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Welcome to ARC

Our on-line ARC system streamlines the process of submitting, approving, tracking, and managing elRB
eCOl, and elACUC applications.

ARC is available via Internet connection 24 hours a day, 7 days a week.

If you have any questions about the ARC system, the ARC Help Desk is available during regular business
hours at (813) 974-2880 and by email at RSCH-arc@usf.edu.

Accounts
In order to create and submit applications in ARC, you will first need to obtain an account by submitting
a new user registration request.

New Account Registration
To open your new ARC account:

1. Go tothe ARC Web Site: https://ARC.research.usf.edu/prod/
2. Click Register Here on the right hand side of the page.

UNIVERSITY of : 1
SOUTH FLORIDA e H Login
AR Ko

USF RESEARCH & INNOVATION

In-Person Training & BullsIRB - Now Live! Need an account?
Workshops .

Register Here
Institutional Review The USF IRB’s new electronic submission system, BullsIRB, is now live. Please
Board see BullsIRB Data Migration FAQs for Research Community for detailed

. . information about data migration, including how to find and complete applications Have an

Institutional Animal that have been migrated to BullsIRB. If you have additional questions, please 2
Care and Use contact the IRB at (813) 974-5638 or email RSCH-IRB@usf edu. account?
Committee
Research Conflict of Login

Interest
Institutional Biosafet
peieravosaey - ARC Home

ARC Training Materials

Need Login

Welcome to the Applications for Research Compliance (ARC) portal. The Office of HElp’
Research Integrity & Compliance administers key research-related assurance and

compliance programs required by federal and state agencies and programs for the

conduct of research at USF. This site enables the office to manage all aspects of Login Help
the Institutional Review Board (IRB), Institutional Animal Care and Use Committee

(IACUC) and Conflict of Interest (COI) programs.

Contact Us

Research Integrity & Compliance

ARC Help Desk: (813) 974-2880 - rsch-arc@usfedu

12901 Bruce B. Downs Blvd, MDC35, Tampa, FL 33612-4799
Copyright © 2020, University of South Florida. All rights reserved

3. Complete the required fields ( * ) and provide your USF Net ID, Employee ID, and USF or affiliate
email address.

4. Select all relevant roles, such as Study Staff, Department Approver, Appointed IACUC member,
etc.
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5. Click Register.
6. Within two business days your new account will be activated and you will receive an e-mail

containing your account information (i.e., User Name & Temporary Password).

LogIn
1. Select Login from homepage.
2. Select between USF Net ID (as a USF user) or ARC Portal Login (for all other users)
3. Type your User Name in the login section on the right side of the ARC screen.
4. Type in your Password.
5. Click Log In.
UNIVERSITY oF
south FLorioa (Al i o
USF RESEARCH & INNOVATION —
ARC Home ARC Updates

In-Person Training &
Workshops

Institutional Review
Board

Institutional Animal
Care and Use
Committee

Research Conflict of
Interest

Institutional Biosafety
Committee

ARC Training Materials

Contact Us

BullsIRB - Now Live!

Need an account?

Register Here

The USF IRB's new electronic submission system, BullsIRE, is now live. Please

see BullsIRB Data Migration FAQs for Research Community for detailed
information about data migration, including how te find and complete applications Have an
that have been migrated to BullsIRB. If you have additional questions, please -
contact the IRB at (813) 974-5638 or email RSCH-IRE@usf.edu. account?
Login
Need Login
Welcome to the Applications for Research Compliance (ARC) portal. The Office of HEIP‘,

Research Integrity & Compliance administers key research-related assurance and
compliance programs required by federal and state agencies and programs for the
conduct of research at USF. This site enables the office to manage all aspects of Login Help
the Institutional Review Board (IRB), Institutional Animal Care and Use Committee

(IACUC) and Conflict of Interest (COl) programs

UNIVERSITY OF
SOUTH FLORIDA

Please Select a Login Option

USF Net ID

ARC Portal Login

Frequently Asked Questions

ARC Help Desk: (813) 974-2880 - E-Mail: rsch-arc@usf edu
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Account Changes

It is important to keep your account information current. To make changes to your account, click your
name in the upper right hand corner of your screen to open your account properties.

Hello, Samantha Mash =

=_. My Profile
& Lhange Fassword

R o Logoff
FPronles

=2 Compon

Then make the necessary changes and click OK.!

To change your password, click on your name (as described above). On your Account page, click the
Account tab. Type in your old password, your new password, and your new password again in their
respective boxes. Click OK.

After receiving your username and a temporary password, you can log in to the ARC system.

! For changes to your department affiliation and assigned roles, you will need to contact the helpdesk.
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Forgot Your User Name or Password?
If you ever forget your account credentials, you can have them emailed to you on the ARC Home page.

UNIVERSITY OF
SOUTH FLORIDA

Login As

User Name:

Password:

[] Remember me

Forgot password? Forgot user namea?
After signing into this site, you are bound by the terms and
conditions set forth when you received your account.

1. Select Login from homepage.
2. Select ARC Portal Login.
3. The Forgot Password and Forgot User Name options are available.
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UNIVERSITY of
SOUTH FLORIDA

e H Login
USF RESEARCH & INNOVATION “ —5
ARC Home ARC Updates

In-Person Training & BullsIRB - Now Live! Need an account?
Workshops .

Register Here
Institutional Review The USF IRB's new electronic submission system, BullsIRB, is now live. Please
Board see BullsIRB Data Migration FAQs for Research Community for detailed

. . information about data migration, including how to find and complete applications Have an

Institutional Animal that have been migrated to BullsIRB. If you have additional questions, please 9
Care and Use contact the IRB at (813) 974-5638 or email RSCH-IRB@usf edu account?
Committee
Research Conflict of Login
Interest
Institutional Biosafety
ARC Home ——
ARC Training Materials Welcome to the Applications for Research Compliance (ARC) portal. The Office of HEIP"
Contact Us Research Integrity & Compliance administers key research-related assurance and

compliance programs required by federal and state agencies and programs for the
conduct of research at USF. This site enables the office to manage all aspects of Login Help
the Institutional Review Board (IRB), Institutional Animal Care and Use Committee
(IACUC) and Conflict of Interest (COI) programs.

Research Integrity & Compliance

ARC Help Desk: (813) 974-2880 - rsch-arc@usf.edu

12901 Bruce B. Downs Blvd, MDC35, Tampa, FL 33612-4799
Copyright © 2020, University of South Florida. All rights reserved

1. If you select Forgot user name?, you will be prompted to confirm your email address. Once
confirmed, your user name will be emailed to you.

2. If you select Forgot password?, you will be prompted to confirm your user name and email
address. Once confirmed, a new temporary password will be emailed to you. Upon log in, you

will be required to change your password.

If you have forgotten both your user name and your password, select Forgot user name? first as it only
requires your primary email address. After receiving your username, you can select Forgot password?.

Navigation

My Home Page

After logging in, the screen displays your Home Page which allows you to view and manage those
applications relevant to your Role. The elACUC applications include an initial study, modification, and
continuation.

elACUC Study Team User Manual- 12/4/2020
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Folder for Rebecca PI

My Roles

Study Staff

Welcome to your Personal Page, the starting point for all interactions with this site. Note the following:

. . * Inbox - ltems appearing here require immediate action by you to move your submission through the review
Quick Links process. Click on the Name to access that item.
+ Monitor - Check the progress of your submissions using the other tabs. ltems under thase tabs do not require any
action by you.
+ ARC Updates - View changes that are made to the ARC system that may affect your application or review process
Research Integrity & hers.
Compliance

ARC Training Materials

Inhox IRB IACUC Approved Studies Profile COolI

Human Subjects
Displays all items which require action by the study team. Click on links for more information.

Go to BullsIRE
Filter by 9 D ¥ | | Enter text to search for n =+ Add Filter
Animal Subjects Dat. Last
ID Name M oc?if?e d Type Owner State State
[ new 1acuc study ] Change
et ’ 11/18/2020 IACUC - 111872020
Conflict of Interest L 1500008414 IACUC RN Testing Minutes 836AM  Study 1. Pre Submission 331 AM
— : 15. Meeting Complete:
[[@ new cot bisclosure ] L 1500008412 Meeting Minutes RN testing TM 3 55 (a1 2" ‘QE;JYC cortell Changes Required By JayTRaz0
(@ new cot mnterest taventory | IACUC Demo Study TM 11/14/2020 IACUC Marshall, |2 Meeting Complete: 4,4 45059
1300008407 | 42104 ’ 5:35PM  Study Tony Changes Required By 535 pyy
Brain and Plasma Levels of saanmnon acne Mackley, 15 Mesting Complete: 41909090

When you are in other sections of the ARC system, you can easily get back to your home page by clicking
the link to My Home.

UNIVERSITY oF 4 ]
SOUTH FLORIDA e H Hello, Rebecca Simms (PI) =
USF RESEARCH & INNOVATION - -
My Home col IACUC IRB Biosafety | ARCHome | s

Roles

A person can have multiple Roles in ARC such as Study Staff, Veterinarian, IACUC Coordinator, IRB
Committee member, etc. Different Roles provide access to different applications, information, and activities.
The “Study Staff” role encompasses all of the study team positions. Principal Investigator, Secondary
Investigator, Research Staff, and Secondary Study Contact are the study team positions for elACUC.

Your current Role will be displayed in the red banner at the top of the column on the left side of your home
page. Your current role will be Bold in the listing of your available Roles If you have more than one role, each
time you log in, be sure that the correct role is selected.

elACUC Study Team User Manual- 12/4/2020
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IACUC Committee

Member Page for Sam Malone

MY HﬂlE'S Welcome to your Personal Folder, the central resource for managing your Stu

Studies:
Committee Chair

IACUC Committee Member + Complete reviews for all items in your inbox. To do this review the fon

» You can see all the items you have reviewed on the My Reviews tab.
+ Meetings for your committee are listed on the My Meetings tab. You can

Navigation Tabs
The central area of your home page provides a row of navigation tabs. These tabs provide access to your
applications based upon their type or status.

Inbox IRB IACUC Approved Studies Profile CoI

Displays all items which require action by the study team. Click on links fer more infermation.

Inbox Tab
The Inbox tab is displayed by default after logging in to the ARC system. The Inbox tab lists all

applications (studies, modifications, continuations) that require action by you or other staff on your
study team in your current Role.?

Below is an example of your Inbox:

Inbox o IRB [IACUC Approved Studies Profile COI

Displays all items which reguire action by the study team. Click on links for more information.

Filter by 9 D ¥ | | Enter text to search for n =+ Add Filter
Last
ID Name e ;ﬂc?c?i'ffli!ed Type Owner State o State
Change
- . 11/18/2020 IACUC - 11/18/2020
L. 1500008414 IACUC RN Testing Minutes 836AM  Study 1. Pre Submission 231 AM

. 15. Meeting Complete:
L. 1500008412 Meeting Minutes RN testing TM ;1;27&320 Is'o;EéJyC g::;lh' Changes Required By ;1;2?;.2“?20
: IACUC :

Key to the Inbox page:

1. The Inbox tab. Displays all applications requiring attention by you or your study team.

2 An application can be in multiple users’ Inboxes (e.g. a study in Pre-Submission).

elACUC Study Team User Manual- 12/4/2020
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2. Name column. Displays the name of applications in your Inbox. Clicking the name will bring up
that application’s workspace.

3. Type column. Displays the type of application (Study, modification, etc.)
4. State column. Displays where the application is in the review process.

Once you have completed the required activities, the application is moved electronically from one
respective Inbox to the next according to whose attention it requires. If an application is not in your
Inbox, it's someone else's turn to work on it. If an item is in your Inboyx, it still requires your attention.

Profile Tab and Uploading IACUC Training

The Profile tab provides information regarding training records/certifications and access to your
researcher profile. In order to upload IACUC training documents, you will need to first navigate to your
researcher profile. First, select the “Study Staff” role under My Roles if it is not already selected.

Folder for Rebecca PI

My Roles

Study Staff Welcome to your Personal Page, the starting point for all interactions with this site. Note the following:

« Inbox - ltems appearing here require immediate action by you to move your submission through the review

Quick Links process. Click on the Name to access that item.
« Monitor - Check the progress of your submissions using the other tabs. ltems under these tabs do not require any
I ) action by you.
ARC Training Materials * ARC Updates - View changes that are made to the ARC system that may affect your application or review process
Research Integrity & here.

Compliance

Once selected, select the “Profile” tab. This will provide access to your researcher profile link.

Folder for Rebecca PI

Welcome to your Personal Page, the starting peint for all interactions with this site. Note the following:

+ Inbox - ltems appearing here require immediate action by you to meve your submission through the review
process. Click on the Name to access that item.

» Monitor - Check the progress of your submissions using the other tabs. Items under these tabs do not require any
action by you.

» ARC Updates - View changes that are made to the ARC system that may affect your application or review process
here.

Inbox IRB IACUC Approved Studies COI

Any training profiles/certifications on record in the system are displayad hera.

My Profile Link
Name Profile Number CV/Biosketch
Rebecca Simms (Pl)'s Profile 00025164 test.docx(0.01)

4 T T . - = - 1

elACUC Study Team User Manual- 12/4/2020
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Uploading IACUC Training

From the researcher profile page, you update your training documents by selecting Edit Researcher

Profile.

Current State

[ ‘_Q. Edit Researcher Profile ]
[_é Printer Version ]
My Activities
O Upload IRE Education
Certificate

% | Update and Verify IACUC
Training and Certification

Rebecca Simms (PI)'s Profile

Profile 1D: 00025164

Email: demo@webridge com
Department: Click Commerce
Created: 10/29/2020 3:43 PM

Last Modified: 10/30/2020 10:42 AM
Account Disabled: No

My Research Associates:

Last Name First Name E-Mail Phone

There are no items to display

History Log IRB [IACUC Research

Mobile

Profi

This will bring you to the Researcher Profile SmartForm. To branch to the IACUC training section, check
the IACUC box in question 1.2 and select Continue.

= [ validate

2 Investigator
Information

3 IACUC Training

4 |IRB Training

Editing: 00025164

Researcher Profile

1.1 * Profile Name:

Rebecca Simms (Pl)'s Profile

1.2 * Select all that apply to your research activities at USF:

IREB | conduct research requiring approval from Institutional Review Board{IRB)

| conduct research requiring review by an Institutional Animal Care and Use
'ACUC Committee(IACUC)

4 Go to forms menu E Print »

9 Help

Section 3 IACUC Training of your researcher profile displays your IACUC training materials. Use the Add

or Upload buttons to upload the required documents and information. Use the X to remove items that

may need to be removed.

elACUC Study Team User Manual- 12/4/2020
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Animal Researcher Training & Experience

The following information is required for IACUC Certification. Once all fields have been
completed, the IACUC will be notified to verify this information.

Pending IACUC Review? o
This record was last verified by the IJACUC on: 11/1/2021

31 * Animal Experience - click add and complete the form for each species with which you
will be working:

+ Add

Species Years Experience
[2f Update | |Bird 10 D

Documentation of Facility Orientation andfor Wildlife Orientation: @
@ test.docx(0.01) ===

3.2

3.2a Additional Documentation of Facility Orientation and/or Wildlife QOrientation (if different
from above):

+ Add

There are no items to display

3.3 Documentation of AALAS or CITI Online Training Completion:
@mE test.docx(0.01) ===

34 Documentation of Health and Risk Assessment: @

@ testdocx(0.01) ===

After uploading the necessary documents, select Save from the navigation bar and Exit the Smartform.
This will bring you back to your researcher profile page. Once completed an IACUC staff member will be

notified to validate your training documents.

IACUC, Approved Studies, and COI Tabs

The IACUC tab lists all applications with which you are associated regardless of the state. In the IACUC
tab, you can monitor the State of all of your IACUC applications. You can view applications under the

IACUC tab by clicking the application Name.
The Approved Studies tab lists all of your studies that been approved by the IACUC and IRB.

The COlI tab lists all of your conflict of interest applications.

elACUC Study Team User Manual- 12/4/2020
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Application Workspace
Work on an application begins in the application’s Workspace which is like a home page for the
application. Open an application’s Workspace by clicking on its Name in your Inbox or other tab.

The application Workspace provides:

e information about the application

e links to specific sections and documents related to the application

e buttons to initiate Activities and move the application to the next step in the review process
e history of all activities performed on the application

After a study has been approved, tabs for Modifications and Continuations are displayed next to the
History tab in the study workspace.

Below is an example of a study Workspace screen:

e e o Help
Current State ) Study:]ACUC RN Testing Minutes 0so00os14)
.. Additional Titles:
1. Pre Submission
Principal Investigator: Rebecca Simms (Pl) Secondary Study Rebecca Simms (Pl)
Contact(s):

[ Edit Study o Last Updated: 11/18/2020 6:36 AM Protocol Type: Wildlife Research
&EL printer Version ° o e

[ FE View Differences ] History Attachments Ancillary Review Status Reviewer Notes

[ | wiew Smartform Progress ]

Activity Author ~ Activity Date

Pending Ancillaries ) Study Created Simms (Pl), Rebecca M 11/18/2020 8:31 AM

Mo Pending Ancillary Approvals

My Activities e

Submit Study for
Veterinarian Review

pr-| Withdraw

[T] Copy IACUC Study
Key to the study Workspace screen:

1. Current State indicates the stage in the review process for this application. This changes as
Activities are completed.

elACUC Study Team User Manual- 12/4/2020
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2. The summary panel displays information about this study. The information changes when a
study becomes active.

3. IACUC Study Number (also referred to as the IS#).

4. Edit Study button opens the application SmartForm for editing (while the application is in your
study team’s Inbox only). When the application is not in your Inbox, the button is View Study
and will provide read-only access.3

5. Printer Version button opens all of the relevant SmartForm screens in one easy-to-print
window.

6. The left column lists actions and Activities that can be performed on the study in its Current
State. The list will vary depending on the Current State and role. The legend on each button
indicates which Role (i.e., Pl only or any study team member) can perform this activity. Click
the button/link to open the Activity screen.

7. The History tab lists chronologically all actions that have been performed on the study. Click
the Activity name in the listed History to view details.

8. The Attachments tab lists all documents that have been uploaded for this application.
Successive versions are archived automatically so that you have access to the most currently
approved versions, e.g., protocol, grant document, funding, etc.

Create a New Study
In the role of Study Staff, you can create a new IACUC study (Initial Application) by clicking the New
IACUC Study button in the column on the left side of your home page.

3 Edit/View will show Modification or Continuation if those applications are selected.
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Page for Samantha Nash

My Roles

Devel t Ti . . . . - P .
evelopment feam Welcome to your Personal Page, the starting point for all interactions with this site. Note the following:

IRB Staff
Study Staff » Inbox - ltems appearing here require immediate action by you to move your submission through the re
tudy Sta process. Click on the Name to access that item.
» Monitor - Check the progress of your submissions using the other tabs. ltems under these tabs do not
. ) action by you.
Quick Links « ARC Updates - View changes that are made to the ARC system that may affect your application or rev
here.
ARC Training Materials
Research Integrity &
Compliance Inbox IRB IACUC Approved Studies Profile

Displays all items which require action by the study team. Click on links for more information.

Human Subjects

Go to BullsIRB Filter by 1D ¥ | | Enter text to search fo n + Add Filter
- Date
. ) ID Name Modified Type Owner State
Animal Subjects
4. Changes
Control of Normal and Tumor Cell 11/20/2020 1ACUC Crane,
[ vewtncue Sty ) . 1800008350 ¢ iapolism by a MYC-TFEB Circuit~ 3:30 PM Study  Frasier [ecommended By
Veterinarian
: 4. Changes
Conflict of Interest IS00008416 w 1112012020 IACUC Crane. R ocommended By

This will open the study SmartForm which uses branching to present only those questions relevant to
your study. The IACUC Study Number is assigned automatically the first time you save the study (or after
you complete the first page of the application and click Continue).

Working with Smart Forms
All applications in ARC use SmartForms. Since these forms only present questions relevant to your
study, it is important that you respond to each question displayed on the SmartForms.

Required fields are marked with a red asterisk *. Guidance on how to answer many of the SmartForm
guestions is available by selecting >>Get Help located near the end of the question.

S — — e

&« No Title - Google Chrome

Creating New IAC 8 click-testweb.research.usf.edu Help

111 Pop-Up Help

If the described activity involving animals is supported by multiple grants
with different titles, use the title of the federal or major agency award as
the main title and include additional titles of minar awards under item
1.1.2.

Study Identification

1.1.1 * Main Title Each protocol is a “stand-alone™ decument. All information sheuld be land
. provided in the application without references to publications, articles, or | of
texts. Names of involved personnel should not be mentioned in the C
narrative of responses. Acronyms or abbreviations should be explained  pn
when first used. tch
nd
of
that

1.1.2 Additional Titles  >>GetH
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You can answer text questions by typing directly into the text box or by pasting in text from other
documents. The Add function allows you to attach relevant documents or select your answer from a
pre-populated list depending on the question.

Navigation controls are located in the navigation bar at the top and bottom of each page. Use the
Continue or access the left side menu buttons to move to the next or last-viewed screen.

= R,Validate OIOCompare

Edltlng 1800008417 4 Go to forms menu BPrimv eHe\p

= 1 - Study Identification

1.1 Study Identificati
S Study Personnel Certification Information

The following individuals' certification information must be current before IACUC approval can
occur.

. | Please Mote: The information on this form is read-only. An individual's certification information
+ 2 - Funding Information can be updated on his or her Researcher Profile. Verification dates are granted by the IACUC
following review of submitted information

2.1 Funding Information

3 - Protocol Ty
" ype Principal Investigator:

3.1 Type of Protocol Documentation of

Animal : e Date Link te
Name cv Experience ggm;;?::""g Verified Profile
~ 4 - Alternatives and Literature
Search Reb si o
BDECCA SIMMS ot docx(0.01) Bird 10 @2 testdocx(0.01) ==+ 11/1/2021 00025164
o (PI)
4.1 Alternatives and .
Literature Search
Secondary Investigators:
~ 5 - Animal Species and Use Name c:\‘,.Animal Documentation of Online Date Link to
- Experience Training Completion Verified  Profile
5.1 Characteristics of
Animals and Pain There are no items to display
Category
Research Staff:
~ 6 - Housing and Use Sites Name c:\,.Animal Documentation of Online Date Link to
Experience Training Completion Verified  Profile
5;1 Housing and Use There are no items to display
Sites

~7 - Study Summary and Animal
Use Rationale

7.1 Study Summary and
Animal Use Rationale

~ 8 - Experimental Design
8.1 Experimental Design 0 Exit B Save

Use the SmartForm navigation controls instead of the controls in the browser bar (e.g., Internet

Explorer, Firefox, Chrome, Safari, Opera).

& Home - Microsoft Internet Explorer provided by Information Technology Services

£ | https://arc.research.usf.edu/Prod/Rooms/DisplayPages/Layoutinitial ’Container=com. - % |*”f| X |

Save your application by clicking Save or Continue.

WARNING: The Back button does not save changes. After you enter or edit data on a screen,
click Save before going Back!

Use Exit to close the application and return to that application’s Workspace.

WARNING: Always Save before exiting!
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Each section and question is numbered for easy navigation and reference. Numbering is consistent
through all SmartForm applications; however, remember that only the relevant questions for each
specific application are displayed.

Once new or revised data on a page has been saved, you can navigate directly to other sections and
questions by using the left hand side menu.

= [-—?/ Validate tIﬁCompare ..
Edltll’lg 1800008350 4 Go to forms menu BPrintV eHeIp

r 1 - Study Identification

Study Identification
1.2 Protocol
Continuations

1.3 Personnel 1.1.1 * Main Title ==Get Help
Certification
Tesy

r 2 - Funding Information

21 Funding Information

2.3 - Funding - Industry

r 3 - Protocol Type

3.1 Type of Protocol

1.1.2 Additional Titles ==Get Help
r 4 - Alternatives and Literature
Search

41 Alternatives and
Literature Search

r 5 - Animal Species and Use

1.1.3  * Principal Investigator:
The applicant Principal or Secondary Investigator must have a faculty appointment with
the University or an appropriate appointment with the James A. Haley Veteran's

5.1 Characteristics of
Animals and Pain

Category Administration Medical Center, H. Lee Moffitt Cancer Center and Research Institute, or
New College of Florida.
r 6 - Housing and Use Sites John Cleveland | ses

6.1 Housing and Use
Sites 1.1.4  Secondary Investigator(s):

6.2 Housing Facilities
FirstName LastNa € Exit B Save Continue e
r7 - Study Summary and Animal ~ . .

Attaching Documents and Tables

Attach documents, such as the protocol or grant document, by using the Add button associated with the
relevant question in the SmartForm.

Name of Dates Key Words and Search Date Search
Database Covered Strategy Conducted

There are no items to display
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Before attaching a document, be sure you have named it using an accurate description as your approval
letter may contain references to these documents as named in the SmartForm. Use the Browse button
to locate the file, name it in the Title field, and select OK to add the document to the SmartForm.

Submit a Document © Help

Title:

If not provided, the name of the file will be used

* File: Choose Fila

Show Advanced Options
* Required m\ OK and Add Another

Several sections in the IACUC study SmartForm require adding information that is populated in a table.
In some cases, this information is utilized to provide pre-populated choices to other questions in the
SmartForm. Similar to documents, select the Add button to begin completing the table. This will create a
pop-up window containing additional questions.

Show Errors

If you do not complete required fields when you go to submit the study it will check for error and will list
the required fields that need to be completed.
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Ermor/Warning Messages

Checking Application for Completeness..

Message

° This is a required field; therefore, you must provide the required information.
° This is a required field; therefore, you must provide the required information.
° This is a required field; therefore, you must provide the required information.
e This iz a required field; therefore, you must provide the required information.
e This iz a required field; therefore, you must previde the required information.
O This iz a required field; therefore, you must previde the required information.

° This iz a required field; therefore, you must provide the required information

Q This is a required field; therefore, you must provide the required information

Q This is a required field; therefore, you must provide the required information.

Q More information needed. Please indicate searches for at least two relevant
databases

e This iz a required field; therefore, you must provide the required information.

° This iz a required field; therefore, you must provide the required information
° This is a required field; therefore, you must provide the required information
° This is a required field; therefore, you must provide the required information

Q This is a required field; therefore, you must provide the required information

Q This is a required field; therefore, you must provide the required information.
Q This is a required field; therefore, you must provide the required information.
Q This is a required field; therefore, you must provide the required information.
° This is a required field; therefore, you must provide the required information.
° This is a required field; therefore, you must provide the required information.
° This is a required field; therefore, you must provide the required information.
e This iz a required field; therefore, you must provide the required information.
e This iz a required field; therefore, you must previde the required information.

O Mo procedures have been selected.

Field Name

2.1.1 Funding Source

2.1.2 GLP Standards

2.1.3 VA Resources

2.1.4 Moffitt Funds

SF - 03 - Type of Animal Protocol
4.1.1 Search for Alternatives

4.1 2 Alternatives to Animal Use
Considerad

4.1.3 Alternatives to Procedures
Considered

4.1.4 Animal Use Not Duplicated
4.1.1 Search for alternatives

Animal Species

6.1.1 Univers
6.1.2 Qutside University-managed facility

y-managed facility

6.1.3 University-owned at another
institution

7.1.1 Purpose of Study

7.1.2 Rationale for Animal Use

7.1.3 Justify Other Species

8.1.1 Describe Experimental Manipulations
9.1.3 Describe Statistical Analyses

9.1.4 Explain Animal Pain Categories
10.1.1 Death Intentional Endpoint

10.1.2 Pain Not Alleviated

11.1.1 Animals Euthanatized

12.1 Procedure Classifications

Click the link again to hide Error/Warning Messages.

Completion and Submission: A Two-Part Process
All applications in ARC follow the same basic procedure for submission:

Jump To

2.1 Funding Information

2.1 Funding Information

2.1 Funding Information

2.1 Funding Information

3.1 Type of Protocol

4.1 Alternatives and Literature Search
4.1 Alternatives and Literature Search

4.1 Alternatives and Literature Search

4.1 Alternatives and Literature Search
4.1 Alternatives and Literature Search

5.1 Characteristics of Animals and Pain
Category

6.1 Housing and Use Sites
6.1 Housing and Use Sites
6.1 Housing and Use Sites

7.1 Study Summary and Animal Use Rationale
7.1 Study Summary and Animal Use Rationale
7.1 Study Summary and Animal Use Rationale
8.1 Experimental Design

9.1 Statistical Analysis and Rationale

9.1 Statistical Analysis and Rationale

10.1 Experimental Endpeints

10.1 Experimental Endpoints

11.1 Euthanasia

12.1 Procedure Classification

1. Complete the application: The Pl and Study Staff create and complete the application

SmartForm. The application remains in your Inbox.

2. Submit the application: The Pl submits the completed application for review. Submission moves

the application from your Inbox to the next State.

Part 1 - Complete the Application

When a study is created, it starts out in the Pre-Submission State. In this State, all Study Team members
can work on the study SmartForm, attach documents, and save changes. They can access the study by
selecting Edit Study on the main workspace.

Before submission, all study team members should verify that the personnel certification information
displayed on section 1.3 of the application is current.
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Part 2 - Submit the Application
After the study SmartForm is complete, it can be submitted for initial review. The first stage of the
review process for new studies and modifications is Veterinary Review.

Veterinary Review

1. To submit the initial study, the Pl or Secondary Study Contact will open the application
Workspace and click Submit Study For Veterinarian Review under My Activities.

My Activities

Submit Study for
Veterinarian Review

Pr | Withdraw

PL | Copy IACUC Study

2. ARC will run a final validation check on the entire application before submission. If there are any
required fields that have been left blank, they will be indicated and your application will not be
submitted. The application must be error-free before it can be submitted.

3. After the application has been submitted, it moves from the Pre-Submission State to the next
State: Veterinarian Assignment. Once submitted, it cannot be edited (unless changes are
requested by a reviewer and it is returned to the Study Team Inbox).

While in Veterinary Review, a veterinarian(s) will review your application and may suggest revisions or
request additional information.

IACUC Review and Approval

After the study has been submitted to the IACUC, it may be reviewed at an IACUC meeting or by a
designated member of the IACUC committee. In both cases the ARC system will provide system
notifications regarding the status of the application.

Progress Notifications

ARC automatically sends e-mail notifications to the study team when significant events occur in the
review process. Be sure to keep your e-mail address current in the ARC system. To change your e-mail
address, see Account Changes on page 3.

The Study team will receive e-mail notifications at the following times:

e Requests for information or changes to the application.
e  Official actions from the IACUC (i.e., when the application is scheduled for a board meeting,
once an application is approved/disapproved, etc.)
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e When studies are due for Continuation

You can also check the progress of your application at any time by checking the History log or your
study’s state.

Respond to Requests for Revisions or Information

Throughout the review process, your application may be returned with requested revisions or
information. When revisions are requested, the application will return to your Inbox for revision. To
access the application:

1. Click the study Name in your ARC Inbox to open the application workspace.
2. Edit Study, you will find all notes that have been added to the study. Each note will show on the
left hand side of the menu and go to the page where the requested change needs to be made.

= [ validate &8 Compare &« Funding Information «Gotoforms menu R Printy @ Help

» 1 - Study Identification

- 211
1.1 Study Identification * Select the funding source which best descri sponsor of
this research (check all that apply): >>Get He
1.3 Personnel 0 Federal government or major agency that awards grants based
Certification on peer-reviewed proposals (NIH, NSF, DOD, AHA, ACS, etc.)
0 Non-Profit (Private Foundations, H. Lee Moffitt Cancer Center,
» 2 - Funding Information etc.), For Profit (Industry Sponsered) or Other
1 USF department, institute, center, etc.
[] Subcontract
« 3 - Protocol Type
s s == = : el —aquire
3 © Close [ces (GLP)
Change History « Reviewer Notes
-4
Sl o Drop files in the textarea to upload
4 Carla Tortelli Response Required
i IACUC Change Request
Add a different funding type .
posted a month ago Ered by Moffitt
|
Reply
5
A
qd

3. Respond to each change requested. Some changes may require changing your answer to a
question in the SmartForm in addition to answering the note, click Reply.

elACUC Study Team User Manual- 12/4/2020



elAcUC Study Team User’s Manual Page 22

e{llose
Change History « Reviewer Notes
o Drop files in the textarea to upload
Carla Tortelli Response Required
IACUC Change Request

Add a different funding type
posted a month ago

Put response here.

Attach Files OK Cancel

4. Add your response in the text box, click OK and Close.

5. When the Study Staff have completed all of the requests in the application workspace, you will
need to Submit the requested revisions. The name of the activity will depend on who asked for
the revisions.

My Activities

sg | Submit Response to
IACUC

FT Withdraw

pr| Copy IACUC Study

After you have submitted your response, the application will no longer be displayed in your Inbox
because it has moved to the reviewer for further review. However, it will be listed under the IACUC tab
on your home page, where you can view a read-only copy.

Approval Letter

When the IACUC has approved your study, you will receive an e-mail notification of approval. The
approval letter will also be available in the study Workspace.

To view the approval letter in ARC:
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1. On your home page, click the Approved Studies tab.
2. Inthe Approved Studies folder click the study name.

Inbox IRB [IACUC Approved Studies Profile
Filter by 9 ID ¥ | | Enter text to search for m + Add Filter
ID Name = Date Modified  State
1S00006130 Q;E:EFSDEﬂCient Mouse Colony for Human-Derived Tumor 11/24/2020 2:50 PM 18. Approved
I1S00008413 MARIATEST REVIEWER NOTES MEETING MINUTES 11/24/2020 2:37 PM 18, Approved

11/14/2020 10:55

Pro00042377 Cl Tele-Rehabilitation AM Approved
1500008409 Maria TEST ARC PORTAL 9 UPGRADE 11/4/2020 11:36 AM  18. Approved
4 items page 1 of 1 10 /'page

3. Inthe study workspace, the summary panel will now display a link to view the Letter of
Approval. Click on file next to Letter of Approval.

Study: Immune Deficient Mouse Colony for Human-

Derived Tumor Explants

Additional Titles:

(150000612

- Development of adoptive Tumaor-Infiltrating Lymphocyte cell therapy with
improved anti-tumor properties and process development

- Enhancement of T cell activity to improve adoptive cell therapy

- NSG Mouse Models to Evaluate the Efficacy of TIL

Principal Investigator: Rebecca Secondary Study

Simms (P} Contact(s):

Jamie Blauvelt
Jennifer Morse
Amy Weber

Approval Date: 1/25/2019 Protocol Type: Murine Colony Only

Annual Renewal Date: 112312021 Letter of Approval: IACUC Letter for Study
IS00006130(0.01) '

3 Year Expiration Date: 112272022

History Attachments Modifications Continuations we
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Modifications and Continuations

After a study has obtained IACUC approval, you can create two sub-projects: modification and annual
continuation applications. The activity buttons to create these applications are available from your
approved study’s main workspace. You can access your approved study’s workspace under the
Approved Studies tab of your homepage (pictured above in the Approval Letter instructions).

Current State

18. Approved

[ 3 wview Study ]

[.E,l, Printer Version ]

[TE View Differences ]

My Activities
pr| Request Study Closure

pr| Copy IACUC Study

Mew Modification ]

[ E Annual Continuation ]

Workspaces for study sub-projects are similar to the initial study Workspace. After a modification or
annual continuation application has been created, it can be accessed in your Inbox until it is submitted
for review. Modifications and Continuations follow the same general procedure of the initial application:
1) study teams complete the SmartForm and 2) submit the application for review.

Modification

Modifications allow study teams to make changes to an already approved IACUC study. After creating a
new modification by selecting New Modification, you will be routed to the Modification Smartform.
There are two types of elACUC Modifications: Amendment and Procedural Change.
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«

Creatlng NEW IACUC MOdiﬁC atlon 4 Go to forms menu 0 Help

Modification Request for IACUC Study

= Only one modification request is allowed at any given time, 1.e: Modification 1 must be
approved, denied or withdrawn before Modification 2 can be created

1.1.1 * Please select the appropriate modification type:

Amendments to existing protocols are limited to:

« Anew or additional title

* Anew or additional funding source other than federal or major agency
sources

O Amendment « Achange in the certified research personnel other than Pl and
Surgeons

« Addition of another strain of the same species without a change in
procedures or an increase in animal numbers

Written IACUC approval is required prior to implementing any changes.

Procedural changes can include any amendment topic mentioned above and
other changes including a change in Pl or Surgeons, a change to major
funding source, a change to species, or any changes to the protocol which
remain within the scope of the original research hypothesis. Written IACUC
approval is required prior to implementing any changes

O Procedural
Change

Only one modification request is allowed at any given time, i.e: Modification 1 must be approved,
denied or withdrawn before Modification 2 can be created. Written IACUC approval is required prior to
implementing any changes to an existing IACUC study.

An amendment is limited to the following types of changes:

e Anew or additional title

e A new or additional funding source other than federal or major agency sources

e Achange in the certified research personnel other than Pl

e Addition of another strain of the same species without a change in procedures or an increase in
animal numbers

e An additional laboratory or a relocation of an existing laboratory for an approved activity
outside of animal facilities

Selecting the amendment type requires that you indicate which type(s) of change you are requesting
and will only allow edits to be made to these sections.

A procedural change can include any of the amendment types and any changes to the protocol which
remain within the scope of the original research hypothesis, and involve the original species. After
indicating a procedural change, you will be required to outline and justify all proposed changes. You will
then be routed to the Modified Study to make changes directly to the initial study SmartForm.
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As with initial studies, Modifications must be submitted to IACUC after the SmartForm has been
completed. Amendments are submitted directly to the IACUC via the Submit Amendment to IACUC
activity whereas Procedural Changes are routed to Veterinary Review via Submit for Veterinarian
Review.Only the Principal Investigator can submit the Modification to the IACUC for review.

Current State

1. Pre Submission

Edit Modification ]

[.E,l, Print-Friendly Modification ]

[TE View Differences ]

Pending Ancillaries

Mo Pending Ancillary Approvals

My Activities

gg | Submit Amendment to
lACUC

ss | Withdraw

My Activities

Submit Study for
Veterinarian Review

P-I I'u'rllnll ith Ij r E".l"."

pr| Copy IACUC Study

(Example Amendment)(Example Procedural Change)
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Continuation and Study Closure

Study teams are required to submit an annual continuation requesting the IACUC study remain open.
The Continuation SmartForm is much shorter than the other projects and only requires you indicate the
protocol will continue as approved. You can create a modification by selecting Annual Continuation

from the approved study’s workspace.

CIeatlng NEW IACUC Contlnuatlon 4 Go to forms menu eHeIp

Continuation of IACUC Animal Use Protocol

111 * Study Status:

. Protocol will continue as approved and requires IACUC Approval for Continuation

Clear

If you have completed all activities related to this protocol, or if the protocol will not be
activated, click the back button and select "Request Study Closure” to close the
protocol.

Animals ordered and maintained in support of this study cannot be used on or after the closure
date.

Animals maintained under a protocol scheduled for closure must be reassigned to an approved
protocol prior to the closure date. In the event any animals have not been appropriately
reassigned by the closure date, these animals will be placed in Comparative Medicine "care-
taker status”, not available for research use until resolution of non-compliance.

Wildlife studies are routed to an additional page in the SmartForm requesting details regarding the
number of animals encountered during the 12 month approval period. Once the SmartForm is complete,
submit the Continuation via the Submit Continuation activity.
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Current State

1. Pre Submission

[ E_ Edit Continuation ]
[_[% Printer Version ]
[ E.E View Differences ]
My Activities

55| Submit Continuation

[ss ) Withdraw

If you have completed your research or the study will not be activated, the Principal Investigator or
Secondary Study Contact should select the Request Study Closure activity on the study’s main

workspace.

Current State

18. Approved

[ B view Study ]
[.E. Printer Version ]
[ E.E View Differences ]
My Activities

pr| Request Study Closure

pr| Copy IACUC Study

The study team will need to indicate a reason for closure and for wildlife studies, the number of animals
encountered or used. IACUC staff will be notified that you have requested your study be closed and will

finalize the closure process.
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