your investigator dashboard. From here you can respond to action items, + Create a new study

manage approved studies, and create new study submissions.
Training expies in
[ 2]
Draft
submissions

‘Submissions

requiring my
signature

# View IRB Training
My siucies | Studies sing me as KSP
B Approved Studies @ Q
Study Title IRB# pI Study Contact Study Expiration J&
ECOGGIEA2131- A Phase | and Randomized, Double-Blinded 150014 1212016
140026 A Phas iy to Evaluate the 150080 16
140918 IRVH Recruitment Repository 150071 16
est. 140270 Cardiac structure and function 150088 16
Grant Review Test, 140067 HDL Function in Human Disease 150058 16
oagulation 150087 16
50103 41212016
1 Assessing Fracture Risk 150110 4552016
IRB 130808The Establishment of the Genotypef 50113 4552016
Investig o5 in patients with a 50108 4182016
Test A multicenter, randomized, tive, open-label 150145 482016

The different colored buttons across the top of the page show items requiring action from you.

Welcome, | This is your investigator dashboard. From here you can respond to action items, + Create a new study
manage approved studies, and create new study submissions.
Training expires in
[ 2]
‘Submissions Draft
requiring my subissions
signature
= View IRB Training
My studies | Studies listing me as KSP
B Approved Studies @ Q
Study Title IRB# Pl Study Contact Study Expiration &
ECOGGIEA2131- A Phase | and Randomized, Double-Blinded. 150014 12112016
d: 140026 A Phase y to Evaluate the. 150080 4112016
est Re ory: 140916 IRMH Recruitment Re itory 150071 4112016
‘est. 140279 Cardiac structure 150068 4112016
Grant Review Test; 140067 HDL Function in Human Disease 150058 4112016
Test Expedited: 140050 Retro: qulation 150087 4112016
ly: A randomized sf 50103 41212016
r Assessing Fracture Risk 150110 4/512016
50113 4/512016
es in patient a 150100 41812016
Test A multi-center, randomized, 50145 41812016
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Notice the number in the top, right corner of each button. This number indicates how many items
are requiring that particular action. The first button (yellow) is the pre-review requests button.
The number in the corner indicates how many submissions require a pre-review response.

Clicking this button will allow you to access these studies.

Welcome, mmwl This is your investigator dashboard. From here you can respond to action items, + Create a new study

manage approved studies, and create new study submissions.

Training expires in:

~ Days =~
‘ zb‘

® \fiew IRB Training

Submissions

requiring my
\ signature
b - ,./

The next button (blue) is the Submissions Requiring My Signature button. The number in the
corner indicates how many submissions require your signature before moving forward. Clicking

this button will allow you to access these studies.

Welcome, mmwl This is your investigator dashboard. From here you can respond to action items, + Create a new study

manage approved studies, and create new study submissions.

Training expires in:

~ Days =~
‘ zb‘

® \fiew IRB Training

i A Submissions
/ requiring my

signature

The next button (red) is the Submissions Requiring a CAL Response button. The number in the
corner indicates how many submissions require a response to a CAL. Clicking this button will

allow you to access these studies.

Welcome, mmwl This is your investigator dashboard. From here you can respond to action items, + Create a new study
manage approved studies, and create new study submissions.
- Training expires in:
/ \ ()
Submissions Draft £
[ | . o ~ Days «~
| requiring my submissions - \ -
9 ’/.- signature ‘ -
: ® \fiew IRB Training
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The final button (purple) is the Draft Submissions button. The number in the corner indicates how
many submissions have been started but have not been completed or sent to the IRB. Clicking
this button will allow you to access these studies.

Welcome, ==l This is your investigator dashboard. From here you can respond to action items, + Create a new study
manage approved studies, and create new study submissions.

Training expires in:

r A
Submissions - .
| ] : < Days -
/ requiring my : :
signature ‘ \
. 4 2732

® \fiew IRB Training

Lists of approved studies are located below the buttons for quick access. My studies is the
default view on the dashboard. This view shows studies in which you are listed as PI, Study
Contact, or Faculty Advisor.

‘ My studies § Studies listing me as KSP

Bk Approved Studies @ [ |a
Study Title IRB# Pl Study Contact Study Expiration ]2
ECOGGIEAZ131- A Phase | and Randomized, Double-Blinded... 150014 12172016
Test Standard: 140026 A Phase 1 Study to Evaluate the.. 150080 4/1/2016
Test Repository: 140916 IRMH Recruitment Repository 150071 412016
Grant Review Test; 140279 Cardiac structure and function... 150058 412016
Grant Review Test; 140067 HOL Function in Human Disease 150058 4112016
Test Expedited: 140050 Retrospective Review of Coagulation... 150087 4112016
Test Study: A randomized study of the effect of chocolate... 150103 4122016
MNew Tools for Assessing Fracture Risk 150110 4/5/2016
IRBE 130808The Establishment of the Genotype/Phenotype... 150113 4/5/2016
Investigating immune responses in patients with advanced... 150109 4/8/2016
Test A multi-center, randomized, prospective, open-label 150145 41812016
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Studies listing me as KSP will display only studies in which you are listed as other KSP (not PI,

Study Contact, or Faculty Advisor).

‘ My studies | Studies listing me as KSP

ki Approved Studies @ [ |Q
Study Title IRB# Pl Study Contact Study Expiration ]2
ECOGGIEAZ131- A Phase | and Randomized, Double-Blinded... 150014 1212016
Test Standard: 140026 A Phase 1 Study to Evaluate the... 150080 4/1/2016
Test Repository: 140916 IRMH Recruitment Repository 150071 4/1/2016
Grant Review Test; 140279 Cardiac structure and function... 150058 4112016
Grant Review Test; 140067 HDL Function in Human Disease 150058 4/1/2016
Test Expedited: 140050 Retrospective Review of Coagulation... 150087 4/1/2016
Test Study: A randomized study of the effect of chocolate 150103 4/2/2016
New Tools for Assessing Fracture Risk 150110 4/5/2016
IRB 130808The Establishment of the Genotype/Phenotype 150113 4/5/2016
Investigating immune responses in patients with advanced... 150109 4/8/2016
Test A multi-center, randomized, prospective, open-label... 150145 41812016
These lists are automatically sorted by Study Expiration. If a study is within 8 weeks of
expiration, it will appear highlighted in red. Lists can be sorted by Study Title, IRB Number, PI,
and Study Contact by clicking on the heading.
‘ My studies | Studies listing me as KSP
B Approved Studies @ [ |a

I Study Title IRB# Pl Study Contact Study Expiration ]2
ECOGGIEA2131- A Phase | and Randomized, Double-Blinded... 150014 1212016
Test Standard: 140026 A Phase 1 Study to Evaluate the... 150080 412016
Test Repository: 140916 IRMH Recruitment Repository 150071 4/1/2016
Grant Review Test; 140279 Cardiac structure and function... 150068 4112016
Grant Review Test; 140067 HDL Function in Human Disease 150058 4112016
Test Expedited: 140050 Retrospective Review of Coagulation... 150087 4/1/2016
Test Study: A randomized study ofthe effect of chocolate.. 150103 4/2/2016
MNew Tools for Assessing Fracture Risk 150110 4/5/2016
IRB 130808The Establishment of the Genotype/Phenotype... 150113 4/5/2016
Investigating immune responses in patients with advanced 150109 41812016
Test A multi-center, randomized, prospective, open-label... 150145 4/8/2016
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You can also search for studies in these lists by entering study identifiers such as Pl or Study
Contact name, parts of the study title, or IRB number into the search box on the right.

My studies | Studies listing me as KSP

b Approved Studies © Q
Study Title IRB# Pl Study Contact Study Expiration ]2
ECOGGIEAZ131- A Phase | and Randomized, Double-Blinded... 150014 12172016
Test Standard: 140026 A Phase 1 Study to Evaluate the... 150080 4112016
Test Repository: 140916 IRMH Recruitment Repository 150071 41172016
Grant Review Test; 140279 Cardiac structure and function... 150068 4112016

Grant Review Test; 140067 HDL Function in Human Disease 150058 41172016
Test Expedited: 14005 pective Review of Coagulation... 150087 4/1/2016
Test Study: A randomized study of the effect of chocolate 150103 4/2/2016
MNew Tools for Assessing Fracture Risk 150110 4/5/2016
IRB 130808The Establishment of the Genotype/Phenotyp 50113 41512016
Investigating immune responses in patients with advanced... 150109 4/8/2016
Test A multi-center, randomized, prospective, open-label... 150145 41812016

The views accessed on the Dashboard can also be accessed at any point via drop down menus.
These drop down menus can be accessed on any screen, allowing you to access submissions
without returning to your dashboard.

Dashboard ~ Submissions - Studies -
Welcome, | This is your investigator dashboard. From here you can respond to action items,
manage approved studies, and create new study submissions.

Training expires in:
Draft
submissions
= View IRB Training
My studies | Studies listing me as KSP
B Approved Studies @ Q
Study Title IRB# PI Study Contact Study Expiration 12
ECOGGIEA2131- A Phase | and Rand ized, Double-Blinded. 150014 1212016
0 Evaluate the. 150080 41112016
150071 41112016
150068 41112016
40067 HOL Functian in Human Di: 150058 41112016
ulation 150087 41112016
150103 41212016
150110 4/512016
150113 4/512016
150109 4/812016
‘st A multi-center, r live, 150145 4/812016

Clicking on Dashboard will return you to your Investigator Dashboard.

Dashboard Submissions - Studies -~

Clicking Submissions will display a drop down menu. This menu holds items corresponding with
the buttons on the dashboard, as well as other study views.
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Dashboard Submissions ~ Studies -

Drafts

Requiring my signature .. . . . .
NG s ral This is your investigator dashboard. From here you can respond to action items,

Pre-review requests ) L.
ved studies, and create new study submissions.

CAL responses

Submissions In route
. . . Training expires in:
Submissions I've signed

Submissions

requinng my
signature

# \fiew IRB Training

Drafts corresponds with the purple Drafts button.

Submissions - Studies ~

Requiring my signature . . .
g =g ral This estigator dashboard. From here you can respond to action items,

Pre-review requests . L.
ved studies, and crea dy submissions.

CAL responses

Submissions In route

Training expires in:

Submissions I've signed

Submissions
requiring my
signature

= \fiew IRB Training

Requiring my signature corresponds with the blue Submissions requiring my signature button.

Dashboard Submissions ~ Studie:

Drafts

Requiring my signature

Pre-review requests

his is your investigator dashboard. From here you can respond to action items,

ved SWgglies, and create new study submissions.

CAL responses

Submissions In route

Training expires in:

Submissions I've signed

Submissions

requinng my
signature

# \fiew IRB Training
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Pre-review requests corresponds with the yellow Pre-review requests button.

Dashboard Submissions ~ Studies -

Drafts

Requiring rmy signature

Pre-review requests

CAL responses

ral This is your investigator dashboard. From here you can respond to action items,
ved studies, and create new study submissions.

Submissions In route
. . . Training expires in:
Submissions I've signed
Submissions
requinng my
signature

Drafts

Requiring my signature . . . . .
g =g ral This is your investigator dashboard. From here you can respond to action items,

Pre-review requests . L.
ved studies, and create new study submissions.

Submissions In route

. . . Training expires in:
Submissions I've signed -

Submissions

requiring my
signature

= fiew IRB Training

This dropdown also holds views for Submissions in route and Submissions I've signed. Clicking
Submissions in route will display a list of submissions pending signature from another person.

Dashboard Submissions ~ Studies ~

Drafts
Requiring my signature . . . . .
g s ral This is your investigator dashboard. From here you can respond to action items,

Pre-review requests ) L.
ved studies, and create new study submissions.

CAL responses

Submissions In route

- . - Training expires in:
Submissions I've signed

Submissions

requinng my
signature

= \Yiew IRB Training
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Clicking Submissions I've signed will display a list of all submissions signed by you.

Dashboard Submissions ~ Studies -

Drafts
Requiring my signature . . . . .
g s ral This is your investigator dashboard. From here you can respond to action items,

Pre-review requests ) L.
ved studies, and create new study submissions.

CAL responses

Submissions In route

Submissions I've signed

Training expires in:

Submissions
requinng my
signature

# \fiew IRB Training

Clicking Studies will display another drop down menu. This menu holds items corresponding with
the studies lists on the Dashboard, as well as Inactive studies.

Dashboard Submissions ~

Ity studies
Studies listing me as KSP

Welcor ctive <iudi ‘investigator dashboard. From here you can respond to action items,
nactive studies -
MANAG pprr e e vy =N CFe@te new study submissions.

Training expires in

Submissions Draft
requiring my submissions

signature

My Studies corresponds with the My Studies button.

Dashboard

Welcor . oy + investigator dashboard. From here you can respond to action items, + Create a new study
nac studies L.
ManNagde —dl -« —— —emweewy, <Nd create new study submissions.

Submissions

requinng my
signature

Studies listing me as KSP

b Approved Studies @ Q
Study Title IRB# PI Study Contact Study Expiration J&
150014 12112016
150080 412018
150071 016
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Studies listing me as KSP corresponds with the Studies listing me as KSP button

Dashboard Submissions ~

+ investigator dashboard. From here you can respond to action items, + Create a new study

tive studies L.
Manage — & -~ —ww—w, =Nd create new study submissions.

Draft
submissions
2 \iew IRB Training

My studies
b Approved Studies @ Qa
Study Title IRB# PI Study Contact Study Expiration J&
ECOGGIEA2131- APhase | and R: d, Double-Blinded. 150014 12112016
Tes - 140026 A Phase 1 e the 150080 4112016

4112016

Test Repository: 140916 IRMH Recruitment Repository 150071

Clicking Inactive will display a list of your inactive studies.

Dashboard

My studies
Studies listing me as KSP
+ investigator dashboard. From here you can respond to action items, + Create a new study

nd create new study submissions.

Submissions Draft
requiring my submissions
signature
2 \iew IRB Training

My studies | Studies listing me as KSP
b Approved Studies @ Qa
Study Title IRB# PI Study Contact Study Expiration J&
ECOGGIEA2131- APhase | and Randomized, Double-Blinded. 150014 12112016
Tes! : 140026 A Phase 1 to E e the.. 150080 412018
Test Repository: 140916 IRMH Recruitment Repository 150071 412016

IRB Training expiration can be easily viewed on the Investigator Dashboard using the gauge
displaying days until expiration.

Studies ~

Welcome, | This is your investigator dashboard. From here you can respond to action items, # Create a new study
manage approved studies, and create new study submissions.

Training expires in:

Submissions

requinng my
signature

submissions

Clicking on the link under the gauge titled View IRB Training will open the view of your training
status.

Version Date — 04/29/2015 13




Submissions ~ Studies ~

Welcome, | This is your investigator dashboard. From here you can respond to action items, # Create a new study
manage approved studies, and create new study submissions.

Training expires in:

This view displays your IRB Training status and expiration date.

Dashboard Submissions - Studies -

Home » Training Summary

# IRB Training Summary

Name: Training expires in:
IRB Training Status: REQUIREMENT IS MET

Expiration Date:  10/21/2022

View Latest IRB Training Certificates
View your five most recent IRB training certificates

New study submission are the only submissions created from the Investigator Dashboard.
Clicking the green Create a new study button will begin the process of creating that new study

submission.

Submissions - Studies ~

Welcome, I This is your investigator dashboard. From here you can respond to action items, + Create a new study
manage approved studies, and create new study submissions.
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Throughout the website and application, you will find small black circle icons with an ‘i’ inside.
These are information buttons. Hovering your mouse over these icons will display helpful
information about that item. For example, hovering over this icon next to the Approved Studies
heading displays information regarding the use of the Approved Studies view.

Ciick on the study fitie below to

access the study dashboard where
you can manage KSP, download

documents, or create an

2 amendment, continuting review,
My studie: adverse event, or report of non-
compliance.

B Apyjroved Studies ?}

Study Tit

ECOGGIEA2131- A Phase | and Randomized, Double-Blinded
Test Standard: 140026 A Phase 1 Study to Evaluate the

Test Repository: 140916 IRMH Recruitment Repository
Grant Review Test: 140279 Cardiac structure and function
Grant Review Test; 140067 HDL Function in Human Disease
Test Expedited: 140050 Retrospective Review of Coagulation
Test Study: A randomized study of the effect of chocolate

New Tools for Assessing Fracture Risk

IRB 130808The Establishment of the Genotype/Phenotype
Investigating immune responses in patients with advanced

Test A multi-center, randomized, prospective, open-label

IRB#

150014
150080
150071
150068
150058
150087
150103
150110
150113

PI

Training expires in:

= View IRB Training

Study Contact Study Expiration 2
112172016
4/1/2016
4/12016
4/1/2018
4/1/2018
4/1/2016
4/2/2016
4/5/2016
4/5/2016
4/8/2016
4/8/2016
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Submitting a New Study

Submitting a new study through the DISCOVR-E portal does not require any special training. The
following guide is a basic set of instructions and illustrations to help you in the submission
process. If you have not logged into the system yet, please follow the instructions provided
above.

Click on the “Create a New Study” button on the right side of the page to start the process.

Welcome, This is your investigator dashboard. From here you can respond to action items, + Create a new study
manage approved studies, and create new study submissions. N

Start Your New Study
Submission Here.

Draft

submissions

1 View IRB Training

Submissions
requiring my
signature

‘ My studies | Studies listing me as K3P

B Approved Studies @ [ |a

Study Title IRB# Pl Study Contact Study Expiration |2
4182016

After selecting the “Create a New Study” button, you will be prompted to begin your new study
submission in StarBRITE’s UBER Project Tracker. This feature provides a central location to view
the status of your study’s approval/regulatory requirements. To proceed in UBER, click the “Start
in UBER” button. To bypass this feature, click the “Continue New Submission” button.

Before you begin. .

We recommend starting your study using StarBRITE's UBER Project Tracker. UBER
provides a central location where you can view the status of your study's
approvallregqulatory requirements, including:

+ IRB

« Billing Plan
« Contracts
« Grants

+ VICTR

coninue new submission &L EINI[EE:!
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You will begin your new study submission by typing in a title for the study. Next, enter the
Principal Investigator (PI) for the study. You can search for the Investigator by first and/or last
name or even do a partial name search. Click the name of the Pl you want to use. If you are not
able to find the Investigator in the database, save your work and contact the IRB at 322-2918 for
assistance.

Indicate whether or not the Principal Investigator is a student. If the answer is “yes,” you will be
prompted to identify a Faculty Advisor. Selecting a Faculty Advisor follows the same process as
choosing a Principal Investigator.

If applicable, select a Study Contact by choosing the appropriate contact person from the
database. The process for indicating a study contact is the same as outlined previously for
selecting a Principal Investigator or Faculty Advisor.

All new study submissions require a department chair and/or a division chief signature. The
process for indicating this individual is the same as previously outlined. If you experience trouble
identifying the department chair and/or a division chief for your research, save your work and
contact the IRB at 322-2918 for assistance.

Dashboard Submissions ~ Studies ~

« Back to submissions

New Study

Study Title

A Principal Investigator

Is the Pl a student, resident, or fellow?

No Yes

A study Coordinator

A Department Chair

A Division Chief

Create New Study

Click on the “Create New Study” button at the bottom of the page to advance in the new study
creation process.
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Selecting Key Study Personnel
Under “My studies”, Click on the title of study you wish to add KSP.
NOTE: If a KSP’s requirement for annual VU IRB Human Subjects Training is not current, the

individual may not be added to the KSP listing at this time. Those individuals may access the CITI
Basic and Refresher Courses at https://www.citiprogram.org.

Dashboard ~ Submissions »  Studies ~ Hutchins, EfinL ~

Welcorne, Erinl This is your investigator dashboard. From here you can respond to action items, + Create a new study
manage approved studies , and create new study submissions.

Training expires in:

Submissions Submissions Draft

Tequiring my requiring a CAL
signature Tesponse

submissions

(‘ My studies )Stumeshstmg me as KSP

B Approved Studies @ Q
Click on the study Study Title IRB# Pl Study Contact Study Expiration 12
title to add/remove
- test - test - fest - fest - test - fest - fest - 030615 Hiller, David A. Hutching, Erin 10/11/2006

ic and CD4+ T Cell D

lation in Post-Transplant 150013 Hutchins, Erin 11212016

036 MEL 1460: Stand Up To Cancer Consortium 150148 Vigi, Karen Hutchins, Erin 482016

Test IRB# 130393 A Phase 2, Randomized, Double-Blind 150151 Hutchins, Erin Johnson, Tiara B. 482016

Highlighted studies are expiring in the next 8 weeks
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https://www.citiprogram.org/

Click on the KSP tab

Dashboard Submissions ~ Studies ~

Hutchins, Erin L ~

Home » Approved Studies » Study: "IRB test#150036 MEL 1460: Stand Up To Cancer Consortium..."

W IRB test#150036 MEL 1460: Stand Up To Cancer Consortium...

IRB # 150148
PI Vigil, Karen
Info Approved Documents Submissions © Create Submission
i IRB test#150036 MEL 1460: Stand Up To Cancer G i ics-Enabled icine for Mel:

Patients with BRAF Wild-Type (BRAFwt) Metastatic Melanoma

Prinicipal Investigator  Vigil, Karen
Status  Approved
Click on the KSP Committee  HS3
Study Coordinator  Erin Huichins
IRB Number 150148
Study Expiration Date  4/8/2016

NCT ID (Clinical Trials.gov registry number)

(G.E.M.M.): Using Molecularly-Guided Therapy for

345 days until study expires
(4/8/20186)

N ' I ‘ s
~ Days ?_

L=

The PI, Study Coordinator, and Faculty Advisor, if applicable, identified in the “Info” tab will be the

first to populate into the Key Study Personnel (KSP) tab.

Version Date — 04/29/2015
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Under the “Current KSP” tab, begin typing the name, email, or VUnetID in the “Add another”
search field. You will be required to enter credentials, pager number, role in project and whether
the KSP will be accessing Protected Health Information. These fields must be completed in order
to advance to the subsequent sections of the Application Wizard. Repeat this process until you
have identified all of the individuals that will help in the conduct of your research.

™ |IRB test#150036 MEL 1460: Stand Up To Cancer Consortium...
IRB # 150148
PI Vigil, Karen p—

whether the
member of

Select the
role in the
project:
Clinical,

Pager numbers will be
auto-filled if available. If
we cannot find one for a

Info Approved Documents Submissions © Create Submission
Please list your staffs

- highest degree level.
A CurrentKSP Vil History If someone does not
have a degree, you

KSP is
accessing

KSP who has a pager,

Hon-Clinical & Print
please provide the Sub-
may enter NIA. number in case of Investigator "
urgent issues Accessit
PHI Training
VUNetiD First Name Last Name Department Credentials @ Phone Pager @ Role in Project (HIPAA) Expire
VIGILKM Karen Vigil Human Research Protection | |MD 615-875-9905 Principal Investfator YES J+ | [21-Ock
2022
HUTCHIEL Erin Hutchins Human Research Protection | | MD 615-322-2918 Study Coordingtor YES | v | 06Oct
2022
@ [joHNsTET Tiara Johnson Human Research Protection | | MD 615-322-2918 Research - Clhical v| [YES | v | 03Feb-
2026
T [HUBBARTM Tyler Hubbard Human Research Protection MD 615-875-8716 Research - Cinical v YES T 31Oct-
2022
& [arRINGIG James Armrington Human Research Protection BA 615-875-8961 Research 1 n-Clinical v YES r  31-Mar
2022
%X [cYRC Clara |q/r Human Research Protection | T 615-875-9704 T [Select a Role] v| [Select v| | 21-Oct-
2022

<+ Add another:

=

Hit the Save KSPs
button to save your
changes

Hit the “Save KSP’s” button to save your changes.
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To remove a person from the list of KSP, click the “trash” icon next to the VUNetID of that
person’s name. The individual will be removed from your KSP listing.

™ |IRB test#150036 MEL 1460: Stand Up To Cancer Consortium...

IRB # 150148
Pl Vigil, Karen
. Click on the trash icon
Info KSP Approved Documents Submissions ‘O Create Submission of the KSP member you

wish to remove from the

‘.lCunentKSP W History. study. & Print
Accessing
PHI Training
VUNetiD Department Credentials @ Phone Pager @ Role in Project (HIPAA)?  Expire
| [Human Research Protect| MD | [p15-875-9005 | | [Principal Investigator | [YES v | 21-0ct-
202
[HUTCHIEL =™ | [Erin | [Hutchins | [Human Research Protect|  [MD | [15-322:2018 | | [study Coordinator | [YES _v] [06-Oct:
202
JOHNSTBT? [Tiara | [Johnson | [Human Research Protect] [MD | [p15-3222918 | | [Research - Ciimical __v| [YES _v] [ 03-Feb-
2026
T [HUBBARTM | [Tyter | [Hubbard | |Human Research Protest| D | [p15-8758716 | | [Research-Ciinical __v| [YES _v] [31:0ct
2022
T [ARRINGJG | [sames | [anington | [Human Research Protect [BA | [p15-875-8961 | | [Research - NonCinical *| [YES  v] | 3tMar
2022
@ [cvre | [ciara | Jovr | [Human Research Protect]  us | [p15-8759704 | | [Research-Ciinical | [YES  v] | 21-0ct-
202
+ Add another:
Start typing to search by name, email, or VUnetID
Click the “restore” icon to restore a person’s name. If you do not have any other KSP to
add/delete, please click the “Save KSPs” button and proceed to the next section.
'™ IRB test#150036 MEL 1460: Stand Up To Cancer Consortium...
IRB # 150148
L You have the option of
PIVigil, Karen clicking the Restore button
in the event you choose the
Info KSP Approved Documents Submissions ° Create Submission wrong member of KSP to
remove from the study.
‘LcuuemKSP W History & Print
Accessing
PHI Training
VUNetiD First Name Department Credentials @ Phone Pager @ Role in Project (HIPAR)?  Expire
VIGILKM Karen [Human Research Protect| [MD | [p15-875-9908 | [ | [Principal Investigator | [VES v ] [21-0et-
2022
| [Hutchins | [Human Research Protect|  [MD | [p15-322-2018 | [ | [study Coordinator | [¥Es _v] 06:0et
2022
T |HuBBARTM | [Tyler | [Hubbard | [Human Research Protect|  [MD | [s15-675-8718 ][ | [Research-Cinical _ v| [VES _v] 310t
2022
T [aRRINGIG | [sames | [Anington | [Human Research Protect| [BA | [p15-675-0961 ][ | [Research - Non-Ciinical v| [VES _v| | 3iMar
2022
T [cvre | [ciara | feyr | [Human Research Protect|  [Ms | [p15-675-0704 ][ | [Research - Ciinical _v| [VES _v]  210ct
2022

+ Add another:

‘5(5\\ typing

search by name. email. or VUne} Hit the Save KSPs
button to save <'>

your changes
I Save KsPs I h
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The history tab allows you to see the date KSP were added/removed. You can also see who
added/deleted KSP.

Dashboard Sub Studies ~

Home » Ap

Studies » Study: "IRB test#150036 MEL 1460: Stand Up To Cancer Consortium..."

'™ IRB test#150036 MEL 1460: Stand Up To Cancer Consortium...

The history tab allows you to see the date KSP were
IRB # 150148 added/removed. You can also see who added/deleted KSP.
Pl Vigil, Karen
nfo KSP Approved Documents Submissions © Cregie

L Current KSH

Date Added Date Removed VUNetlD First Name Last Name Added By Deleted By
0412272015 ARRINGJG James Arrington HUTCHIEL N/A
0412772015 CYRC Ciara Cyr HUTCHIEL N/A
0411072015 HUBBARTM Tyler Hubbard SYSTEM N/A
0411072015 HUTCHIEL Erin Hutchins SYSTEM N/A
0411072015 042712015 JOHNSTBT Tiara Johnson SYSTEM HUTCHIEL
0412272015 04/22/2015 PFLUMAE Amy Pflum HUTCHIEL HUTCHIEL
0412272015 04/22/2015 TURNERCS Chasiety Tumer HUTCHIEL HUTCHIEL
0411072015 VIGILKM Karen Vigil SYSTEM N/A
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Adding a Funding Source

Indicate whether the study is funded by external support, VICTR funding support/use of VICTR
facilities, internal funds or not funded.

Main KSP ( Funding },l Application Document Uploads Submit Reviews

Funding Questions

Indicate whether the study inveolves (check all that apply):

4

External Support of any kind (funding, drug, supplies, equipment or personnel) from Government, Foundation or Industry

VICTR funding support or use of VICTR facilities

O O

Internal funds
MNo funds

O

Flease specify this study's funding sources. JERLEERZT N LGRS
Next, specify the study’s funding source by clicking the “Add Funding Source” button.

Add Funding Scurce

Funding Type

Department Funds
Denor/Gift

Federal
Foundation
Industry

Personal Funds.
VICTR

Funder
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Add Funding Source

o By B peiiene Ty Mo "l M, O |

Funding Type [DepanmsmFunds

Funder Vanderbilt

AN

Reviews

Main KSF‘Apphcaﬂun Document Uploads Submit
Funding Questions
Indicate whether the study involves (check all that apply):
@ External Support of any kind {funding, drug, supplies, equipment or personnel) from

[J VICTR funding support or use of VICTR faciliies
[ Internal funds
[ No funds

Please specify this study's funding sources. [EX R o )

Is there a grant application or proposal required for the external support?

© Yes © No

Will the external support require the signing of a written letter/MOU/agreement/contract?

© Yes O No

Does the study involve the use of Vanderhbilt hospital facilities or assays related to human sam

© Yes @ No

Does this study have an associated billing plan?
© Yes O No

4 Back = Save and Continue

Funding Sources

mment, Foundation or Industry

DEPARTMENT FUNDS | »# |

Vanderbilt

Version Date — 04/29/2015

Cancel

Add the funder
for your research
and select
“Accept”.

Funding Sources

$ Add Funding Source

DEPARTMENT FUNDS | # | i

Vanderbilt

Your funding source will be found under
“Funding Sources”.

You may click the “pencil” icon to edit your
funding source or the “trashcan” icon to
delete it.

$ Add Funding Source
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Once all funding-related questions have been completed and you are ready to proceed with the
creation of your new study submission, click the “Save and Continue” button at the bottom of the

form.

Main KSP Application Document Uploads Submit Reviews

Funding Questions
Indicate whether the study invelves (check all that apply):

¥ External Support of any kind (funding, drug, supplies, equipment or personnel) from Government, Foundation or Industry
VICTR funding support or use of VICTR facilities
Internal funds
No funds

Please specify this study's funding sources.

Is there a grant application or proposal required for the external support?

Yes No

Will the external support require the signing of a written letter/MOU/agreement/contract?

Yes No

Does the study involve the use of Vanderhbilt hospital facilities or assays related to human samples/tissue?

Yes ® No

Does this study have an associated billing plan?

Yes No

4= Back = Save and Continue

Version Date — 04/29/2015

Funding Sources

DEPARTMENT FUNDS | # | i

Vanderbilt
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Completing Your “Wizard” Application

You will begin your “Wizard” application by answering the questions found in each application tab.
Your response(s) will prompt additional selections to populate regarding your submission. As you
work through your submission, you will notice a progress bar building across the top of the page.

You can click any of application headings on the left side of your screen to go back and view or
edit your submission.

New Study Title

Main KSP Funding Application Document Uploads Submit Reviews
& Download Application

% Application Submission Summary Application s saved and °°"“"Et
Performance Site Progress:

Information
« complete

Study Purpose
and Description
« complete

Research,
Activities,
Procedures, and
Schedule of
Events for Study
Participants

« complete

Data and Safety
« complete

® Data and Safety

Subject
Population(s)
+ complete

@© Subiject Population(s)

Once all of the tabs appropriate for your research are complete, you have finished your “Wizard”
application. Incomplete submissions can be saved and returned to later. These submissions can
be accessed via the drafts submission button on your Investigator Dashboard. Note: The
submission portal will not allow an incomplete submission to be submitted or routed for signature.

You may choose to download an electronic version of the IRB Application by clicking the
“Download Application” button as shown in the example above.

To proceed to the next section of the submission process, click the “Continue” button.
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Document Uploads

The Documents Uploads section is where you will attach/upload additional study documents such
as consent forms, protocols, questionnaires, and any other study related documents or materials.
Uploading documents is easy! You may upload/attach documents from locations saved on your
computer by dragging and dropping the item(s) into the proper field or by browsing your computer
for the appropriate file and attaching the document the standard way. To utilize the drag and drop
feature, click the “Drag and Drop” button to activate it. Next, select the document you wish to
upload and drag it to the proper field and release the document. Multiple uploads may be dragged
and dropped at a time if they will be uploaded to the same field. Otherwise, attachments must be
uploaded one at a time. As you load additional items, a list will build showing what has been
attached to your submission.

Home » Draft Submissions » Submission: "New Study Title"

New Study Title
Main KSP Funding Application Submit Reviews
Attach Study Files Drag and Drop | Standard
#» Protocol /™ IRB Application #» Continuing Review Application
/¥ Consent-Assent Document # Grant #» |nvestigators Brochure
#» Advertisement #» Recruitment #» Study Measures
#™ Study Materials I Other

To upload/attach a document the standard way, click the “Standard” button to activate it. Click the
“Choose File” button under the “Attachment” section to search your computer for the item you
would like to attach. Select the item and then click the “Open” button. The item you selected will
be automatically attached to your submission for review. Next, indicate the type of study
document by clicking the one of the choice from the dropdown menu. Once the type of study has
been selected, click “Upload” to attach the document to your submission. Attachments should be
uploaded one at a time. If you have a group of consent forms, you may zip them and attach the
zip file as one attachment. However, we ask that you do _not provide a zip file for all of your
study documents.
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Main KsP Funding Application Document Uploads Submit Reviews

Attach Study Files

Attachment

Choose File | No file chosen

Type of study document

Drag and Drop

Standard

‘ [Select Document Type]

Select Document Type]

Protocol

IRB Application
Continuing Review Application
Consent-Assent Document
S Grant
Investigators Brochure
Advertisement
Recruitment
Study Measures
Study Materials
Other

If you would like to delete an attachment, click the box next to item you wish to remove then click

the “Delete Selected Files” button.

Submission Documents

L File Name Type

( ICD.pdf Consent-Assent Document
Pl« IND Letter pdf Other

( PRO . pdf Protocol

( Survey pdf Study Measures

( Patient Card.pdf Study Materials

—

4 Download all | ~

‘ Delete selected files ’

4= Back

To continue with submission process, click the “Continue” button.

Version Date — 04/29/2015

Created On

4/16/2015

4/16/2015

4/16/2015

4/16/2015

4/16/2015

Created By
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File Size
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Your submission is now ready to be submitted. Click the “Submit” button to route your submission
for the appropriate signatures.

Home » Draft Submissions » Submission: "New Study Title"

New Study Title

Main KSP Funding Application Document Uploads Reviews

Your submission is ready to be submitted.

Click the submit button to start the signature process. Once all required parties have signed off on the
submission, it will be sent to the IRB for review.

50

Debug info

As other signatures are obtained, the submission is automatically routed through the submission
portal and ultimately ends its journey at the IRB. Once it arrives at the IRB, the submission will
be assigned an IRB number and routed to one of the teams for review.
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How to Retract a Submission

You may choose to retract a submission if you wish to make additional edits, or if you wish to
delete the submission all together. Please note, you can only retract submissions that have not
been formally submitted to the IRB.

Only once a submission has been routed for additional signatures, such as those from a
department chair and/or a division chief signature, shall it be retracted. To retract the submission
after it has been signed off on by the PI, select the “Submissions” dropdown menu at the top of
the screen and click the “Submissions in Route” button.

Dashboard | Submissions ~|  Studies ~
Drafts
Requiring my signature

Pre-res

CAL responses

Submissions In route

Submi

ns I've Signed

view requests

I've £

ssions I've signed

Submission signature successful

42112015
4116/2015

41512015
4/912015
41812015
4/312015
4/612015

Select the “Submissions” dropdown
menu at the top of the screen and click
the “Submissions in Route” button.

NEW STUDY
CONTINUING REVIEW

NEW STUDY
NEW STUDY
NEW STUDY
NEW STUDY

NONCOMPLIANCE WITH THE

PROTOCOL

P Status

PENDING DEPT CHAIR
SIGNATURE

* SUBMITTED
SUBMITTED

SUBMITTED
SUBMITTED
SUBMITTED
© SUBMITTED
SUBMITTED

Locate the submission you wish to retract by selecting the study title of that submission.

Dashboard

Submissions -

Studies -

Home » Submissions In Route

My submissions | Submissions for studies lising me as KSP

& Submissions In Route

Study Title IRB# Last Updated 7

412812015

Ney Stydy Title

¥
]

Locate the submission

you wish to retract by

selecting the study title
of that submission.
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Type
NEW STUDY

Pi

Status
PENDING DEPT CHAIR SIGNATURE

discovere @vanderbilt ed
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Click the “Retract Submission” button and then select “OK” on the confirmation prompt to
continue with the submission retraction process.

- = {
i The page at https://irbtest mc.vanderbilt.edu says: il i

Home » Submissions In Route » Submission: "New Study Title™ 2 oK Cancel

New Study Title
Main KSP Funding Application Document Uploads Signature Reviews
D

Study Title  New Study Title
Status  PENDING DEPT CHAIR SIGNATURE
Principal Investigator
Study Coordinator
Department Chair
Division Chief
Student PI?  No

4 )]
@ Signature History

Principal Investigator ~ Signed by *on 4/29/2015 at 8:33am
Department Chair*  nof yet signed

Your submission should now be located in your “Drafts Submissions” view within your
Investigator’s Dashboard.

Dashboard ~ Submissions ~  Studies -

"New Study Title" has been retracted and sent back to draft status

Home » Draft Submissions

* Create a new study submission
#' Draft Submissions Q
Study Title IRB#  LastUpdated)f  Type Pl Status
New Study Title 42012015 NEW STUDY ] DRAFT
4282015 NEW STUDY
; 4232015 CONTINUING REVIEW
Your submission should now be located -
within the "Draft Submissions" region. 4222015 AMENDMENT
4212015 AMENDMENT
4132015 AMENDMENT
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If you need to revise any information within your submission, navigate to the appropriate tab of
your submission and update where necessary.

Dashboard ~ Submissions -  Studies ~

Home » Draft Submissions » Submission: "New Study Title"

New Study Title
Main | KSP  Funding = Application  Document Uploads ~ Submit | Reviews
Study Title
New Study Title
A Principal Investigator
NaVigate thrOugh your Is the Pl a student, resident, or fellow?
q @ N Ye
study tabs to edit any oo
information within your 2 Study Coordinator
submission.

4 Department Chair

2 Division Chief If you want to
delete the
submission,
m - simply click the
"Delete" button.
il Delete

If you would like to delete your submission, simply click the “Delete” button.
After making your edits, select the “Save and Continue” button to save your changes and to

advance you back to the “Submit” tab. Click the “Submit” button to re-route your submission for
the appropriate signatures.

Home » Draft Submissions » Submission: "New Study Title”

New Study Title
Main KSP Funding Application Document Upl-:acs( Submit >Re\‘\e.n's.
After making your Your submission is ready to be submitted.
edits and saving your . ) ; . . ;
work, advance to the Click the submit button to start the signature process. Once all required parties have signed off on the
"Submit" tab and submission, it will be sent to the IRB for review.
submit your
submission to re-route @
for appropriate > g
signatures.

Debug info

Vanderbilt University Inst
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How to Respond to a Pre-review

The Principal Investigator and Study Contact will receive an email when a pre-review request has
been received. The link in this email will lead to the submission. These submissions can also be
accessed on the dashboard. The pre-review requests button will contain a counter listing the
number of items with pre-review requested changes.

Submissions
requiring my
signature

The pre-review requests are sorted by two categories: My Submissions (studies in which you are
the Pl or Study Contact) and Submission for studies listing me as KSP.

Dashboard Submi

Home » Submissions in Pre-review

ubmissions for studies listing me as KSP

+* Submissions in Pre-review Q
the stud\l Study Title IRB# Last Updated I Type Pl Status
C“ck o“espond ‘0 Umbrella Test IRB# 141738 Autonomic: Angiotensin-(1-7 150093  4/1/2015 NEW STUDY Kristin Straznicky REQUESTING PRE-REVIEW CHANGES
fitle to 1 :
the pre-reVieY _
- < Al of your submissions that are currently in pre-review will appear

on this page. This view can be sorted by study title, IRB#, date,
type, and Principal Investigator.

Select the study title for the submission you wish to respond to. The pre-review tab in the study
submission will list general issues and comments. A summary of changes requested to the IRB
application will also appear.
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Test Expedited new study

Main KSP Funding Application Document Uploads Pre-review Reviews

B Test Expedited new study:

Submission Type NEW STUDY
Status REQUESTING PRE-REVIEW CHANGES

D STRAZARIII000/51206% This item shows general comments
and changes requested to attached
Please address the following items: documents.
General issues and comments Last update: 3/30/2015 2:57pm y

=

Ap iew has been on this ission. Please respond to the requested changes. Please keep in mind these are pre-review recommendations and you are
free to disagree with any suggested change. If you do not wish to make a suggested revision, please consider providing a rationale for review by the
committee/subcommittee.

Please submit an Assent Form for chidren 7-12.

Issues and comments on your application

Subject Population(s)
This item gives a « If individuals under the age of 18 will be enrolled on this study, please select Children/minors.
summary of
changes

Recruitment

« Please confirm if flyers will be used for recruitment.

requested to the
IRB electronic
application.

Pre-Review History

Status Changed By Changed On Emailed On Comments
REQUESTING PRE-REVIEW CHANGES Straznicky, Kristin Leigh 3/30/2015 2:57pm 3/30/2015 2:57pm A pre-review has been conducted.

Select the application tab to respond to pre-review suggestions. All sections of the application
with suggested changes will be highlighted. Select each section to view the specific items with
change

requests.

Home  Submissions in Pre-review - Submission: "Test Expedited new study

Test Expedited new study:

Main  KSP  Funding  Applicaton  Document Uploads  Preeview  Reviews

Study Type and Pre-Review Comments &

Performance Site
Information Subject Population(s)
+ complete
+ Check all that apply (*Complete the apy
Study Purpose o If individuals under the age of 18 will be enrolled on this study, please select Children/minors. 2015.03-20 14.53.53 (STRAZNKL)

and Description Recruitment
 complete

« Please identify ALL applicable recruitment methods
Research o Please confirm if flyers will be used for recruitment. 201503-30 14:88:17 (STRAZNKL)
Activities,
Procedures, and
Schedule of
Events for Study
Participants
 complete

Data and Safety
 compiete

Subject
Population(s)
+ complete

W comments

Recruitment
 complete
W comments

Radiation

Procedures and

ot D
The pre-review comment will appear below the item. To revise an answer to align with the
request, simply select the appropriate response or revise the text in the dialogue box as
necessary. As all pre-review comments are suggestions, please add a comment providing a
rationale for any requested changes not made.
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Please identify ALL applicable recruitment
methods:
ot

Changes made to
the application will

be recorded in the
change history.

NIA
< Fyers
Internet
Letter
Departmental Research Boards,
Mass E-mail Soiictation
Newspaper
Posters
ResearchMatch (IRB 090207)
Radio
Telephone
Television
Social Media
Other
H Change History (1)

. Comments (1)

Requested changes
will be included in

the comments box
for the specific item.

Please confirm if flyers will be used for recruitment

o
2015-03-30 14:56:17 (straznk)

& Add comment.

Add a comment for any changes
requested but not made.

If revisions are necessary to study documents, attach any documents with pre-review requested
changes in the document uploads tab. Please ensure that all changes are tracked. Documents
can be uploaded by dragging and dropping the document into the corresponding box, or using the
standard upload method to find the document on your computer.

Main  KSP  Funding  Application = Document Uploads = Pre-review  Reviews
Attach Study Files
#» Protocol
#» Consent-Assent Document
Attach any documents
with requested changes. > Advertisement
Track changes to all
documents.
#» Study Materials
Submission Documents
File Name Type

Assent-Form.doc

PRO.docx

Protocol

Delete selected files # Download all = ~

Once all pre-review suggestions have been responded to, return to the pre-review tab. Review
the requested changes and ensure that all necessary information has been included. Select the
green button at the bottom of the tab to submit the pre-review response.
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#™ IRB Application

#® Grant

#® Recruitment

#» Other

Consent-Assent Document

Created On
3/30R2015

3/302015

Drag and Drop | Standard
#® Continuing Review Application
#® Investigators Brochure
#» Study Measures
Created By File Size
STRAZNKL 36 KB
STRAZNKL 920 KB
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Main KSP Funding Application Document Uploads Pre-review Reviews

B Test Expedited new study:

lype NEW STUDY
tus REQUESTING PRE-REVIEW CHANGES
ID STRAZNKL03302015124639

=ss the following items:
nd comments Last update: 3/30/2015 2:57pm

Apr iew has been on this ission. Please respond to the requested changes. Please keep in mind these are pre-review recommendations and you are
free to disagree with any suggested change. If you do not wish to make a suggested revision, please consider providing a rationale for review by the
committee/subcommittee.

Please submit an Assent Form for chidren 7-12

Issues and comments on your application

Subject Population(s)

« If individuals under the age of 18 will be enrolled on this study, please select Children/minors.

Recruitment

« Please confirm if flyers will be used for recruitment.

Pre-Review History

Status Changed By Changed On Emailed On Comments
REQUESTING PRE-REVIEW CHANGES Straznicky, Kristin Leigh 3/30/2015 2:57pm 3/30/2015 2:57pm A pre-review has been conducted.

© Re-submit to Analyst

A dialogue box will appear giving you an opportunity to include comments to the analyst.
Including comments is optional. To complete the pre-review response, select the blue button to
re-submit to the analyst.

Pre-Review Comments After checking that

Enter Comments Below all
Comments are optional ChangeS/COI?Iments

o have been

addressed, insert

any comments you
would like to

include and then re-

o e

Analyst

The pre-review response is now submitted. The submission will be processed and moved forward
for review by the IRB.
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Submitting an Amendment to an Approved Study

All amendments will be submitted using the same submission process. The administrative
amendment and standard amendment forms will no longer be utilized. Changes to key study
personnel no longer require the submission of an amendment.

To initiate an amendment submission, select from the study in your dashboard and select the
study that requires an amendment.

Dashboard ~ Submissions ~ Studies ~

Welcome, Kristin! This is your investigator dashboard. From here you can respond to action items,
manage approved studies , and create new study submissions.

My studies | Studies listing me as KSP

B Approved Studies @ Q
Study Title IRB# Pl Study Contact Study Expiration J&

A Phase 1b, Open Label, Dose Finding Study to Evaluate 150007 Straznicky, Kristin 1212016
Preliminary Assessment 150035 Straznicky, Kristin 3112016

Study hylaxis 150055 Straznicky, Kristin 3/30/2016

alized neck pain also have undiagnosed. 150077 Straznicky, Kristin 31312016

This will open the study page. Using the Create Submission tab on the study page, select to
create a new amendment submission.

IRB # 150007
Pl Straznicky, Kristin

Info KSP Approved Documents Submissions Revief: © Create Submission

Create a new submission for this study:

% Amendment
Non-compliance with Protocol
Adverse Event
Continuing Review
Begin by completing the main page of the amendment. Save your changes at the bottom of the

page before moving forward. Changes that are not saved before moving to a new tab may be
lost.
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2

( Main | Amendment = Funding | Application | DocumentUploads = Submit  Reviews
( |

\ P
ﬁiel description

endment Number

@A’“B"dme‘“ Date Before changing the PI, study
2015 v| Apr Y| 15 v coordinator, or faculty
advisor, use the link to add
the individual as key study
personnel.

To select a new Principal Investigator. Study Coordinator, or Faculty Advisor, the person must already be listed as a KSP on this study.
Edit KSP for this study

Change Principal Investigator from Straznicky, Kristin to

— Select from current key study personnel — v

Change Study Coordinator from to

— Select from current key study personnel v

Change Faculty Advisor

— Select from current key study personnel — v

il Delete
This tab is also used to change the Principal Investigator, Study Coordinator, or Faculty Advisor.

This change must be made as an amendment after the individuals are added as Key Study
Personnel.

Completing the Amendment Tab

Check the boxes for each document being revised or change being made as a part of this
amendment. Additional questions will appear based on these selections. Please answer each
item and save to continue the submission.

Main [ Amendment Funding Application Document Upload: Submit

Amendment Information

Please indicate what is being changed with this Study Tite/Grant Taie
Indicate what items are ""'"f"'"’"" Increase in total subject numbers/accrual
being changed as a part s Investigator's Brochure (IB) with NO change i safety data of the currently approved consent document(s)
£ i Data and Safety Monitoring Report
of this amendment Investigator's Brochure (1) WITH changes in safety
Additional questions will Consent Form changes
g y Protocol changes
appear based on this s e ki
selection. Respond to Submission of new documents
all questions and save oo
to continue the
submission Does this amendment involve ionizing radiation? Yes
- - e No
e NA
Does this amendment change the billing plan? Yes
" B No
A /

Save |

Making Changes to the IRB Application

In the IRB application wizard, review each tab and make changes as necessary. The changes
made will be tracked under each item.

Since the application builds based on the information input, some new questions may appear as
you make revisions. Include answers to each new question that appears and save your changes
before moving on to the next section of the application.
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Main  Amendment  Funding  Application = Document Uploads | Submit Reviews

Research, Activities, Procedures, and Schedule of Events for Study Participants.

A Summary
Please check all that apply to your study and i i
Study Type and describe each below. DRI e
Randomization
Performance Site st provide vake 3
. # Binding
Information

Surveys. Interviews, Questionnaires
# Document and Artifact Collection
Study Purpose
and Desciption

Deception, Withhokiing or Postponing Medications/Treatments, or Imposing other Restrictions
Audic/Video Recording

Sham Procedure

Specimen Collection andior Storage

Please complete the questions below and describe each research activity andlor procedure shown.

Data and Safety

DATA COLLECTION, STORAGE OF

Revise selections and text as necessary for
amendment. The system will track the
changes to the application as you move
through the application

The de-identfied data wil be stored and saved on a server housed on an approved Vanderbit Data Center wihin the Nephrology lab shares secure server in a password protected excel file. The server is user

Subject DATA/SPECIMENS, AND/OR ISSUES OF and password protected. The key 1o the patient identifying information vill be stored in a separate password protected excel fie saved on a server housed in an approved Vanderbit Data Center within the
i
Population(s) CONFIDENTIALITY - Nephrology lab shares secure server  No patient information vl be stored on a personal computer.  Dr. Kensinger vill have access to the mformation.
8 Describe the procedures that will be utilized to
protect the privacy of the research participant.
Recruitment Include who will have access to the research

information (for example, video/audio recordings,

Attaching new or revised Documents

Please track changes to all currently approved study documents that are affected by the
amendment. This will aid the review process. In the Document Uploads tab, upload any new or
revised study documents by dragging and dropping each document into the corresponding
category. The Other category is available for any documents that do not fit a specific category.
Alternatively, you can change the upload method to a standard selection method in the right

corner of this tab.

Amendment (3/31/2015) - DRAFT

Submission 1D: STRAZNKL03312015133028

Mair Amendment Funding Application Document Uploads Submit Reviews

Attach Study Files Drag and Drop | Standard \
.\\\
N %
#» Protocol #> IRB Application #» Continuing Review Application \\ N
\\
Drag and Drop 5 P o i o . : N\
rewsed. 7 Consent-Assent Document # Grant 7 investigators Brochure The upload
documents into method can be
file type # Advertisement # Recnitment # Study Messures changed to the
standard format.
# Study Materials 2 Other ’

Submission Documents
Created On Created By

STRAZNKL

File Name Type

Revised ICD.docx Consent-Assent Document 3312015

File Size
11KB

Delete selected files # Download all | ~

Select continue after all affected documents have been

attached.

The Submit tab will notify you if any items are incomplete. This is a good time to review each
section of the submission and ensure that all necessary changes have been made. When you are
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ready to move forward, select the submit button.

Amendment (4/15/2015) - DRAFT

Submission ID: STRAZNKL04152015143003

Main | Amendment = Funding  Application = Document Uploads | Submit = Reviews

Your submission is ready to be submitted.

Click the submit button to start the signature process. Once all required parties have signed off on the
submission, it will be sent to the IRB for review.

Debug info

The amendment submission is now ready for the Principal Investigator’s signature. If you are the
Principal Investigator, a page will appear listing the responsibilities of the PI. Please review these
responsibilities. At the bottom of the page, sign the document by inputting your Vanderbilt
password.

If the submission is being made by key study personnel, the amendment will route for the PI's
signature. The PI will receive an email notifying him or her that a submission is pending signature.
The link in this email can be used to access the submission and signatory page. This submission
can also be accessed for signature under the Submissions Awaiting my Signature item on the
dashboard.

Principal Investigator's Assurance Statement
I centify that the information provided in this application is complete and accurate.

| understand that as Principal Investigator. | have ultimate responsibility for the conduct of the study. the ethical performance of the project, the protection of the rights
and welfare of human participants, and strict adherence to the study protocol and any stipulations imposed by the Vanderbilt University Institutional Review Board

I understand that, should | use the project described in this application as a basis for a proposal for funding (sither intramural or extramural), it is my responsibiiity to
ensure that the human participants' involvement as described in the funding proposal(s), is consistent in principle, to that contained in this application. | will submit
modifications and/or changes to the IRB as necessary, in the form of an amendment. to ensure these are consistent

1 agree to comply with all VU policies and procedures. as well as with all applicable federal, state, and local laws regarding the protection of human participants in
research. including, but not limited to.

« Ensuring all investigators and key study personnel have completed the VU human subjects training program:
Ensuring the project s conducted by qualified personnel following the approved IRB application and study protocol

Implementing no changes in the approved IRB application. study protocol, or informed consent document without prior IRB approval in accordance with VU IRB
policy (except in an emergency, if necessary to safeguard the well-being of a human participant, and will report to the IRB within 5 days of such change)

« Obtaining the legally effective informed consent from human parti or their legally using only the currently approved date-
stamped informed consent documents. and providing a copy to the participant. if applicable

Promptly report to the IRB, Data Safety and Monitoring Boards, sponsors and appropriate federal agencies any adverse experiences and all unanticipated
problems involving risks to human subjects or others that occur in the course of the research in accordance with Vanderbilt University IRB Policies and
Procedures.

If unavailable to conduct this research personally. as when on sabbatical leave or vacation, | will arange for another i gator to assume direct

for the study. Either this person is named as another investigator in this application, or | will notify the IRB of such arangements:

Promptly providing the IRB with any information requested relative to the project

Promptly and completely complying with an IRB decision to suspend or withdraw approval for the project

Obtaining Continuing Review approval prior to the date the approval for the study expires. | understand if | fail to apply for continuing review, approval for the
study will automatically expire, and all study activity must cease until IRB approval is granted

Maintain accurate and complete research records, including, but not limited to, all informed consent documents for 3 years from the date of study completion.
Maintain any authorization documents to use or disclose PHI for 6 years from the date authorization is obtained; and

Fully informing the VU IRB of all locations in which human participants will be recruited for this project and being responsible for obtaining and maintaining
current IRB approvals/letters of cooperation when applicable

Sign Here

Please enter your e-password in order to ically sign this on. The system will process this submission upon signing

The amendment submission will now be routed for signature to the Faculty Advisor if applicable
for your study. Each of these individuals will have an alert on his or her dashboard to notify that a
submission is pending signature, in addition to receiving an email notification. This item can be
used to access the submission, review the amendment, and sign at the bottom of the page.
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I I New Tools for Assessing Fracture Risk

|
Submission Type ~ NEW STUDY
Status  PENDING FAC ADVISOR SIGNATURE
ID TURNERC903312015135019

PIName Chasiety Tumer

PI VUNetD  TURNERCO

Review Type  Standard
Study Type  Health Science

Faculty Advisor's Assurance Statement

By my signature as sponsor on this research application, | certfy that the student or guest is about the regulations and policies governing
research with human participants and has sufficient training and experience to conduct this particular study in accordance with the approved protocol. In addition,

« | agree to meet with the student investigator on a regular basis to monitor study progress:

Should problems arise during the course of the study, | agree to be available, personally, to supenvise the student investigator in solving them

1 will ensure that all investigators and key study personnel have completed the VU human subjects training program:

1 will ensure that the project is performed only by qualified personnel according to the approved IRB application

1 will ensure that the student investigator does not implement any changes to the approved IRB application or informed consent document without prior IRB
approval in accordance with VU IRB policy (except in an emergency, if necessary to safeguard the well-being of human participants, and will report to the IRB
within 5 days of such change)

« 1 will ensure that the student investigator only obtains legally effective informed consent from human participants or their legally only
the currently approved date stamped informed consent documents for human participants are used; and a copy of the informed consent is provided to the
participant

I will ensure that the study investigator promptly reports any unanticipated problems involving risks to participants or others, or any serious adverse events
(whether anticipated of not) to the IRB in accordance with Vanderbilt University IRB Policies and Procedures.

1 will assume the ibility for the accurate ion, investigation and follow-up of all possible study-related adverse events and unanticipated
problems involving risks to participants

« If | will be unavailable to supenvise this research personally, as when on sabbatical leave or vacation. | will arrange for an altemate Faculty Advisor to assume
direct responsibility in my absence and | will advise the IRB by letter in advance of such arrangements;

1 will ensure that the student investigator promptly provides the IRB with any information requested relative to the project

1 will ensure that the student investigator promptly and completely complies with an IR Decision to suspend or withdraw approval for the project; and

1 will ensure that the student investigator obtains continuing review approval prior to the date approval for the study expires. Further, | understand that If the
student investigator fails to apply for continuing review, approval for the study will automatically expire and | must ensure that all study activity ceases until IRB
approval is obtained

Sign Here

Please enter your e-p d in order to ically sign this ion. The system will process this submission upon signing

EE— -

Retracting the Amendment Prior to Submission

If any signatories (PI, advisor, chair, or chief) would like to make changes before the submission
is sent to the IRB for review, the amendment can be placed in draft mode by retracting it on the
main page of the amendment. After any changes are made, the amendment can be submitted by
signing at the bottom of the signatory

page.

Home . Submissions Pending My Signature . Submis % igating immune in patients with advanced...”

Investigating immune responses in patients with advanced...

Main  KSP  Funding  Application  Document Uploads  Signature  Reviews

Study Details

ID  TURNERC903312015112747
Study Title  Investigating immune responses in patients with advanced melanoma treated with immune-based therapy
Status  PENDING DEPT CHAIR SIGNATURE
Principal Investigator TURNERCS
Study Coordinator  VIGILKM
Department Chair  STRAZNKL
Division Chief
Student PI?  Yes
Student Type  Emphasis
Faculty Advisor CYRC

@ Signature History

Principal Investigator  Signed by Turner, Chasiety on 3/31/2015 at 1:43pm
Faculty Advisor  Signed by Cyr, Ciara on 3/31/2015 at 406pm
Department Chair®  rof yet sgned

The Amendment is now submitted. You can track the progress of the amendment by accessing
your submissions on your main Wizard page. You will receive a notification if a pre-review is
necessary. Please see the Respond to a Pre-Review section of the manual for assistance in
making your response.
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Submitting a Continuing Review

Submit a continuing review for continuing studies or to close a study with the IRB. To start a
continuing review submission, access your approved studies and select the appropriate study.
Note that any studies with approval expiring in the next 8 weeks will be highlighted red.

Dashboard ~ Submissions ~ Studies ~

Welcome, Kristin! This is your investigator dashboard. From here you can respond to action items,
manage approved studies , and create new study submissions.

My studies | Studies listing me as KSP

B Approved Studies @ Q
Study Title IRB# Pl Study Contact Study Expiration J

150007 Straznicky, Kristin 1212016

150035 Straznicky, Kristin 31112016
150055 Straznicky, Kristin 3/30/2016
150077 Straznicky, Kristin 3/31/2016

Dashboard Submissions ~ Studies - Straznicky, Kristin Leigh ~

IRB # 150100

Pl Straznicky, Kristin

o  KSP  Approved Documents  Submissions

Create a new submission for this study:

Amendment
Non-compliance with Protocol
Adverse Event

Continuing Review

Select the Continuing Review tab to complete the Continuing Review wizard application. In the
first item, select the study type. The corresponding continuing review application will begin to
build based on this item.
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Main Continuing Review Document Uploads Submit Reviews

Continuing Review Information

Please indicate the status of the research as it is currently.

Status of the Research

Please indicate the type of continuing revi

Select the study type. The
continuing review Wizard

lew: Standard or Expedited Study

Data or Specimen Repostory
Grant or Umbrela Review

application will build questions
based on your response.

Conflict of Interest Disclosure

Is there a potential conflict of interest for the

Principal Investigator or ke nel?
«The PI
arrangement has been entered into where
of the ownership interests will be affected

person

is responsible for assuring that no

Yes

the value
by the

outcome of the research and no amrangement has

been entered into where the amount of

compensation will be affected by the outcome of

the research.
« Asses:

sment should include anyone listed as

Principal Investigator, or other research personnel
on page 1 of this spplcation. Plosse nots that

ownership
ownership of o naniduar avestigator, hish
spouse, domestic partner and depend
children). Do not consider the combined
ownership of all investigators.

apply to the 20gregate

Save

The continuing review application for standard/expedited studies and repositories will ask for the

current status of the research. Additiona

| questions will appear based on this information. Provide

an answer to each question and save your answers. Incomplete submissions can be saved and
returned to later. These submissions can be accessed via the drafts submission button on your

dashboard. The system will not allow an
signature.

Please indicate the status of the research as it is currently.

incomplete submission to be submitted or routed for

Status of the Research

Please indicate the type of continuing review:

Please indicate the status of the study:

‘® Standard or Expedited Study

Data or Specimen Repository
Grant or Umbrella Review
reset

No participants have been enrolled to date.

e and/or of new or review of continue.
Study is no longer enrolling but still receive h-related interventions (e.g., still receiving treatment, obtaining blood
draws, efc.).
Study is no longer enrolling and have ch-related interventions. The study remains active only for long term
follow-up.
Study enroliment is all research-related interventions, and long term follow-up has

closed, have
been completed. The remaining research activities are limited only to data analysis that may require contact with records or
specimens.
Close the study. Enroliment and follow-up are complete and no further contact with participants, records, or specimens is anticipated.
Data queries are complete.
reset

= =
Answers to subsequent questions will
build the application so that only the
necessary questions for your study
type and enrollment status will
appear.
to

complete the study:
* must pr

ovide valus

Please provide ALL information requested below.
NOTE: These numbers should reflect participants enroll
beyond screening.

Number enrolled within the last IRB approval
period:
* must provide valie

Number enrolled since the beginning of the study:
* must provide value

Has the adverse event profile experienced by
participants differed from that expected since the
most recent IRB continuing review?

* must provide value

led by the VU Princi

andlor involved in the study. "Number enrolled" means enrolled

reset

Attach any necessary documents (i.e. Consent forms, Progress reports) for the continuing review
in the Document Uploads tab. Submit both a stamped and clean copy of all consent documents

for review and approval.
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Continuing Review (4/3/2015) - DRAFT

Submission ID: STRAZNKL04032015105547

Main Continuing Review Funding Application Document Uploads Submit Reviews

Attach Study Files Drag and Drop
Dr[a)?o?’nd #» Protocol #® IRB Application #» Continuing Review Application
documents
(eX, ICD i #™ Consent-Assent Document # Grant ™ Investigators Brochure
publications)
into the . # Advertisement # Recruitment #» Study Measures
corresponding
buckets.
#» Study Materials #> Other

Submission Documents

There are no documents for this study

Standard

The Reviews tab allow you to review the currently approved study information. To make changes

to this information, please see the amendment submission section of this manual.

Review all tabs for completeness and submit the continuing review in the Submit tab. The

submission will now route for signature before being sent to the IRB for review.

Continuing Review (4/3/2015) - DRAFT

Submission ID: STRAZNKL04032015105547

Main  Continuing Review  Funding  Application  Document Uploads = Submit ~ Reviews

Your submission is ready to be submitted.

Click the submit button to start the signature process. Once all required parties have signed off on the
submission, it will be sent to the IRB for review.

Debug info

The Continuing review has now been routed for signature. The IRB will receive the submission
after the Principal Investigator signs the submission. Submissions that are awaiting signature
(submissions in route) can be located in the submissions drop down menu at the top the screen.

Version Date — 04/29/2015

44



Submitting an Adverse Event

On the Dashboard, Approved Studies can be found in the list at the bottom of the screen.
Approved studies for which you are the PI, Study Coordinator, or Faculty Advisor are found on
the My Studies tab. This is the default view for the dashboard. Studies for which you are listed
as KSP are found on the Studies listing me as KSP tab.

Studies ~
Welcome, ~mml This is your investigator dashboard. From here you can respond to action items, + Create a new study
manage approved studies |, and create new study submissions.
Submissions Draft
requiring my submissions
signature
My studies | Studies listing me as KSP
B Approved Studies @ Q
Study Title IRB# Pl Study Contact Study Expiration &
ECOGGIEA2131- A Phase | and Randomized, Double-Blinded... 150074 1212016
Test Standard: 140026 A Phase 1 Study to Evaluate the 150080 412016
Test Repository: 140916 IRMH Recruitment Repository 150071 4172016
Grant Review Test, 140279 Cardiac structure and function... 150068 41172018
Grant Review Test; 140067 HOL Function in Human Disease 150058 412018
Test Expedited: 140050 Retrospective Review of Coagulation... 150087 41/2016
Test Study: A randomized study of the effect of chocolate... 160103 4/2/2016
Mew Tools for Assessing Fracture Risk 150110 452016
IRB 130808The Establishment of the Genotype/Phenotype 150113 4/52016
Investigating immune responses in patients with advanced... 150109 4/8/2016
Test A multi-center, randomized, prospective, open-label... 160145 4/8/2018
Test Using patient data to transform care and improve 150133 4/8/12016
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If you see the study that the adverse event is related to, click the study title to go to the study
page. If you do not see the appropriate study, you can use the “search” field by typing the IRB
number, sponsor number, part of the title, or another relevant piece of study information.

Studies ~

Welcome, ~mml This is your investigator dashboard. From here you can respond to action items, # Create a new study
manage approved studies |, and create new study submissions.

Submissions
requiring my
signature

My studies | Studies listing me as KSP

b Approved Studies © Q
Study Title IRB# Pl Study Contact Study Expiration &
ECOGGIEAZ2131- A Phase | and Randomized, Double- 150014 12112016
Test Standard: 140026 A Phase 1 Study to Evaluate the 150080 412016
Test Rep y: 140916 IRMH Recruitment R 150071 412016
Grant Review Test, 140279 Cardiac structure and function... 150068 41172018
Grant Review Test, 140067 HOL Function in Human Disease 150058 412016

150087 412016
Test Study: A randomized study 160103 4/2/2016
New Tools for Assessing Fracture Risk 150110 4802018
IRB 130808The Establishment of the Genaof 150113 4/5/2016
Investigating immune responses in patients with advanced... 150109 4/8/2016
Test A multi-center, randomized, prospective, open-label... 160145 4/8/2018
Test Using patient data to transform care and improve.... 150133 4/82016
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From the study page, click “Create Submission.”

Home » Approved Studies » Study: "Test Standard: 140026 A Phase 1 Study to Evaluate the...”

'™ Test Standard: 140026 A Phase 1 Study to Evaluate the...
IRB # 150080
PI

Info KSP Approved Documents Submissions © Create Submissicn
1395/Amgen 20050252]
Prinicipal Investigator

Study Coordinator  Mone Listed
IRB Number 150080
Study Expiration Date  4/1/2016

Update NCT ID (ClinicalTrials.gov registry number)

345 days until study expires
Status  Approved
Committee  HS1 (4/1/2016)

i Test Standard: 140026 A Phase 1 Study to Evaluate the Safety and Pharmacokinetics of Panitumumab in Children with Solid Tumors [Study VICCPED

Click Adverse Event. Clicking this button will create the Adverse Event submission.

Home » Approved Studies » Study: "Test Standard: 140026 A Phase 1 Study to Evaluate the...”
'™ Test Standard: 140026 A Phase 1 Study to Evaluate the...

IRB # 150080
Pl

Info KSP Approved Documents Submissions © Create Submission

Create a new submission for this study:

Amendment
Non-compliance with Protocol
Adverse Event

Continuing Review

Version Date — 04/29/2015

47




Complete the first form and click Save and Continue. This will move you to the Adverse Event
tab. Click Save will save your information but will keep you on the Main tab.

Dashboard Submissions ~ Studies -

Home » Draft Submissions » Submission: "Test Standard: 140026 A Phase 1 Study to Evaluate the.."

'™ Test Standard: 140026 A Phase 1 Study to Evaluate the...

IRB # 150080
Pl

Adverse Event/Unanticipated Problem (4/13/2015) - DRAFT

Submission 1D

Main Adverse Event Document Uploads Submit Reviews

Is this a Cancer Center related AE that has been completed in OnCore?
No Yes

Please indicate type of report.
Initial Report of Event/Problem Follow-Up Report

@ = Save and Continue
i Dekete

On the Adverse Event tab, you will complete additional Adverse Event questions. Required items
are marked with * must provide value. Please complete all of the requested items on the form.
The Wizard system will not allow incomplete forms to be submitted.

The following types of events are required to be reported to the IRB. If the event does not fit the
categories shown, the event is not reportable to the IRB. However, the event may need to be
reported to the sponsor. If you have any questions, please call the IRB (615-322-2918) of check
with your sponsor.

Was this an event that requires prompt reporting " Ve

to the sponsor in accordance with the protocol M

(e.q., serious adverse events)? Y
TUST pRoVide vaie

Unanticipated? (An event is "unanticipated” when % Yes

it was unforeseeable at the time of its occurrence) Mo

TUST DRoWide Walle

Serious? (An event is "serious” if it adversely alters " ez
the risk/benefit relationship of the research)

) Mo
TUST prowvide value

Related ? (An event is "related” if it is likely to have % ez

been caused by the research procedures) Mo
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In this section, please indicate the Participant ID# or initials. Please do not include a name or
any other personal identifiers.

Participant ldentifier:

NOTE: DO NOT include 3 name or ANY personal identifiers,

Participant Age:

Identify
Drug/Biologic/Device/Treatment/Intervention:

TUST pRovide Value

Provide a detailed description of the event/problem including the timing of study treatment,
dosing, or intervention. Also remember to include start and stop dates of relevant research
interventions. Indicate the timing of the event/problem in relation to the research intervention.
For example, 1) Research drug was started at 10:00; 2) Participant began wheezing at 10:15; 3)
Drug stopped at 10:16; 4) Participant continued to have labored breathing and was treated with
inhalers. 5) Respirations relaxed; 6) Breathing sounds clear by 11:00 and participant denied
further complaints with breathing. 7) The sponsor was notified of the event/problem and the
participant was withdrawn from further participation in the study.

List 3-4 keywords describing the event/problem:

e.9., loss of confidentiality, nausea, vomiting)

Provide a description of the event/problem
including the timing of the study treatment,
dosing, or intervention with start and stop dates of
relevan arch interventions.

=Tl salue

This study (choose onej: has a Data and Safety Monitoring Committee/Board (DSMC/DSMB) or Data Safety Monitor (DSM).
| must g ahz does not have a Data and Safety Monitoring Committee/Board (DSMC/DSMB) or Data Safety Monitor (DSM).
unkncwrn.
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Once all required questions are complete, click the Save button at the bottom of the page.

TAfer event That 5 UnanCIpale0-VGNED T15F, 10 PaItCIpants of OINers and was possiDly TEls1ed 10 The TESEarch Proceaunes.
hat da nat it inta the abave cabegaries da nat require
A8 2t me. Hawew vent mary requine
> spansar ar data manitaring plan.
This event/problem is: (Choose onej: Currently described a5 a risk in the informed consent document and does not require submission of an amendment.
Mot listed as a risk in the informed consent document and requires submission of an amendment.
Mot listed as a risk in the informed consent document and submission of an amendment is not recommended at this time.
reset
has a Data and Safety Monitoring Committee/Board {DSMC/DSMB) or Data Safety Monitor (DSM).
does not have a Data and Safety Monitoring Committee/Beard {DSMC/DSME) or Data Safety Monitor (DISM).
unknowm.
reset
Has te Pl been netified of this event/problem and Yes
received a copy of this report? No
reset
natsied of all nancampiiances with the pratoc
nticipated prablems imvalving
»= pansitie for the accuraty
sgatian and fallaw-up of all nancampliances. with
jar unanticipated prablems imvahing
hat are passioly retated to study
Has the event been reported to the Sponsor? Yes
Mo
reset
Please add any additional comments:
A
Save

After saving, if you need to submit additional documents, click the Document Uploads tab at the
top of the page. If no other documents need to be submitted, click the Submit tab.

Home » Study: IRE#

0-Test Standard: 141

APhase 1 Study to Evaluate the... » Submission: ADVERSE EVENT

W Test Standard: 140026 A Phase 1 Study to Evaluate the. ..

IRB # 150080
Pl

Adverse EventUnanticipated Problem (4/3/2015) - DRAFT

Submission ID:

Man | AdvereEvent  Funding  Applcation Revews

Adverse Event/Unanticipated Problem Information

docs ol reauire the signsture of the Princinel Tnvestiotor.

I there 3 MecWatoh Report 1o attaeh?
P— o

Date of Event: =
P ——

Participant Idenifier

Participant Age:

Identity
DrugBiologic/Device/Treatmenttervention
P —

List 2-4 keywords describing the event/prablem.

Provide 2 description of the event/problem including
the timing of the stucly treatment. dosing. or
intervention with start and stop dates of relevant
research interventions.

P ——
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On the Document Uploads tab, documents can be submitted with either the Drag and Drop
option, or the Standard option.

Dashboamd  Submissions ~  Studies -

Home » Study: IRBA1

B Test Standard: 140026 A Phase 1 Study to Evaluate the...
IRB # 150080
Pl

tandard: 140026 A Phase 1 Study to Evaluate the... » Submission: ADVERSE EVENT

Adverse Event/Unanticipated Prablem (4/3/2015) - DRAFT

Submission ID:

Funding  Application  Document Uploads | Submit  Reviews

Attach Study Files

#» Protocol #* IR Application #» Continuing Review Application
¥ Consent-Assent Document 45 Grant A Investigators Brochure

£ Adverisement A Recrutment 2 Study Measures

£ Study Materials 23 Other

Submission Documents

There are no documents for this study

When all documents have been uploaded, click the Continue button at the bottom of the page.
This button will bring you to the Submit tab.

Dashboamd  Submissions ~  Studies -

Home » Study: IRBA1 26 A Phase 1 Study to Evaluate the... » Submission: ADVERSE EVENT

B Test Standard: 140026 A Phase 1 Study to Evaluate the...
IRB # 150080
Pl

Adverse Event/Unanticipated Prablem (4/3/2015) - DRAFT

Submission ID:

Funding  Application | Dotument Uploads | Submit  Rew

Attach Study Files Dragand Drop | Standard
#» Protocol #* IR Application #» Continuing Review Application
¥ Consent-Assent Document 45 Grant A Investigators Brochure
£ Adverisement A Recrutment 2 Study Measures
£ Study Materials 23 Other

Submission Documents

There are no :strtsbrtm‘y
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If the Adverse Event form is not complete, you will see this error message on the Submit tab.
Click the Adverse Event tab to complete the missing information, click save, and then click the
Submit tab again.

Vanderbilt IRB  Dashboard  Submissions - Studies -

Home - Study: IR

W Test Standard: 140026 A Phase 1 Study to Evaluate the...
IRB # 150080
Pl

e 1 Study to Evaluate the... » Submission: ADVERSE EVENT

Adverse EventlUnanticipated Problem (4/3/2015) - DRAFT

Submission ID

Mein  AgverseEvent  Funding  Appleaion  Document Uplosds | Submit

- Ag nt
e Event form is incomplete

Debug info

Once the required information is complete, you will be able to click the Submit button on the
Submit tab.

Dashboard Submissions - Studies -

Home » Study: IRB#150080-Test Standard: 140026 A Phase 1 Study to Evaluate the. Submission: ADVERSE EVENT

'™ Test Standard: 140026 A Phase 1 Study to Evaluate the...

IRB # 150080
Pl

Adverse Event/Unanticipated Problem (4/3/2015) - DRAFT

a
Submission 1D:

Main  Adverse Event  Funding  Application  Document Uploads | Submit  Reviews

Your submission is ready to be submitted.
Click the submit button to start the signature process. Once all required parties have signed off on the
submission, it will be sent to the IRB for review.

Debug info

After a signature from the PI, the submission is automatically routed through the Wizard and
ultimately ends its journey at the IRB where it will be sent to a team to start the review process.
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Submitting a Non-Compliance with the Protocol

On the Dashboard, Approved Studies can be found in the list at the bottom of the screen.
Approved studies for which you are the PI, Study Coordinator, or Faculty Advisor are found on
the My Studies tab. This is the default view for the dashboard. Studies for which you are listed
as KSP are found on the Studies listing me as KSP tab.

Studies -

Welcome, ==l This is your investigator dashboard. From here you can respond to action items, + Create a new study
manage approved studies , and create new study submissions.

Submissions

requiring my
signature

My studies | Studies listing me as KSP

B Approved Studies @ Q
Study Title IRB # PI Study Contact Study Expiration ]2
ECOGGIEAZ131- APhase | and Randomized, Double-Blinded... 150014 172172016
Test Standard: 140026 A Phase 1 Study to Evaluate the... 150080 411/2016
Test Repository: 140916 IRMH Recruitment Repository 150071 41/2016
Grant Revi est, 140279 Cardiac structure and function 150068 412016

Test; 140067 HOL Function in Human Disease 150058 411/2016

d: 140050 Retrospective Review of Coagulation... 150087 41172018
Test Study: A randomized study of the effect of chocolate 150103 4/212016
Mew Tools for Assessing Fracture Risk 150110 4/5/2016
IRB 130808The Establishment of the Genotype/Phenotype... 150113 4802018
Investigating immune responses in patients with advanced... 150109 4/82016
Test A multi-center, rando 150145 4/8/2018
Test Using patient data to fransform care and improve... 160133 4/8/2016
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If you see the study that the non-compliance with the protocol is related to, click the study title to
go to the study page. If you cannot find the appropriate study, you can use the “search” field by
typing the IRB number, sponsor number, part of the title, or another relevant piece of study
information.

Studies ~

Welcome, ~mml This is your investigator dashboard. From here you can respond to action items, + Create a new study
manage approved studies |, and create new study submissions.

Submissions

requiring my
signature

My studies | Studies listing me as KSP

B Approved Studies @ Q
Study Title IRB# Pl Study Contact Study Expiration &
ECOGGIEAZ131- A Phase | and Randomized, Double-| 150074 1212016

Test Standard: 140026 A Phase 1 Study to Evaluate the 150080 412016

Test Repository: 140916 IRMH Recruitment Repository 150071 4172016
Grant Review Test, 140279 Cardiac structure and function... 150068 41172018
Grant Review Test; 140067 HOL Function in Human Disease 150058 412018
Test Expedited: 140050 Retrospective Review of Coagulation... 150087 41/2016
Test Study: A randomized study of the effect of chocolate... 160103 4/2/2016
Mew Tools for Assessing Fracture Risk 150110 452016

IRB 130808The Establishment of the Genotype/Phenotype 150113 4/52016
Investigating immune responses in patients with advanced... 150109 4/8/2016
Test A multi-center, randomized, prospective, open-label... 160145 4/8/2018

Test Using patient data to transform care and improve 150133 4/8/12016
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From the study page, click “Create Submission.”

Home » Approved Studies » Study: "Test Standard: 140026 A Phase 1 Study to Evaluate the...”

'™ Test Standard: 140026 A Phase 1 Study to Evaluate the...
IRB # 150080
PI

Info KSP Approved Documents Submissions © Create Submissicn

i Test Standard: 140026 A Phase 1 Study to Evaluate the Safety and Pharmacokinetics of Panitumumab in Children with Solid Tumors [Study VICCPED
1395/Amgen 20050252]

Prinicipal Investigator

Study Expiration Date

Status  Approved 345 days( :Ifqt.)|2811ug)y expires
Committee  HS1
Study Coordinator  Mone Listed
IRB Number 150080

41172016

Update NCT ID (ClinicalTrials.gov registry number)

Click Non-compliance with Protocol. This will create the non-compliance with the protocol
submission.

Home » Approved Studies » Study: "Test Standard: 140026 A Phase 1 Study to Evaluate the...”

'™ Test Standard: 140026 A Phase 1 Study to Evaluate the...
IRB # 150080
PI

Info KSP Approved Documents Submissions © Create Submission

Create a new submission for this study:

Amendment
Non-compliance with Protocol
Adverse Event

Continuing Review
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Enter the description of the Non-compliance and the date of the event or problem. Click Save.

Dashboard Submissions ~ Studies ~

Home Draft Submissions Submission: " Test Standard: 140026 A Phase 1 Study to Evaluate the...”

W Test Standard: 140026 A Phase 1 Study to Evaluate the...

IRB # 150080
Pl

Noncompliance with Protocol (4/13/2015) - DRAFT

Submission 1D

Main Noncompliance Document Uploads Submit Reviews

Description of the Noncompliance with the Protocol

Date of event/problem

2015 v Apr v 13 v

Once you have saved the Main tab, click the Non-Compliance tab to continue.

Dashboard Submissions ~ Studies ~

Home Draft Submissions Submission: " Test Standard: 140026 A Phase 1 Study to Evaluate the...”

W Test Standard: 140026 A Phase 1 Study to Evaluate the...

IRB # 150080
Pl

Noncompliance with Protogpl (4/13/2015) - DRAFT

Submission 1D

Main Noncompliance Document Uploads Submit Reviews

Description of the Noncompliance with the Protocol

Date of event/problem

2015 v Apr v 13 v

Version Date — 04/29/2015 56



Complete all questions on the Non-Compliance form. The Wizard will not allow you to submit if a
guestions is not answered. Once all questions have been answered, Click Save at the bottom of
the page.

Did the Nencompliance with the Protocol affect the Yes
integrity of the study? N
o
must provide value resat
Please provide an explanation of the plan to prevent
future Noncompliance with the Protocol events:
must provide value
4
Has the Pl been notified of the Noncompliance with Yes
the Protocol and received a copy of this report? o
o
must provide value recet
Has this Noncompliance with the Protocol been Yes
reported to the sponsor?
must provide value bIz resat

Save

If you have additional documents to upload, click the Document Uploads tab. If you have no
additional documents to upload, click the Submit tab.

Dashboard Submissions ~ Studies ~

Home » Draft Submissions Submission: "Test Standard: 140026 A Phase 1 Study to Evaluate the..."

'™ Test Standard: 140026 A Phase 1 Study to Evaluate the...

IRB # 150080

Pl
Noncompliance with Protocol (4/13/2015) - DRA]
Submission 1D /
Main Noncompliance Document Uploads Submit | Reviews

Noncompliance with Protocol Information

Is this a Cancer Center related report of s
Noncompliance with the Protocol that has been
completed in OnCore? No

Explain why or how the Nencempliance with the
Protocol occurred:
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On the Document Uploads tab, upload additional documents using either the Drag and

Standard method.

Drop or

PI
Noncompliance with Protocol (4/13/2015) - DRAFT

Submission |D:

Main  Noncompliance | Document Uploads | Submit  Reviews

Attach Study Files

#¥ Protocol #%IRB Application
#» Consent-Assent Document #> Grant

#» Advertisement #> Recruitment
#» Study Materials #> Other

Submission Documents

There are no documents for this study

#¥ Continuing Review Application

# Investigators Brochure

2 Study Measures

Once all documents are uploaded, Click Continue.

Pl
Noncompliance with Protocol (4/13/2015) - DRAFT

Submission |D:

Main  Moncompliance | Document Uploads | Submit  Reviews

Attach Study Files

#5 Protocol #¥IRB Application
#» Consent-Assent Document #> Grant

#» Advertisement #> Recruitment
#» Study Materials #> Other

Submission Documents

There are no documents for this study

4= Back

Drag and Drop

#» Continuing Review Application

#» Investigators Brochure

2 Study Measures

Standard
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On the Submit tab, if the required information is not complete, you will get an error message.
Click on the Non-Compliance tab to answer incomplete questions.

Dashboard Submissions ~ Studies ~

Home » Draft Submissions » Submission: “Test Standard: 140026 A Phase 1 Study to Evaluate the...”

'™ Test Standard: 140026 A Phase 1 Study to Evaluate the...

IRB # 150080
P

Noncompliance with Protocol (4/ 015) - DRAFT

Submission ID:

Main | Noncompliance | Document Uploads | Submit | Reviews
Your submission is not yet complete

« Noncompliance:
Noncompliance form is incomplete

Debug info

Once the form is complete, click the Submit button.

Dashboard Submissions ~ Studies ~

Home » Draft Submissions » Submission: “Test Standard: 140026 A Phase 1 Study to Evaluate the...”

W Test Standard: 140026 A Phase 1 Study to Evaluate the...

IRB # 150080
Pl

Noncompliance with Protocol (4/13/2015) - DRAFT

Submission 1D:

Main  Noncompliance  Document Uploads | Submit | Reviews

Your submission is ready to be submitted.

Click the submit button to start the signature process. Once all required parties have signed off on the
submission, it will be sent to the IRB for review.

Debug info

After a signature from the PI, the submission is automatically routed through the Wizard and
ultimately ends its journey at the IRB where it will be sent to a team to start the review process.
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Submitting a Response to a Committee Action Letter (CAL)

On the dashboard, the Submissions Requiring a CAL Response button will display a number
indicating the number of outstanding items awaiting a response from you.

Dashboard Submissions - Studies ~

Welcome, | This is your investigator dashboard. From here you can respond to action items, :]
manage approved studies , and create new study submissions.

Training expires in

My studies | Studies listing me as KSP

K Approved Studies @ Q

Clicking this button will show you a list of these outstanding items.

Dashboard Submissions ~ Studies -

Home » CAL Response Submissions

My submissions | Submissions for studies lsting me as KSP

# CAL Response Submissions Q
Study Title IRB# IF Type pI Status
Test Repository: 140841 Idiopathic Pulmenary Fibrosis. 150081 NEW STUDY DRAFT

If the title is too long, the title will be truncated. Hover the cursor over the truncated title to display
the entire title.

Dashboard Submissions - Studies ~

Home « CAL Response Submissions

My submissions | Submissions for studies fising me as KSP.

# CAL Response Submissions Q
Study Title IRB# I Type Pl Status
Test Repository: 140841 Idiopathic Pulmonary Fibrosis. 150061 NEW STUDY DRAFT

(Test Repository: 140841 Idiopathic Pulmonary Fibrosis Prospective Outcomes (PF-PRO) Registry )
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Select the appropriate response item.

Dashboard Submissions ~ Studies ~

Home - CAL Response Submissions

My submissions | Submissions for studies fisting me as KSP

#* CAL Response Submissions Q
Study Title IRB# 1F Type Pl Status
Test Repository: 140841 Idiopathic Pulmenary Fibrosis. 150061 NEW STUDY DRAFT

From the Review Screen there are three options to download the CAL:
1. Click the Download CAL button above the letter

Dashboard Submissions ~ Studies ~

Home » Submissions » Submission: "Test Rep y: 140841 Idid i Yy Fibrosis..."

Test Repository: 140841 Idiopathic Pulmonary Fibrosis...

Reviews Main KSP Funding Application Document Uploads Submi

I Test Repository: 140841 Idiopathic Pulmonary Fibrosis Prospective Outcomes (IPF-PRO) Registry

Latest IRB Review Info

Committee concerns regarding this submission can be found in the Committee Action Letter below. Please review the letter and select the corresponding tabs at the top
of this page to begin addressing these concerns.

X Download CAL

‘7 Vanderbilt University

Institutional Review Board

504 Oxford House Nashuile, Tennessee 37232.4315
(615) 3222918 Fax (615) 343-2648
VAWM vanderbilt edufirt

April 2, 2015
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2. Save the save button in the PDF viewer

I Test Repository: 140841 Idiopathic Pulmonary Fibrosis Prospective Outcomes (IPF-PRO) Registry

Latest IRB Review Info

Committee concems regarding this submission can be found in the Committee Action Letter below. Please review the letter and select the corresponding tabs at the top
of this page to begin addressing these concerns.

X Download CAL

\
‘7 Vanderbilt University J
4 Institutional Review Board 504 Oxford House Nashville, Tennessee 37232-4315
(615) 322-2918 Fax: (615) 343-2648
‘www.mc.vanderbilt. edu/irb
April 2, 2015
s
Human Research Protection Prog

RE: IRB# 150061 "Test Repository: 140841 Idiopathic Pulmonary Fibrosis Pras [l Ek‘ =
(IPF-PRO) Registry”

| <

3. Click the Download CAL link at the bottom of the page under Submission Reviews

‘7 Vanderbilt University

Institutional Review Board 504 Oxford House Nashville, Tennessee 37232-4315

(615) 322-2918 Fax: (515) 343-2648

waw.mc.vanderbilt.edufirh
April 2, 2015
u

RE: IRB# 150061 "Test Repository: 140841 Idiopathic Pull y Fibrosis Prospective Qutcomes
(IPF-PRO) Registry”

Dear " & W
Submission Reviews
Updated On Meeting Date Committee Review Type Review Outcome Letter
HS1 Full Committee Approve Pending Changes Download CAL
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Once the CAL is downloaded, review the changes and concerns expressed by the Committee in
the letter. Changes requested within the Wizard can be addressed by clicking the tab
corresponding with the concern.

Vanderbilt IRB  Dashboard  Submissions ~  Studies ~

Home » Submissions » Submission: “Test Repository: 140841 Idi y Fibrosis..."
Test Repository: 140841 Idiopathic Pulmonary Fibrosy
Reviews Main KSP Funding Application Document Uploads Submit

i Test Repository: 140841 Idiopathic Pulmenary Fibrosis Prospective Outcomes (IPF-PRO) Registry

Latest IRB Review Info

Committee concerns regarding this submission can be found in the Committee Action Letter below. Please review the letter and select the corresponding tabs at the top

of this page to begin addressing these concerns

X Download CAL

504 Oxford House Nashille, Tennessee 37232-4315
(615) 3222018 Fax (515) 343-2648
‘waswmC vanderbilt edufit

‘ Vanderbilt University

Institutional Review Board

April 2, 2015

Please limit your changes to only those requested by the Committee. If the IRB has not
requested any specific changes within the Wizard, simply click the Document Uploads tab, which
is the tab where you can upload your cover letter to address each change requested by the
Committee and any revised documents.

Vanderbilt IRB  Dashboard  Submissions ~  Studies ~

Home » Submissions » Submission: “Test Repository: 140841 Idi y Fibrosis..."”

Test Repository: 140841 Idiopathic Pulmonary Fibrosis...

Reviews Main KSP Funding Application Document Uploads supmit

i Test Repository: 1~ .41 Idiopathic Pulmenary Fibrosis Prospective Outcomes (IPF-PRO) Registry

Latest IRB Review Info

Committee concerns regarding this submission can be found in the Committee Action Letter below. Please review the letter and select the corresponding tabs at the top

of this page to begin addressing these concerns

X Download CAL

504 Oxford House Nashille, Tennessee 37232-4315
(615) 3222018 Fax (515) 343-2648
‘waswmC vanderbilt edufit

‘ Vanderbilt University

Institutional Review Board

April 2, 2015

Version Date — 04/29/2015 63



Please be sure to update the revision date and track all changes on any revised documents.
Documents can be submitted with either the Drag and Drop option, or the Standard option.

Dashboard Submissions ~ Studies -

Home » Submissions » Submission: “Test Repository: 140841 Idiopathic Pulmonary Fibrosis...”

Reviews = Main  KSP | Funding  Application | DocumentUploads = Submit

Test Repository: 140841 Idiopathic Pulmonary Fibrosis... \

Attach Study Files

#5 Protocol #»IRB Applicaticn # Continuing Review Application
#» Consent-Assent Document 2% Grant #% Investigators Brochure

#» Advertisement #» Recruitment #» Study Measures

#» Study Materials #¥ Other

Submission Documents

There are no documents for this study

Previously Submitted Documents

When all documents have been uploaded, click the Continue button at the bottom of the page.
This button will bring you to the Submit tab.

Attach Study Files Drag and Drop | Standard
#» Protocol # IRB Application #» Continuing Review Application
#» Consent-Assent Document # Grant #5 Investigators Brochure
# Advertisement #> Recruitment # Study Measures
2 Study Materials # Other

Submission Documents

There are no documents for this study

Previously Submitted DW
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When you are sure every concern listed in the CAL has been addressed, click the Submit button.

Home S “Test Repository: 140841 Idiopathic Pulmonary Fibrosis..."

Test Repository: 140841 Idiopathic Pulmonary Fibrosis. ..

Reviews | Man | KSP  Funding  Application  Document Upioads | Submit

Please check to make sure you have addressed all changes requested in the Committee Action Letter. When
this is complete, you can submit your updated submission for signature and review.

Debug info

Once the CAL has been submitted, it will be routed for signature by the PI. If you need
assistance, please do not hesitate to contact the IRB. Each team has a Regulatory Compliance
Analyst that has been involved with the development of the Wizard system. These analysts are
there to help you with any issues or difficulties you may encounter.
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Assign an NCT number and/or Business Officer

The “Info” tab for your approved study has been designed to allow you to enter information
regarding your National Clinical Trial registry number (if you are required to register your study) or
assign a Business Officer for your study. The Business Officer is responsible for the financial
aspects of the study with regard to payment of IRB invoices. If you need to add/update either
item, just follow the step-by-step instructions below:

Home » Approved Studies » Study

[— [
V—4 -g -
IRB #
Pl
Info KsSP Approved Documents Submissions © Create Submission
L]

Prinicipal Investigator 342 days until study expires

Status  Approved (4/5/2016)
Committee  HS1

Study Coordinator
IRB Number
Study Expiration Date  4/5/2016

NCT ID (ClinicalTrials.gov registry number)

2 Business Officer

Study updated successfully

Home » Studies » Study

A
IRB #
Pl

Info KSP Approved Documents Submissions © Create Submission
1]

Prinicipal Investigator
Status  Approved
Committee  HS1 t
Study Coordinator
IRB Number
Study Expiration Date  4/5/2016

342 days until study expires
4/5/2016)

NCT ID (ClinicalTrials.gov registry number)
——————Pp NCT012345678

2 Business Officer

&
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Study updated successfully

Home . Studies » Study: '

W fme "ok b e el s Tad
IRB #
PI
Info KSP Approved Documents Submissions © Create Submission
B [ ]

Prinicipal Investigator
Status  Approved
Committee  HS1
Study Coordinator
IRB Number
Study Expiration Date  4/5/2016

NCT ID (ClinicalTrials.gov registry number)

2 Business Officer
Tumer, Chasiety (TURNERCS)

—

&

342 days until study expires
(4/5/2018)

Study updated successfully

Home » Studies » Study:

— A IIIII-II.IIII--
IRB#

Pl

Info KSP Approved Documents Submissions © Create Submission

pal Investigator
Status  Approved
Committee  HS1
Study Coordinator
IRB Number
Study Expiration Date  4/5/2016

NCT ID (ClinicalTrials.gov registry number)
NCT012345678

A Business Officer
Tumer, Chasiety (TURNERCS)

&
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Frequently Asked Questions

In this section, you will find some questions most commonly asked by people using DISCOVR-E.
As additional questions come in, we will update this part of the manual. If you have any
guestions not addressed here, please send them to discovere@vanderbilt.edu.

How do | know when my submission has been approved?

When the review of your submission has been finalized, the Principal Investigator, Study
Coordinator, and/or Faculty Advisor will receive an email which contains a link to the letter and
study associated documents.

What if | delete the email link that tells me the status of my submission?

You can always access the status of any submission by logging into DISCOVR-E and viewing
information in the approved study dashboard. . Click on the approved study link in the
investigator dashboard to locate statuses of submissions.

What is the difference between the IRB Application within the DISCOVR-E system and the
other IRB application on the “Forms” link that | find on your website?

The IRB Applications within the DISCOVR-E portal now include all the questions necessary for
review of standard, expedited, exempt, hon-human/non-research determinations, repository, and
grant reviews. Supplemental forms including forms for vulnerable populations, investigator held
IND’s, devices, radiation, et cetera, have also been added to this application wizard. Other
documents required for review can be uploaded into the submissions portal using a convenient
drag and drop feature. There is a standard browse to file feature available as well. These
documents will include consent forms, protocol, investigator's brochure, recruitment materials,
measures, etc. You will also be able to manage KSP in DISCOVR-E without submitting
amendment. The only key study personnel changes that require an amendment are changes to
Pl, Study Contact and Faculty Advisor. As long as an individual has completed CITI training, they
can be added to the study.

My Pl deleted his/her link to sign off on a study submission, now what do 1 do?

You can instruct your Pl to log in to DISCOVR-E through the IRB website. If they have any
submissions that require their signature, they will see a section, called, “Submissions Requiring
My Signature” at the very top of the page. They can access and sign off on all submissions that
may require their signature by clicking the button or link under the menu at the top of the page.

Will | be able to add photos or diagrams to my application?

At this time, photos and diagrams cannot be added to the application wizard itself. However, you
are free to attach them as supporting documents or reference their location in the protocol.

Will | be able to use standard formatting such as bold, italics, super/sub scripts?

At this time, the system does not support text formatting in the wizard responses. You may refer
to the appropriate sections in the protocol for this information (i.e., references). Please also
consider if the additional information that requires formatting answers the question being asked
by the IRB application.

Can | access a collective list of all my currently approved study documents?
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Yes, by clicking on the link in the approved studies dashboard for that study. Select the
“Approved Documents” tab. There you will see a tab for “Current Documents” that includes links
for currently approved documents, as well as a tab for “Documents History” for a historical view of
all previously approved study documents. If you need to see a document(s) associated with one
particular submission, click on the “link” beside the study item that you wish to review to download
the document.

Where can | find my list of key study personnel since it is no longer included in the IRB
application?

When you log in to DISCOVR-E, simply click the link for the study you wish to review in the
“Approved Studies” dashboard. Click on the “KSP” tab to review the KSP currently listed on the
study. You can manage KSP, as well as Business Officer on this tab. You will not that there are
new required fields prior to saving the information. These include, the credentials of your KSP,
their role in the project, and whether they will be accessing PHI while working on the study.
Credential information will help the IRB Committees assess the appropriateness of study staff.
The role in project has been limited to three selections: “Research - Non-clinical”, “Research -
Clinical”’, and “Sub-Investigator”. When you click on the KSP tab, you will see current KSP. To
add new KSP, start by searching for their name, email, or VUnetID in the “Add another” field.
Select the appropriate individual and enter the required information. Our system has been
programmed to automatically enter an individual’s phone number and pager. You may make
edits to phone number, if the number automatically pulled from People Finder is not the best
contact number. Make sure to click “Save KSPs” before navigating away from the page. The
“History” tab shows everyone who has been listed as KSP on the study, the date they were
added or removed (if applicable), and the information on who added or deleted the individual.
Both views are easily printable in your browser.
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Glossary of Terms

Committee Action Letter (CAL) — A letter from the IRB that needs a response from the Principal
Investigator

DISCOVR-E - Data Integrated Study Console of Vanderbilt’'s Research Enterprise
E-Submission — An electronic study submission sent to the IRB for review

Final Approval Letter (FAL) — A letter from the IRB stating that a submission has received
approval.

KSP (Key Study Personnel) — People responsible for helping with the conduct of a study

Log-In — Use your VUnetID and password to enter the DISCOVR-E system

My Studies— The view within DISCOVR-E where you can view studies where you are listed as
the PI, Faculty Advisor or Study Contact

Principal Investigator — The individual responsible for the conduct of a study

Portal — Another name for the DISCOVR-E system

Studies listing me as KSP — The tab within DISCOVR-E where you can view studies in which
you are listed as KSP

View IRB Training— The dashboard in DISCOVR-E where you can view your current IRB
Training Status and when that training will expire

Wizard — The computer programming that takes you step by step through DISCOVR-E
R-E
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