Click Portal
IACUC Module

Protocol Submission
Guide

February 2018

s i

University at Buffalo
The State University of New York




Page left intentionally blank

IACUC Module - Study Submission Guide February 8, 2018, University at Buffalo



IACUC Module - Study Submission Guide

Table of Contents

What iS The ClICK POMTAI? ...ttt sttt et e s bt e sae e st st e e b e b ennee 4
FAX @ W[ \V, ToTe (] LR DY Yol o] o] o ISR 6
Getting @ CHICK ACCOUNT .. .uiiiiiiiiee et e e et e e s e te e e e e abaeeesstaeeesssaeeesanseeeesnnseeeennn 6
Logging iNTO the ClICK POItal ..cciieeieee it e e e e sbee e s e sabae e e enareeas 7

2 I (ol N VA=Y o] o FS OO PPPU PRSPPI 8
YAV ] o PSSR 8
TACUC SUDMISSIONS. ...ttt ettt ettt e sb e s it e e st e e s bte e sabeesbbeesabeesabeeesabeesabeesnnseesabaeesaseens 9
THE WOTKSPACE «..uvviiiiiiiee ettt ettt e ettt e e s et ee e e e sbt e e e e s bteeeesabeeeeesabeeeessbeeeesssteeeesnstaeesssraeessnses 10
Y AT o o T o 1P P PP O PSP PPPR PP 12

Filtering and SOMtiNG Data .......ccicciiie i ecieee ettt e et e et e e e e eate e e e e tte e e s e bteeeseabeeeeensseeeeanteseeantenesannsenas 14
LT T o= d D - - TSSO 14
(O Y= Yo V7 [Tt Tl a1 1 =T SRSt 15
Yol uu1aT- DT | - [T T P USRS USSP 15

Before YOU Create @ ProtOCOL. ... i i ettt st sttt bt e st e s b e sbeens 16
Plan OUL YOUE PrOtOCOI ...cc..eiiiiiiieteeee ettt ettt e bt e st st sttt e b e bt e sbe e saeesaeeearean 16
Understanding BUilding BIOCKS ........cccuiiiiieiiiie ettt ettt e et e e e eette e e e e tae e e e e sbteeeeeansaeaesnranaesanes 16
Check for EXisting BUilding BIOCKS........ccccuiiiiiiiiie ettt e et e et e e e et e e s enraee e eeareeas 17

Create BUIlAING BIOCKS. ......ueii ettt ettt e e e et e e e et e e e e e bt e e e s ebteeeeebeeeeeeseaeeeenseneaeasseeananses 18
Create @ RESEAICN TRAIM . ..ottt ettt st sttt et b e sb e s e e st e eneenreesneesnne e 18
Create TeaM SUDSTANCES. ......c.iiiieieeeeee ettt sttt r e b s s e e ene e reesneesnee e 19
Create TEAM ProCEAUIES........coci ittt ettt st st r e b e sbe e saeesareene e beesneesnne e 20

Create @ PrOTOCO] ..couiiiiiiiieee ettt ettt et ettt st e b et b e s be e s ae e s an e e n e r e e reesane e 24
BaSiC INFOIMATION c...eiieiie e st st st e b e b re e sre e s e es 24
Protocol TEAM IMEMDETS .....couiiiiiiieeieeee ettt ettt s e st st st e bt e bt e s beesmeesmeeenreennees 25

Adding INternal TEAM MEMDEIS .....ciiiiieiicciiee ettt et e e e e e e s bee e s e abae e e sabaeeeestaeesennsenas 26
Adding External TeamM IMEMDETS ....ccccuiiiiiiiiiiee ettt e e e e e e ree e e s ate e e e s abae e e entaeeeenareeas 26
FUNGING SOUITES ...vviiiiiiiee ittt e ettt e eette e e e ettt e e e ettt e e e eetaeeeesbteeeeebteeeesastaeeeastaeeeanstaeesastaeeeanssaeessnssneessnne 28
SCIBNTITIC AIMS ettt sttt et e bt e s bt e s he e st e st e e bt e b e e sbeesmeesaeeeane e beesneesanenas 29

IACUC Module - Study Submission Guide February 8, 2018, University at Buffalo



(o T] 10 01T o | £ T PP PP PO P PR PPPPPRROPORt 30
Procedure Personnel ASSISNMENT......cc.uiiiiiiiiii ittt et e e st e e s sbte e e s s bteeessbeeeessnreeessanes 33
SUPPOIEING DOCUMEBNTES .. e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e s eeeaeeeeeaeesassessensenanenens 34
SUBMItEING @ STUAY FOr REVIEW ...ceiieiiiee ettt ettt e e et te e e e e bt e e e e ebaeeesebtaeeesntaeeesanes 36
THE REVIEW PrOCESS. . ..eetieiieiiteiiteeie ettt sttt ettt et e b e s bt sa et et e et e bt e sbeesheesatesabe e b e e b e e beenbeesneesneesnrean 36
Clarification Requests/Modifications REQUIFET ..........cocviiicrieiciecciee ettt eree e r e v 37
Review the ReqUESE DELAIIS ......ccocuiiei e et e e e e e et e e e e sabae e e e bee e e eeareeas 37
RESPONA 1O REVIEWET NOLES.....cciiiiiiiiiciiee ettt e e e etee e e e etee e e e etae e e e eabaee e esabeeeeeanbaeeeesaseeeeennsenas 38
SubMit @ REVISEA PrOtOCOL ... ..iiuiiiiiietieieete ettt st s saee s 38
Assigning Additional Roles to Personnel on @ ProtoCol .........coccuieiivciiiiccciiee et e 40
FAE =4 I o I )4V PPNt 40
ASSIEN PrimMary CONTACE ....uiiiiiiiiiiiiiieeee ettt e ettt e e e e e s e st e e e e e s e s saabeaeeeeeessasssnbeaaeeeesssasassrenaeeens 40
MANAEE GUEST LIST ceiiiiiiiiiiiiiiie ettt ettt e e ettt e e e e e s s sttt e e e e e s s e ssabsbaeeeeessssasnsbsaaeeesssnsansnnns 41
FOIOW-0N SUDMISSIONS ....eeiiiiieiiieeiie ettt ettt ettt sttt e st e s bt e e s abe e s beeesabeesabeesabeeesabeessaeeseeesbeeenees 42
(O g LA TaY - T oI A g V=T oo [ o T=T o | PRSP 42
AMENAMENT SMATFOIM ..eiiiiiiiie ettt ettt e et e e s bt e sbeeesabeesbbeesabeesaseeesareenn 43

(o [T o= a8 d o[- o] o Yol o | PSPPI 43
Submitting the AMendment fOr REVIEW .......ooiiiiiiicciee ettt saae e 44
Creating an ANNUAL REVIEW .......uiiiiieiiee ettt et e e et e e st ae e e e s bt e e e e s abeeeesnnbeaeaenseeesennsenas 45
ANNUAl REVIEW SMArtFOIMS .. ettt st n e e e ee s 45
SUbMIttiNg the ANNUAI REVIEW.....ciiiiiiiie ettt et e e et e e e e aaae e e e abaaeeesanseeeean 46
Creating a Triennial (de NOVO) REVIEW ........coocuviiiieiiiiee ettt e et e e e e ate e e e e abe e e s enbaeesenreeas 47
Triennial REVIEW SMArtFOIMS ......oiuiiiieieee ettt ettt sttt be e b e st e eaee e e s 48

(e [T aT=d8 d o T 2 ] o oo | PSR 48
Submitting the TrieNNial REVIEW .........uiiiieiiie ettt e e e e e tae e e e ba e e e e abae e e e ansaeeean 49
REQUESTING ProtOCOI ClOSUNE........iiieeciieee ettt ettt ettt ettt e e e et e e e e e bt e e e e ebteeeeebteeeeesteeesenstasaesssenaesnnes 50

L Y=To LU A @ Lo YU T ¢ TN oo o o SRR 51

IACUC Module - Study Submission Guide February 8, 2018, University at Buffalo



What is the Click Portal?

The SUNY Pre-Award and Compliance System (PACS) is a multi-year collaboration created to

support investigators and students along with compliance and research administrative staff by

giving them a new administrative tool - the Click Portal.

Click will automate the submission, review, and approval processes while managing all major

administrative aspects of the research and compliance lifecycle - from proposal development

and submission through compliance checks, negotiations, award setup and award

management, to eventual project closeout.

This system integrates the following aspects of research administration into a single system:

Institutional Review Board (IRB)

Institutional Animal Care and Use Committee (IACUC)
Grants Management

Conflicts of Interest (COIl)

Research Agreements

Safety

Under the stewardship of UB’s Office of the Vice President for Research and Economic

Development, this platform will allow the University at Buffalo to achieve a new level of

uniformity and efficiency, while also producing valuable data analytics that can guide future

decisions.

UB is helping lead this SUNY-wide effort and was the first campus to implement the Click
Portal, beginning with the IRB module in Fall 2015.
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IACUC Module Description

The Institutional Animal Care and Use Committee (IACUC) must review and approve

all animal use protocols in order to maintain the University's high research standards. It
does so by following federal and state regulations, which reflect the professional
standards of ethical conduct governing the use of animal subjects in research.

The Click IACUC module provides a streamlined way for researchers to create and submit
protocols for studies involving animal subjects. It provides support for initial submissions,
amendments, annual reviews, triennial renewals, and semi-annual inspections. The
module also allows for the reporting of concerns involving the care and use of animals in
scientific and educational activities at the institution.

Getting a Click Account

Accounts have been created for all faculty and staff at the University at Buffalo in
preparation for campus-wide implementation of the Click Portal. Users will log into the
system using their UBIT Name and Password.

If your login attempt is unsuccessful, or you are a student participating on a research
team, please follow the instructions below to request an account:

1. Navigate to the UB Research Services: Training and Development webpage at
https: //www.buffalo.edu/research/research-services/training.html. Locate the
Click Portal Login area on the right of the page, and click on the registration link.

2. Complete the Request Account form at the bottom of the page, and then click the
Register button. Be sure to select the University at Buffalo as your Campus
Affiliation.

Request Account

If you need an account in this system, please apply by submitting your details
using the following form. You will be contacted once your setup is complete,

Please complete the following details
* First Name: Joe

* Last Name: Researcher

* Campus Email Address: jresearcher@buffalo.edu

Phone Number: 716-123-4567
Campus Login ID: jresearch
* Campus Affiliation: 030 University at Buffalo v
* Reauired

You will receive an email notification when your account has been activated.
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Logging into the Click Portal

1. Navigate to the UB Research and Economic Development page at

http://www.buffalo.edu/research

2. Locate the Quick Links section in the center of the page.

3. Click on the Click Portal Login link.

QUICK LINKS
UB Small Business

Innovation Award
Limited Submissions
UB SWIFT

Click Portal Login |

OnCore CTMS Login
SPS Approval Form
Click and OnCore Training

4. Enter your UBIT Name and Password in the fields, and then click the Log In

button.

Login Required

jresearch

.................

Leg In

IACUC Module - Study Submission Guide
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Basic Navigation

My Inbox

Each time you log into the Click Portal, you will be taken to your Inbox. This area of the
portal contains a list of all submissions that currently require you to take an action.

My Inbox is divided into two tabbed pages:

e Compliance Tasks - At present, this tab contains a list of your IRB, IACUC, and
Safety submissions that currently require you to take an action.

e SPO Tasks - At present, this tab contains a list of your Agreements and COI
Disclosures that currently require you to take an action.

Compliance Tasks [ESREEH

My Inbox

Filter by & ID v | Go || Clear | Advanced
D Name Date Created = Date Medified State
STUDY00000083 Test Email 2/2/2016 11:02 AM 3/28/2016 3:02 AM Pre-Review
STUDY00000084 Test of email to Tom 2/2/2016 11:11 AM 3/28/2016 3:01 AM Pre-Review
STUDY00000112 MLW Test Study 3.25.2016 3/25/2016 3:01 PM 3/25/2016 3:01 PM Pre-Submission
030RAD00000023 DRP test 2/26/2016 9:21 AM 2/26/2016 9:21 AM Pre-Submission
030BIO00000060 Joann Crocco2 2/5/2016 1:45 PM 2/5/2016 1:45 PM Pre-Submission

b b i b [

030RAD00000004 IJCTEST 2/2/2016 2:30 PM 2/2/2016 2:44 PM Pre-Submission

o

items < page 1 of1 1

The listings within My Inbox can be sorted by using the Filter by option. This option will
allow you to search by ID number, Name, Date Created, Date Modified, or State.

To determine what type of action you need to take on a submission, look at the State
column; see the chart below for an explanation of the action required for each State.

IACUC Submissions in My Inbox

Explanation

Pre- The submission has been created but has not yet been submitted to the IACUC for
Submission |review. Complete the submission as necessary and submit it to the IACUC to start the
review process.

Clarification |The submission has been administratively pre-reviewed by the IACUC Office and
Requested |comments must be addressed before the study can progress to Committee Review.
(Pre-Review) [Revise the submission form as needed, and resubmit it to the IACUC.

Modifications | The submission has been reviewed by the IACUC and modifications must be made before
Required the IACUC can approve the submission. Revise the submission form as needed and
resubmit to the IACUC.

IACUC Submissions that will NOT be in My Inbox

e Submissions that are currently under review by the IACUC
e Approved submissions
e Closed submissions
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e To open a submission, click on its Name. When you open a submission, you will be
brought to its Workspace.

e You can return to My Inbox at any time by clicking the My Inbox link in the Header
at the top right corner of the screen.

Principal Investigatorl | My Inbox Logoff

IACUC Submissions

You may havigate directly to the IACUC module by clicking the IACUC tab in the navigation
menu at the top of the screen.

% University at Buffale 17i¢ State University of New York

Home Courses Agreements COl Facilities Grants IACUC IRB Safety

The IACUC Submissions area is divided into five tabs:

In-Review | Active | Archived | All Submissions

Filter hvﬂl Name v|| Go Clear  Advanced

& Name

e Research Teams - This tab lists all of the Research Team(s) that you are currently
a member of.

¢ In-Review - This tab lists all of your IACUC submissions currently under IACUC
review. This includes submissions in the Pre-Review, Designated Review,
Committee Review, and Post-Review states.

e Active - This tab lists all your currently approved IACUC submissions.

e Archived - This tab lists all your archived/closed IACUC submissions. This includes
submissions in the Discarded and Closed states.

e All Submissions - This tab shows all your submissions, regardless of state.
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On the left side of the screen, you will see links to Activities you can perform, as well as
Shortcuts to other areas of the module.

Activities:

¢ Create Concern - Create and submit an animal welfare
Concern to the IACUC. Create Concemn
Create Research Team
e Create Research Team - Create a Research Team; a group
of individuals who will be listed as team members on an
animal protocol.

Create Protocol

¢ Create Protocol - Generate a new animal research protocol, which can be
completed and submitted to the IACUC for review.

Shortcuts:

e My Inbox - Return to your My Inbox page.
My Inbaosx
¢ Help Center - Manuals and guides to assist you in working
in the IACUC module.

Help Center

Submissions

e Submissions - See all Research Teams that you are a Concerns
member of, and all of your IACUC submissions.
Reports
e Concerns - See a list of all animal welfare Concerns you Library

have submitted to the IACUC and a list of any deficiencies
related to your projects.

e Reports - Generate Reports on any submissions that you have made to the IACUC.
e Library - View IACUC policies, Laboratory Animal Facilities (LAF) SOP’s, and

download copies of template documents that may need to be uploaded to your
protocol submission.

The Workspace

Click on the Name of a protocol to open the study. Once you open a study, you will be
taken to the Study Workspace.

The Study Workspace allows you to:

¢ View the study contents and details, including all actions that have been
performed on it

e Perform actions on the study

IACUC Module - Study Submission Guide February 8, 2018, University at Buffalo
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Top 030pi01 Smith | My Inbox | Logorde== Header
Navigation ==ptome Courses  Agreements COI  Facies Grants IACUC |RB  Safety

Breadcrumb wep 1acuc > Recpiratory Infections Research - MLW > MLW Prevention of RM

Navigation .
PROTO0201700269:MLW Prevention of RM
) Principal Investigator: 020pi015mith Letter: None
My Current Actions Submission type: Mew Protoccl Application Protocol type: Experimental Research
View Protocel Primary contact: Admin office: IACUC University at Bufl
- = IACUC coordinator: 020iacucclllones
Printer Version L
Veterinarian:
View Differences PI proxies:
. Assion PI Pros Clarifications. Clarifications Modifications
ssign rosey Requested Requested Requinsd
Activities e ii} Manage Guest List
Resource
*Q Manage Related Safety Experiments | Documents | Reviews | Reviewer Notes | Contacts | Snapshots < Tab
, abs
Protocols
y Add Comment Filter I’Vo Activity w | Go Clear Advanced
L
= Activity Author
e Withdraw r" Changes Made Jones, 030iacuccll
® Discard r’ Changes Made Jones, 030iacuccOl
ﬁ Copy Submission ch Mmad ] 020 o1
anges Made ones, iacucc -
L. ‘J s Activity
—_—
My Inb Histor
y Tnhax . Coordinator Assigned Jones, 030iacuccll y
Help Center -
Assi d to 030i 013
Shortcuts Submissions [ Assigned to imcucc anes
= Submitted Smith, 030pi01
Area Concerns * e
Reports el Protocol Created Smith, 030pi01
[ <
Library
-—

The key elements in the Workspace are:
e Header - Links to your profile and My Inbox, and lets you log off
e Top navigation menu - Links to the different modules within the Click Portal

¢ Breadcrumb navigation menu - Lists the hierarchy of pages and enables you to
move quickly to a previous location

e Activities - Actions that can be taken based on a submission’s current State and
your assigned role within the module

e Resource tabs - Collected information regarding the submission
e History - Actions taken previously on this submission

e Shortcuts - Quick links to other frequently used areas of the module
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SmartForms

To open a protocol from its Study Workspace, click on the Edit Protocol button.

NoOTE: This button may also be labeled View Protocol,
dependent upon the State of the submission you are opening.

Protocols are comprised of several pages known as SmartForms. They are referred to as
‘smart’ because the portal will branch to add additional forms to your protocol based on
your responses to questions on the pages.

Click:

Continue >>

Basic Information @

1. Titla of protacal

2. Short title:

3.% Nan Scientific Summary of Research: &

The key elements in the SmartForms are:

e The Continue and Back buttons will move you forward or back one page in the
protocol; the Continue button also saves your work.

e The navigation bar at the top and bottom of each page will allow you to perform
the following actions:

o Save - Saves your work for the current page
o Exit - Exits the protocol and returns you to the Workspace

o Hide/Show Errors - Performs a check on every page within the protocol to
ensure that all required fields have been completed

o Jump to: - Allows you to see and navigate to all pages within the protocol
¢ Anyitem on a SmartForm that has a red asterisk (*) next to it is a required field.

e Clicking on the blue icons ( &# ) next to items will open a window that will offer
assistance with completing the field.

IACUC Module - Study Submission Guide February 8, 2018, University at Buffalo
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Filtering and Sorting Data
Many pages contain tables you can filter and sort to help you find the data you want.

o Filtering reduces the list to only the data that meets the criteria. The advanced filter
lets you combine multiple filter criteria together.

e Sorting displays the data in ascending or descending order by a particular column.

Filtering Data

1. Select the column to Filter by from the drop-down menu. The menu lists only the
columns you can Filter by.

Filter by & 1D v] | Go | | Clear | Advanced

Name
Date Created

NOTE: To combine multiple filter criteria, such as ID number,
Name, and Date Created, use the Advanced Filters.

2. In the next box, type the beginning characters for the items you want to find. If you
do not know the beginning characters, type a % symbol as a wildcard before the

characters.
Examples:
e 71 shows all items beginning with 71

e %71 shows all items containing 71 in any position

v |97 || Go || Clear | Advanced

Filter by & | ID

NoOTE: For examples and a list of operators you can use, click the Help icon.

Filter by| < | Protocel ID v

3. Click Go to apply the filter. The table shows only those rows that are an exact match.
If you do not see the expected items in the list, click Clear in the Filter by area to

remove the filter.
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Using Advanced Filters

1. In the Filter by area, click Advanced.

Filter by & 1D hd | Go | | Clear
2. Enter filter criteria as explained in the previous section. To add criteria, click Add

Another Row.

3. Click Go to apply the filter. The table shows only those rows that match all the filter
criteria.

Sorting Data

Click the column header you want to sort by. Click it a second time to reverse the sort
order. The arrow indicates the column by which the data is sorted and the sort order,
either ascending (up arrow) or descending (down arrow).

Filter by & 1D LA Go | | Clear | Advanced

1D Name Date Created IEI Date Modified I

NOTE: If the column header is not a link, you cannot sort by that column. ‘
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Before You Create a Protocol

Plan Out Your Protocol

e Consider the research (science), reasons for performing the research, and potential
scientific benefits from it.

e Determine what individual researchers will need to be listed on your protocol.

e Determine the experiments you will perform and the number of animals required.
e Determine all specific substances you will administer to live animals.

e Determine all specific procedures you will perform with live animals.

e If any substances you will use will be of non-pharmaceutical grade, locate the Non-
Pharmaceutical Grade Form in the IACUC Library. This form must be downloaded,
completed, and uploaded to the Create Procedure SmartForm when requested.

e If the work is grant-funded, locate the Specific Aims and Vertebrate Animals
sections (or their equivalents) of your grant(s). These documents must be uploaded
to the Protocol SmartForm in the Funding section so that the IACUC may perform a
grant congruency review.

e Locate the Enrichment Checklist in the IACUC Library. This form must be
downloaded, completed, and uploaded to the Protocol SmartForm in the
Supporting Documents section.

Understanding Building Blocks

The diagram below shows the concept of Building Blocks. Once they are set up, you can
create your protocol.

Substances & Procedures Library Research Team

Create / R E \
substances Create procedures Create protocols with
experiments
*Team procedures can have one or more
team or standard substances

*Experiments can have one or more
team or standard procedures

w1
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e First, create a Research Team. Each Research Team will then have Substances,
Procedures, and Protocols associated with it.

e Next, check the Substances tab for any pre-existing Substances required for your
protocol experiments (see Check for Existing Building Blocks). If they are not in the
library, you will need to create them.

e Then, check the Procedures tab for any pre-existing Procedures required for your
protocol experiments (see Check for Existing Building Blocks). If they are not in the
library, you will need to create them.

Check for Existing Building Blocks

1. Click the IACUC tab in the navigation menu.

2. On the Research Teams tab, you will find a list of In-Review | Active | Archived | Al Submissions

all the Research Teams you are a member of. - <= | IS
. . « Name
Click on the desired Research Team’s Name. If oo Aesesrch Taam
you do not have a Research Team listed, please L Tring Research Team
Resp Infe Research - JE
see Create a Research Team. reiratory infectens azasch - Bain
Respiratory Infections Research - PLE
Respiratory Infactions Ressarch ME
7 items
3. You will now be in this research team’s
Workspace. Click the Procedures tab to view all Procedures currently available to
you. Do the same for Substances (on the Substances tab).
% History Research Team Contacts Archived Procedures Archived Substances | Training
Filter by @[ Name o Go | Clear Advanced
& Name Execute Activity Date Modified Species
Administer RM Virus Actions~ 4/2/2017 11:15 AM Maouse
Administer RM Virus - Copy Actionsw 4/3/2017 11:18 AM Mouse
Administer Vaccine (Killed) Actionsv 1/6/2017 10:33 AM Mouse
Administer Vaccine (Live] Actionsv 1/6/2017 10:32 AM Mouse
Administration of Buprenorphine Actions= 1/6/2017 10:33 AM Deer
Administration of Buprenorphine Actionsv 1/6/2017 10:32 AM Rabbit
Administration of Buprenorphine Actions= 1/6/2017 10:33 AM Rat
Administration of Buprenorphine Actions¥ 1/6/2017 10:32 AM Mouse

4. If the needed Substance or Procedure already exists, review its details to ensure
that it is what you need. To do this:

My Current Actions

a. From either the Procedures or Substances tab, click the item’s

Name. / View Procedure

. . . ) . Printer Version
b. You will now be in the item’s Workspace. Click View Procedure

or View Substance on the top left hand side of the screen to View Differances
review the item’s details.

5. If you cannot locate pre-existing Substances and/or Procedures that meet your
needs, please see the next section for information on how to Create Team Substances
and Create Team Procedures.
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Create Building Blocks

Before you create a protocol, the Building Blocks for a protocol must be created in a specific
order:

1. Create your Research Team
2. Create Team Substances

3. Create Team Procedures

If the system does not already contain the particular Substance or Procedure that you need
for your protocol, you will need to create it yourself. Once created, it will be saved and can
be used again in any of your Research Team’s future protocols. It will not be viewable or
available to anyone who is not on the Research Team.

Create a Research Team

Create Concemn

/I Create Research Team I
Create Protocol

1. Click on the IACUC tab in the top navigation menu.

2. Click the Create Research Team button.
3. Complete the SmartForm, paying special attention to the fields listed below.

NOTE: Required fields are marked with an asterisk (*).

Research Team Information

1. * Research team name:
[ |

2. * Principal Investigator:

| Select..,

3. Team members; &
Add

Name Role Involved in Animal Handling
There are no items to display

4. Team default species: ¥

Select..,

e Enter a Name for the Research Team. The Name should easily identify this
specific Research Team to you. The IACUC will be able to view all Research

Team Names.

e Click the Select button to assign the Principal Investigator (Pl). Select the PI,
and then click OK.
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e Click the Add button to select Team Members.
i. Click the Select button, and enter the individual’s Last Name.
ii. Click the Go button.
iii. Select the appropriate person, and then click OK.
iv. Indicate whether the person has an animal handling role.
v. Indicate whether the person is authorized to order animals.
vi. Check the person’s Role(s) in the research.
vii. Click OK if you are finished, or OK and Add Another to add more

members.

NOTE: You do not need to add the PI as a Team Member.

e C(lick Select to identify a Team Default Species.
i. Enter the Common Name for the species, and then click Go.
ii. Select the appropriate Species, and then click OK.

4. Click the OK button. The Research Team will now appear on the Research Teams
tab.

Create Team Substances

1. Click on the IACUC tab in the top navigation menu.

2. Select your desired Research Team from the Research Teams tab.

3. From the Research Team Workspace, click on the Substances tab. All Substances
currently available to this Research Team will display.

If you need to create a Substance specific to your own Research
Team, you will need to create it yourself. Substances you create
will be labeled as Team under the Scope column and are only

viewable and available to your specific Research Team. Create Protocal

My Current Actions

Edit Research Team

Create Procedure

4. To create a Substance, click the Create Substance button. \I

Create Substance
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Required information fields are marked with an asterisk (*)

Substance Information

* Name:

* Substance types: (select all that apply)
D Analgesic

O Anesthetic

O Antibiatic

D Antifungal Agent

D Anti-Inflammatory
Bacteria

Bioclogical Hazard
Carcinogen

Cell Line

Chemical Agent
Chemical Hazard
Controlled Substance
Feed Additive

Fluid Support

Non Pharmaceutical Grade
Paralytic Agent
Parasite

Pesticide
Pharmaceutical Grade
Radioactive Agent
Radioisctope

Sedative

OooOoOooooOooooooooood

Toxicant

* Is this a hazardous agent: OYes ONO

4. Supporting documents: 9

Add

Document Name
There are no items to display

e Complete the SmartForm.

Clear

e When done, click Finish. You will be taken back to the Research Team

Workspace. The new Substance you created will now be available when you

create a Procedure.

Create Team Procedures

1. Click on the IACUC tab in the top navigation menu.

2. Select your desired Research Team from the Research Teams tab.

IACUC Module - Study Submission Guide
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3. From the Research Team Workspace, click on the Procedures tab. All Procedures
available to this Research Team will display.

If you need to create a Procedure specific to your own Research Team, you will need
to create it yourself. Procedures you create will be labeled as Team Procedures under
the Scope column and are only viewable and available to your specific Research

Team.

¢ |f the Procedure you require is already listed in the procedure library, but

could be made more appropriate by making a few minor changes, you can use

the current Procedure as a template to create a new Procedure. Click the Exit

button to return to the workspace and then click Copy Procedure.

Enter a new Name for the Procedure.

Select the applicable Research Team and click the OK
button.

Click the IACUC tab, and then select your chosen Research
Team from the Research Teams tab.

Click the Procedures tab and locate the copy by its Name.
Click on the Name.

Click the Edit Procedure button, make the necessary

changes, and then click Finish.

o The new Procedure will now be available when you create your

protocol.

e If the Procedure you require is not listed, proceed to Step 4. My Current Actions

Edit Research Team

4. To create a Procedure, click the Create Procedure button. \.I Create Protocol

Creafte Procedure

Required information fields are marked with an asterisk (*) Cioats Subaiance
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Procedure Identification

1.7

2.7

3.7

4.

Name of the procedure or surgery:

Select procedure type: @
O Antibody Production

(") Behavioral
O Euthanasia
() Food or Fluid Restriction
O Identification
() Live Tissue Collection
O MNon-Surgical Procedure
O Non-Survival Surgery
O Prolonged Physical Restraint
O Substance Administration
O Survival Surgery
(") Other

Clear

Specias:

22

Select..

* Will administering this procedure cause any more than momentary pain and/or distress? O‘f’es OND

Complete the SmartForms.

o Note that your answers may trigger other questions or pages to be

added to the SmartForms for completion. For example, if for Question

2. Select procedure type you select Behavioral, the Behavioral

Procedures page is added to the SmartForms.

When done, click Finish. You will be taken back to the Research Team

Workspace. The new Procedure you created will now be available when you

create a protocol.

IACUC Module - Study Submission Guide
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Create a Protocol
To begin the process of creating a Protocol, please complete the following steps:

1. Click the IACUC tab in the top navigation menu.

2. Select your desired Research Team from the Research Teams 'Y “urrent Actions

tab. Individuals listed in this Research Team will be imported B

into the personnel section of the Protocol you create./,l Pm———

Creale Procedure

3. Click the Create Protocol button.

Create Substance

The sections below will provide step-by-step information on some of the

general SmartForms you may be asked to complete as part of submitting a new protocol to
the IACUC for review. The directions below assume that all needed Research Teams,
Substances, and Procedures have already been created.

Basic Information

CI]Ck New: ClickI ACUCSubmission

& Huron salution

<< Back Savm Print. Continue >>

Basic Information @

1, * Title of protocok

[

* Short title:

# Non Scientific v of Research: &

w

4. * Principal Investigator:
020pi01 Smith | Selectu. Clear

5. * What is the intention of the animal pruto:ol?l'
() Braading Only
() Experimental Research
() Field Research
() Holding Protacol
() Teaching/Training

Clear

<< Back Save Prirt... Continue >>
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Enter a Title for the protocol. This will be the official Title of the protocol and should
include the name(s) of any grants associated with the protocol.

Enter a Short Title for the protocol.

NoTE: The Short Title becomes the Name of the protocol in Click;
be sure to make this unique across your projects.

Enter a brief Non-Scientific Summary of Research, for the protocol. This section
must be written in layman’s (non-technical) terms, such that a non-scientist would be
able to understand what you are doing.

By default, the protocol creator will be listed as the Principal Investigator (Pl). If
you are entering a study for another individual who will be serving as the Principal
Investigator, please do not change this field to that person’s name until you have
completed all of the SmartForms and are ready to have the PI submit the protocol for
review. Unless you have been previously assigned by the Pl as a Pl Proxy (see Assign a
Pl Proxy), you will not be able to further write or edit the protocol if you are no
longer listed as PI.

Select the Intention for the protocol.

NoTe: Depending on the specific Intention you select,
subsequent pages of the SmartForms will be added or removed.

Click the Continue button to save your work and move to the next page within the

SmartForms.

Protocol Team Members

<< Back

Protocol Team Members
1. Identify each additional person involved in the design, conduct, or reporting of the research: &
Add

Name Role Involved in Animal Handling
030piL4 Smith Biostatistican yes

030piL5 Smith Researd h Assistant yes

T - Protocol Team Members «

Authorized To Order Animals E-mail phone
no

PACSTEST@rfsuny.org Delete
yes PACSTEST@rfsuny.arg Delete

Date Modified

T - Protocol Team Members

The default list of personnel displayed will reflect the individuals included on the selected
Research Team, but individuals can also be added or deleted from this page. If a required
UB individual is not showing up in the search, see Getting a Click Account.

There is no need to add the Principal Investigator to the Protocol Team Members page,
as the Pl was already listed on the Basic Information page.
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Adding Internal Team Members

1. To add internal team members (UB or UB affiliates), click the Add button.

e Begin typing the individual’s last name in the Protocol team member
field. If the last name is very common, you may have to type a comma
followed by the first name. You can also sort through an alphabetical
list by clicking the Select button.

NOTE: Most people with active UBIT accounts who have been employed in any capacity at UB
(including graduate students on RA/GA/TA lines) will be accessible as internal personnel.

¢ Indicate whether or not the team member is involved in the handling of
animals.

e Indicate whether or not the team member is authorized to order
animals.

e Select the individual’s Role(s) in the research. If a specific Role is not
in the list, please select the closest match.

e Click the OK button. If you have additional team members to add, you
may click OK and Add Another to repeat the process.

Adding External Team Members

1. If any non-UB individuals will be involved in the work, enter them here. This is
rare. To add external team members, click the Add button.

¢ You will need to upload a separate document for each external team
member, providing the same information as is provided for internal
team members. Click the Choose File (or Browse) button to locate the
file.

¢ In the file, indicate the individual’s name, their role on the study,
whether or not they will be involved in animal handling, whether or not
they are authorized to order animals on the protocol, their email
address, and their phone number. Provide a brief synopsis of their
experience and qualifications for working with live animals in relation
to this study.

Collaborators who will be covered under their own institution’s IACUC
do not need to be added as external team members.

e Enter a Title for the document - use the person’s name as the title
(e.g., John Doe).

e Click the OK button. If you have additional external team members to
add, click OK and Add Another to repeat the process.
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NOTE: External team members will need to obtain a UBIT account in order to log
into Click if they need electronic access to the protocol.

These individuals will need a volunteer appointment from your department.
Please contact support@research.buffalo.edu for more information.

After you have finished adding team members, click the Continue button to save your
work and move to the next page within the SmartForms.

IACUC Module - Study Submission Guide February 8, 2018, University at Buffalo
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Funding Sources

<= Back Seve | Exit | Hise/Shom Emers | Priet. | JumpTo: - Funding Sources =

Funding Sources

1. Identify each organization supplying funding for the protocol: &

ems to display

ol team members whe have a financial interest in this research; 0

1. If you anticipate funding for the study, click the Add button.
e Click the Select button.

e Enter the Name of the organization. Please do not use abbreviations (e.g.,
NIH); type the Name using complete words.

NoTE: If you have NIH funding, please list the specific institute
(e.g., “National Institute of Allergy and Infectious Diseases,” instead of just “NIH”).

e C(Click the Go button.

e Select the Name of the appropriate organization.

e C(Click the OK button.

NoOTE: If you cannot locate the Name of the organization using the search tool,
please click the Cancel button. Then enter the Name of the organization
in the Name field, and indicate its Type.

e Enter the Sponsor’s funding ID number, if known.
e Enter the Grants office ID number, if known.

e For each grant, the Specific Aims and Vertebrate Animals sections (or
their equivalents) should be included as attached files; click the Add button
to attach them. The IACUC Office needs this information in order to
perform a congruency review between the procedures as described in the
protocol and the procedures as described in the grant.

NoOTE: Name the documents as you want them to appear in the approval letter. ‘

e Click the OK button once more to close the window.

e |f there are additional funding sources, please repeat the process above to
add them.

2. Indicate if any personnel listed on the protocol have a financial interest in this
research.
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Financial interests in a research project usually occur where there will be a tangible
product related to the research, as opposed to merely generating knowledge to be
published. It also occurs when there is corporate sponsorship of a study.

Click the Continue button to save your work and move to the next page within the
SmartForms.

Scientific Aims

<< Back

Scientific Aims

1. # Scientific aims of the research: &

2. * Significance and benefits of the research: &

<< Back

1. State the scientific aims of the research. What are the goals and objectives?
2. State the significance and potential human/animal health benefits of the research.

Click the Continue button to save your work and move to the next page within the
SmartForms.
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Experiments

Edit: ClicklACUCSubmission - PROTO201700291

<< Back Save | Exit | Hide/Show Errors | Print... | Jump To: - Experiments ~ Continue ==

Experiments @
If the procedure is not yet created: Create Procedure

Important! Make sure you assign your new procedures to the appropriate experiments.

1. © Define the experiments to be used in this protocol (experiments should include Breeding, Identification and Genotyping Procedures and Euthanasia):
Add

Name Species USDA  Count  Count by Pain Category Common Procedures Variable Procedures Variable Description
There are no items to display

<< Back Save | Exit | Hide/Show Errors | Print... | Jump To: - Experiments ~ Continue ==

NoTE: All Procedures must have been previously created before you can assign them
to the Experiments you create in the protocol. See Create Team Procedures for instructions.

1. Click the Add button.
e Enter a Name for the Experiment.

e Click the Select button to choose the appropriate species for the Experiment,
and then click OK. There can only be one species per Experiment.

e Describe the Experiment. What will happen to the animals? Include animal
characteristics such as age, weight, and sex.

e Enter a scientific justification for the purpose of this experiment. How is it
necessary to your research goals?

e Click the Add button to select Common Procedures; procedures which all
animals in the experiment will undergo.

For example, a euthanasia procedure that all animals will undergo or a special
diet all animals will receive would be considered a Common Procedure.

o Select the appropriate Procedure(s).
o Click OK.

e Click the Add button to select Variable Procedures; procedures which only
some animals in the experiment will undergo.

For example, a surgery only performed on one group or a substance
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administration procedure where the doses vary across animals would be
considered a Variable Procedure.

o Select the appropriate Procedure(s).

o Click OK.

e List the variables of the Experiment. What items will change across groups?
Examples include agents (substances), dosages, concentrations, routes, and
frequency.

e Describe the variations applied to the procedures you added. For example, for
a substance administration procedure where the dose (variable) will differ
across animals, list the dose along with the number of animals that will receive
each dose.

e Describe the timing so that the IACUC can understand the time points of the
experiment. In what order will the procedures occur?

e Enter the total number of animals to be used in this experiment.
e Of the total number of animals to be used in this experiment, how many

animals will be in each Pain Category? Only count each animal once, in its
highest expected Pain Category.

eAnimals being bred, acclimatized, or held for use in teaching, testing,
experiments, research, or surgery but not yet used for such purposes.

Pain eNon-invasive observation of animals.
Catego ry Examples:
B eBreeders that are not genotyped and not used experimentally

*Observation of animal behavior in the wild without manipulating the animal or
its environment

eAnimals that are subject to research-related procedures that cause no pain or
. distress, or only momentary or slight pain or distress, and do not require the
Pain use of pain-relieving drugs.

Category
C Examples:

*Breeders that are being genotyped
eAnimals receiving a peripheral injection
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*Animals subjected to potentially painful or stressful procedures for which they
receive appropriate anesthetics, analgesics, tranquilizer drugs, or euthanasia.

Examples:

eAnimals undergoing surgery (survival or non-survival)
eRetro-orbital blood collection

eInduced infections or antibody production

*Animals subjected to potentially painful or stressful procedures that are not
relieved with anesthetics, analgesics, tranquilizer drugs, or euthanasia.
Withholding anesthesia/analgesia must be scientifically justified in writing and
approved by the IACUC.

Examples:

*Any procedures for which needed analgesics, tranquilizers, sedatives, or
anesthetics must be withheld for justifiable reasons

eResearch that requires continuation after clinical symptoms are evident
without medical relief, or require death as an endpoint.

e Click the Add button to identify any husbandry exceptions you require in this

experiment (e

.g., no enrichment, food/water restriction, special diet, special

life cycle, single housing, etc.).

o Select an Exception Type.

o Enter a scientific justification for the Exception.

o Click the OK button. If you have additional Exceptions to add, click OK
and Add Another to repeat the process.

e To add a supporting document, click the Add button.

Note: It is not necessary to upload anything to the Supporting Documents
section here if you do not have any additional information to provide.

o Click the Choose File (or Browse) button to locate the file.

o Enter a Name for the document.
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o Select a Category from the drop-down menu.

o Click the OK button. If you have additional forms to add, click OK and
Add Another to repeat the process.

2. Click the OK button. If you have additional Experiments to add, click OK and Add
Another to repeat the process.

Click the Continue button to save your work and move to the next page within the
SmartForms.

Procedure Personnel Assighment

Edit: ClickTACUCSubmission - PROTO201700082
<= Back Sawe | Exit | Hide/Show Errors | Print... | Jump To: - Procedure Personnel Assignment - Continue ==

Procedure Personnel Assignment @

1. * Select the team members who will be performing each procedure:
Procedure Species 1s USDA Species Team Members
There are no items to display

Team member training:

Filter by | First Name v|| Go Clear | Advanced

First Name Last Name Training
030pi07? Smith Mo training data to display

1. Click the Update button to the left of a Procedure.

o Select the Research Team Member(s) who will be performing the Procedure.

o Click OK.

2. Repeat Steps 1-3 for any remaining Procedures.

Note: You will see a Team Member Training section on the bottom half of this page.
There are no fields to complete in this section of the page.

In the future, the Click Portal will automatically update training
information for each Research Team Member listed on this page.
This section is for informational purposes only.

Click the Continue button to save your work and move to the next page within the
SmartForms.
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Supporting Documents

Click

& Huron solution

You Are Here: MLW Manual 3.28.16

<< Back

Supporting Documents @
Attach supporting files, naming them as you want them to appear in the approval letter:
Add
Document Category Date Modified
There are no items to display
Suggested attachments:

» Completed checklist of meeting Department of Energy requirements, if applicable
» Other study-related documents not attached on previous forms

<< Back

1. To add a supporting document, click the Add button.

o Click the Choose File (or Browse) button to locate the file.

it | Hide/Show Errors | Print... | Jump To:  Supporting Documents ~

Document History

o Supporting Documents that were uploaded on other pages do not need to be

added again here.

o Please upload the Enrichment Checklist on this page. You can locate the
checklist document in the Library, on the Checklists tab. Complete the
checklist concerning the animals on this protocol. When uploading the file,

please name the document Enrichment Checklist.

o If you are conducting a Field Research protocol, upload copies of all your
required permits to the Supporting Documents section.

« Enter a Name for the document. Name the document as you want it to appear in the

approval letter.

» Select a Category from the drop-down menu.

o Click the OK button. If you have additional forms to add, click OK and Add Another

to repeat the process.

After you have finished adding supporting documents, click the Finish button to save your

work.

You have now completed your protocol! When you click the Finish button, you will be
returned to the Study Workspace. If you need to further edit your protocol prior to
submission, click the Edit Protocol button on the top left of the screen, under My Current

Actions.

Please see Submitting a Study for Review.

NOTE: At this point, your protocol has not yet been submitted to the IACUC for review.
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Submitting a Study for Review

In order to submit the submission to the IACUC for review, the Principal Investigator (or a
user designated by the Pl as a Pl Proxy (see Assign Pl Proxy) must complete the following
actions, from the Study Workspace:

1. To submit your study for review, click Submit under My Current Actions.

The Click Portal will run a brief check to ensure that all of the required fields
have been completed within the SmartForms.

e |f an error appears, click the link(s) and update any required fields that
were missed. Save your changes, Exit the protocol’s SmartForms, and
then click the Submit button again.

e |f there are no errors, a statement will appear in the window.

2. Read the statement and then click OK to submit the study for review. You do
not need to include any Comments or Supporting Documents if you have no
further information to provide.

3. After you submit, check to ensure that the following things have occurred:

e The Status Bar in the upper-left corner of the Workspace has now changed
from Pre-Submission to Pre-Review.

¢ The highlighted state in the workflow image at the top of the page is now
Pre-Review.

e On the History tab, the most recent action is Submitted.

Review
Clarifications Clarifications Modifications
Requested Requested Required

The Review Process

Congratulations - your protocol has now been submitted to the IACUC for review!

Submitting a protocol to the IACUC initiates a series of activities that will include:
e Administrative Pre-review by an IACUC Office staff member

e Review by the Full IACUC Committee and/or a Designated Reviewer
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Any of these reviews may lead to a request for the study team to take further action, such
as providing clarifications or modifying the study. Whenever the study team needs to act,
the PI and any personnel the PI has designated as Primary Contact (see Assign Primary
Contact) receives an email notification and the study appears in My Inbox for all study
team members when they log in to the Click Portal.

Clarification Requests/Modifications Required

At points during the review process, clarifications and/or modifications may be requested
from the study team.

¢ Clarification Requested State

If the IACUC Office has questions or requires you to change your submission prior
to Committee Review, the Pl and any user(s) the PI has designated as a Primary
Contact for the protocol will receive an email notification. The protocol will also
appear in My Inbox for all Research Team members. The submission will be in the
Clarification Requested (Pre-Review) state, since it now requires an action.

¢ Modifications Required State

If the IACUC Committee has questions or requires you to change your submission
prior to approval, the Pl and any user(s) the PI has designated as a Primary
Contact for the protocol will receive an email notification. The protocol will also
appear in My Inbox for all Research Team members. The submission will be in the
Modifications Required state, since it now requires an action.

The PI (or Pl Proxy) is responsible for making any changes necessary, and for responding
to the request.

Review the Request Details

1. To respond to a request, either click on the link embedded in the email
notification or navigate to My Inbox and locate the study with the status of
Clarification Requested. Click on the study’s Name to open it.

2. On the History tab of the submission’s Workspace, find the Clarification by Pre-
Reviewer Requested or Modifications Required activity. Clicking on this will show
you the comments that need to be addressed.

Alternatively, you can navigate to the Reviewer Notes tab of the submission’s

Workspace to view a list of the changes requested (in Click, comments are known
as Reviewer Notes).
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Respond to Reviewer Notes

1. If you are on the Reviewer Notes tab of the submission’s Workspace, click the
Jump To: link to edit the submission in response to the comments. You will be
brought directly to the relevant protocol page. Make the change in the SmartForm.

2. Then, either from the protocol page itself, or from the Reviewer Notes tab, click
the Click here to respond... link in order to type a written response, if required.

3. Select a response based on what you did and explain your response in the text box.
Your explanation may simply be “I made the change.”

4. Click OK. If on a protocol page, either:

Exit the form when done and navigate back to the Reviewer Notes tab on the
Workspace to address additional comments.

Click Next or Previous in the yellow Reviewer Note box at the top of the screen
to move to the next comment that needs addressing. When done, Exit the
protocol.

NOTE: If no actual edits/changes were needed to the study,
the PI (or Pl Proxy) can simply provide the written response.

Submit a Revised Protocol

1. From the Study Workspace, under My Current Actions, click Submit Response.
2. In the window, enter any Notes and then click OK.
3. After you submit, check to ensure that the following things have occurred:

e The Status Bar in the upper-left corner of the Workspace has changed from
Clarification Requested or Modifications Required to Pre-Review.

¢ The highlighted state in the workflow image at the top of the page is now Pre-
Review.

e On the History tab, the most recent action is Response Submitted.
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Assigning Additional Roles to Personnel on a Protocol

Once the protocol has been created, additional staff and reviewer roles can be added at the
discretion of the Principal Investigator (Pl).

Assign Pl Proxy

A Pl Proxy can perform all of a Principal Investigator’s duties, with the exception of
assigning additional Pl Proxies. The Pl Proxy must be a member of the Research
Team associated with the protocol.

My Current Actions

1. Click the IACUC tab in the top navigation menu. Edit Protocol

Printer Version

2. From the All Submissions tab, click on the Name of the
desired protocol.

View Differences

Submit
3. From the Study Workspace, click Assign Pl Proxy. -»>

. Assign Primary Contact

4. Place a checkmark next to the Name of the person you \ &t

. Assign PI Proxy

wish to be PI Proxy. -

K1) Manage Guest List
5. You do not need to include any Comments or Supporting W

Documents if you have no further information to provide.
Click the OK button.

Assign Primary Contact

A person identified as a Primary Contact will receive all the system-generated email
notifications that a Principal Investigator does. By default, the system will assign
the Primary Contact role to whoever created the protocol in the system. Follow
these steps to change the default to another person.

1. Click the IACUC tab in the top navigation menu.

My Current Actions

Edit Protocol
2. From the All Submissions tab, click on the Name of the

desired protocol.

Printer Version

View Differences

3. From the Study Workspace, click Assign Primary Contact.

* Submit
4. Click the Select button, and select an individual to serve as\
. @ Assign Primary Contact
the Primary Contact. Y
. Assign PI Proxy
5. Click OK. Qs

400 Manage Guest List

6. You do not need to include any Comments or Supporting
Documents if you have no further information to provide.
Click the OK button.
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Manage Guest List

Those on the Guest List can read the protocol and any of its associated submissions,
but cannot edit them.

1.

2.

IACUC Module - Study Submission Guide

Click the IACUC tab in the top navigation menu.

From the All Submissions tab, click on the Name of the
desired protocol.

From the Study Workspace, click Manage Guest List.

Click the Add button, and select an individual to include on
the Guest List.

Click OK.
You do not need to include any Comments or Supporting

Documents if you have no further information to provide.
Click the OK button.

~ i

My Current Actions
Edit Protocol
Printer Version

View Differences

' Submit
. Assign Primary Contact
@+

. Assign PI Proxy

&+

@00 Manage Guest List
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Follow-On Submissions

The term “Follow-On Submissions” refers to submissions that may be created only after the
protocol has been approved.

This includes:

e Amendments
e Annual Reviews

e Triennial (de novo) Reviews

The sections below will provide step-by-step information on the general SmartForms you will
be asked to complete as part of submitting a Follow-On Submission to the IACUC for review.

Creating an Amendment

1. Log into the Click Portal.

2. Click the IACUC tab in the top navigation menu.

té University at Buffalo The State University of New York

Home Courses Agreements Ccal Facilities Grants IACUC RB Safety

IACUC > IACUC Submissions

IACUC Submissions

Create Concern

Create Research Team Research Teams | In-Review rchived | All Submissions
Create Protocol Filter by @[ 1D vi[ ‘ | Go |
My Inbox ® Name 70

3. From the Active tab, which lists all of your currently approved
protocols, click on the Name of the desired protocol.

My Current Actions

View Protocol

4. Under My Current Actions, click on the Create Amendment
button. You will be brought to the amendment’s SmartForm. Al AL

View Differences

Create Annual Review

Create Triennial Review
\I Create Amendment
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Amendment SmartForm

C"Ck New: ClickTACUCSubmission

& Huron salution

<< Back Save | | Print.. Continue >>

only one amendment of each type can be active at one time. @
Active follow-on submissions for this protocol:

o] Name Date Modified State
There are no items to display

1. ~ Amendment short title:

l&mendment for PROTO201700060

2. Note: If you are changing personnel who are assigned to perform procedures you must select bath types (Significant and All Gther).
* Select the type of amendment:
[ significant (P, purpose, scientific aims, and experiments)

[ All Other (protocol team membership and all other changes)

3. = Briefly describe the changes: @

1. By default, a Short Title for the Amendment will populate. For example,
Amendment for {Protocol number}.

Delete the existing title, and then enter a short title for the Amendment, such as
“Personnel Change” or “Add Animals,” as applicable to your changes. The chosen
title will become the amendment’s Name in Click.

2. Indicate which type of amendment this will be:

¢ Significant Amendment - A change in PI, purpose, scientific aims, or
experiments

e All Other Amendment - A change in protocol team membership or all other
changes

3. Provide a brief description of the amendment. You will make direct changes to the
protocol form itself in subsequent pages of the SmartForm.

4. Provide a brief description of the rationale for these changes.

5. Click the Continue button to save your work. You will be taken directly to the
protocol’s SmartForms.

Editing the Protocol

1. Make any changes you need to make directly to the protocol’s SmartForms. You
can use the Continue and Back buttons to move through the protocol form or use
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the Jump To: drop down links at the top of the page to move directly to any page
within the protocol.

2. Once you have made your changes, click Exit at the top or bottom of any page
within the SmartForms.

3. You will be brought to the amendment’s Workspace. You can continue to edit your
amendment by clicking Edit Amendment on the top left of the amendment’s
Workspace, under My Current Actions.

NOTE: At this point, your Amendment has not yet been submitted to the IACUC for review.

Submitting the Amendment for Review

1. To submit your Amendment for review, from the Study Workspace, click Submit
under My Current Actions.

The Click Portal will run a brief check to ensure that all of the required fields have
been completed within the SmartForms.

e If an error appears, click the link(s) and update any required fields that were
missed. Save your changes, Exit the protocol’s SmartForms, and then click
the Submit button again.

e If there are no errors, a statement will appear in the window.

2. Read the statement and then click OK to submit the study for review. You do not
need to include any Comments or Supporting Documents if you have no further
information to provide.

3. After you submit, check to ensure that the following things have occurred:

e The Status Bar in the upper-left corner of the Workspace has changed from
Pre-Submission to Pre-Review.

e The highlighted state in the workflow image at the top of the page is now Pre-
Review.

¢ On the History tab, the most recent action is Submitted.

Pre-Submission Pre-Review IACUC Review Post-Review RAviow
Complete
Clarifications Clarifications Modifications
Requested Requested Required
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Creating an Annual Review

1. Log into the Click Portal.

2. Click the IACUC tab in the top navigation menu.

‘é University at Buffalo The State University of New York

Home Courses Agreements col Facilities Grants IACUC RB Safety

IACUC > IACUC Submissions

IACUC Submissions

Create Concern

Create Research Team Research Teams | In-Review rchived | All Submissions
Create Protocol Filter by @[1D v| l_ ‘ | Go |
My Inbox o tame ~ 0o

3. From the Active tab, which lists all of your currently approved
protocols, click on the Name of the desired protocol.

My Current Actions

View Protocol

4. Under My Current Actions, click on the Create Annual Review
button. You will be brought to the annual review’s SmartForm.
View Differences

Printer Version

\I Create Annual Review

Create Triennial Review

Create Amendment

Annual Review SmartForms

<< Back Save | Exit | Hide/Show Errors | Print... | Jump To: - Annd

Active follow-on submissions for this protocol:
D Name Date Modified

AMENDZ201700009 Significant Change 1 for BT 4/18/2017 11:27 AM
An annual review enables the IACUC to re-evaluate and extend approval of your animal research.
To complete your annual review:
1. Click Continue and fill out the requested information.
2. Click Finish.
3. Click Submit.

To request protocol closure instead:

1. Click the Back button to exit this form.
2. Click Request Closure and fill out the form.

<< Back Save | Exit | Hide/Show Errors | Print... | Jump To: - Annuy

IACUC Module - Study Submission Guide February 8, 2018, University at Buffalo



46

1. Read the initial page of the SmartForms, and then click the Continue button.

2. Describe the progress you have made on the protocol over the last year. Include
the number of animals you have used and/or generated to date.

3. Describe any unanticipated results involving animal health and well-being during
the last year. Indicate whether or not the LAF clinical veterinary staff was
notified. If none occurred, indicate so.

4. Click the Finish button.

5. You will be brought to the annual review’s Workspace. You can continue to edit
your annual review by clicking Edit Annual Review on the top left of the
amendment’s Workspace, under My Current Actions.

NOTE: At this point, your Annual Review has not yet been submitted to the IACUC for review.

Submitting the Annual Review

1. To submit your Annual Review, from the Annual Review Workspace, click Submit
under My Current Actions.

The Click Portal will run a brief check to ensure that all of the required fields have
been completed within the SmartForms.

e If an error appears, click the link(s) and update any required fields that were
missed. Save your changes, Exit the SmartForms, and then click the Submit
button again.

e If there are no errors, a statement will appear in the window.

2. Read the statement and then click OK to submit the Annual Review. You do not
need to include any Comments or Supporting Documents if you have no further
information to provide.

3. After submitting, check to ensure that the following things have occurred:

e The Status Bar in the upper-left corner of the Workspace has changed from
Pre-Submission to Pre-Review.

¢ The highlighted state in the workflow image at the top of the page is now Pre-
Review.

e On the History tab, the most recent action is Submitted.
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Review
Pre-Submission Pre-Review IACUC Review
Clarfications Clarifications Modifications
Requested Requested Required

Creating a Triennial (de novo) Review

Protocols are approved by the IACUC for a maximum of 3 years. Well ahead of the
expiration date, the protocol will need to be submitted to the IACUC again for a full
review and re-approval if you would like to continue your approval. The Pl and any user(s)
designated by the Pl as a Primary Contact for the study will receive a system-generated
email reminder 90, 60, and 30 days prior to the protocol’s expiration date. If you will no
longer pursue approval for the study, please see Requesting Protocol Closure below.

NOTE: It is highly recommended you submit your renewal as soon as possible
in order to prevent a lapse in approval. Currently the IACUC meets once per month
to review triennial renewal submissions. You should plan to submit your renewal
well in advance of its expiration date, to allow enough time for the IACUC
to review and approve the submission prior to its expiration date.

1. Log into the Click Portal.

2. Click the IACUC tab in the top navigation menu.

té University at Buffale The State University of New York

Home Courses Agreements Col Facilities Grants IACUC RB Safety

IACUC > IACUC Submissions

IACUC Submissions

Create Concern

Create Research Team Research Teams | In-Review rchived | All Submissions
Create Protocol Filter by 0| 1D v l_ ‘ | Go |
My Inbox o tame it

3. From the Active tab, which lists all of your currently approved
protocols, click on the Name of the desired protocol.

My Current Actions

View Protocol

4. Under My Current Actions, click on the Create Triennial Review
button. You will be brought to the triennial review’s
SmartForm . View Differences

Printer Version

Create Annual Review
Create Triennial Review

Create Amendment
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Triennial Review SmartForms

Edit: ClickIACUCSubmission - TR201700015

<< Back Save | Exit | Hide/Show Errors | Print... | Jump Te: - Triennial Review Introduction = Continue ==

No other follow-on submissions may be active during a triennial review.

Active follow-on submissions for this protocol:
D Name Date Modified State
There are no items to display

Triennial review is a complete (de novo) review of the protocal by the IACUC that is required every three years to receive continued approval of the protocol.

To submit the triennial review:

1. Click Continue and summarize the progress made in the research.
2. Click Continue again and view the complete protocol details.

3. Make changes to the protocol as appropriate.

4, submit your triennial review for IACUC review.

To request protocol closure instead:

1. Click the Back button to exit this form.
2. Click Request Closure and fill out the form.

<< Back Save | Exit | Hide/Show Errors | Print... | Jump To: - Triennial Review Introduction - Continue =

NOTE: No other Follow-On Submissions (e.g., Amendment, Annual Review) may be active
during a protocol’s Triennial Review. Please plan accordingly.
If you need to amend your protocol at the same time as your Triennial Review,
simply incorporate your Amendment revisions into your Triennial Review.

1. Read the initial page of the SmartForms, and then click the Continue button.

2. Describe the progress you have made on this protocol over the past 3 years.
Include the number of animals used and/or generated to date.

3. Describe any unanticipated results involving animal health and well-being during
the last 3 years. Indicate if the LAF clinical veterinary staff was notified. If none
occurred, indicate so.

4. Click the Continue button to save your work. You will be taken directly to the
protocol’s SmartForms.

Editing the Protocol

1. Make any changes you need to make directly to the protocol’s SmartForms. You
can use the Continue and Back buttons to move through the protocol form or use
the Jump To: drop down links at the top of the page to move directly to any page
within the protocol.

2. Once you have made your changes, click Exit at the top or bottom of any page
within the SmartForms.
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3. You will be brought to the triennial review’s Workspace. You can continue to edit
your triennial review by clicking Edit Triennial Review on the top left of the
triennial review’s Workspace, under My Current Actions.

NOTE: At this point, your Triennial Review has not yet been submitted to the IACUC for review. \

Submitting the Triennial Review

1. To submit your Triennial Review for review, from the Triennial Review
Workspace, click Submit under My Current Actions.

The Click Portal will run a brief check to ensure that all of the required fields have
been completed within the SmartForms.

e If an error appears, click the link(s) and update any required fields that were
missed. Save your changes, Exit the protocol’s SmartForms, and then click
the Submit button again.

e If there are no errors, a statement will appear in the window.

2. Read the statement and then click OK to submit the study for review. You do not
need to include any Comments or Supporting Documents if you have no further
information to provide.

3. After submitting, check to ensure that the following things have occurred:

e The Status Bar in the upper-left corner of the Workspace w has changed from
Pre-Submission to Pre-Review.

e The highlighted state in the workflow image at the top of the page is now Pre-
Review.

¢ On the History tab, the most recent action is Submitted.

Pre-Submission Pre-Review IACUC Review Post-Review s
Complete
Clarifications Clarifications Modifications
Requested Requested Required
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Requesting Protocol Closure

If you would like to request closure of a currently approved protocol, follow the steps
below.

1. Log into the Click Portal.

2. Click the IACUC tab in the top navigation menu.

té University at Buffale The State University of New York

Home Courses Agreements COl Facilities Grants

IACUC > IACUC Submissions

IACUC Submissions

Create Concern

Create Research Team Research Teams | In-Review rchived | All Submissions
Create Protocol Filter by @ 1D V[ | | Go |
My Inbox = Name ” Do

3. From the Active tab, which lists all of your currently approved
protocols, click on the Name of the desired protocol.

My Current Actions

View Protocol

4. Under My Current Actions, click on Request Closure. You will
be brought to the Request Closure SmartForm. Al

View Differences
Create Annual Review
Create Triennial Review

Create Amendment

\I@ Request Closure

. Assign Primary Contact

[T ]

NOTE: You must ensure that no animals currently remain at UB under this protocol and that
you have communicated to all personnel that this protocol is being closed
and live animal work must stop.

If there are animals currently under this protocol, you cannot close the protocol. If you
would like to close the protocol and animals remain, please make arrangements for their
disposition (e.g., euthanasia, transfer to a different protocol) prior to requesting closure.
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Request Closure Form

You are formally requesting closure of this protocol. You must ensure the following:

® No animals remain at the institution under this protocol number. If animals remain, make arrangements for the
disposition of those amimals (either euthanize the animals or transfer them to a holding protocol) prior to
executing this activity.

® You have communicated to all protocol personnel that this protocol is being closed and all animal work must stop.

1. * I agree that the above items are true: O'ves ONo Clear

2. © Reason for closure:

3. © Describe the progress made toward achieving the goals of the research:

1. Indicate that all animal work on the protocol has ceased, and that all animals
used in the protocol have been properly disposed.

2. Enter a brief explanation for why you wish to close this protocol, such as “The
study has been completed.”

3. Describe in brief the progress made toward achieving the goals of the research.

4. Update the number of animals you actually used on this protocol. The IACUC
module will automatically pull the animal numbers you requested in the
Experiments section of the protocol into the Animals Identified in Experiments
column.

Click the Update button next to each Pain Category that contains more than 0
Animals Identified in Experiments to indicate how many animals were actually
used in each Pain Category.

5. Describe any unanticipated results involving animal health on this protocol.
Indicate if the LAF clinical veterinary staff was notified. If none occurred,
indicate so.

6. You do not need to add any Comments or Supporting Documents if you have no
further information to provide.
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2. Click OK to submit the request. You do not need to include any Comments or
Supporting Documents if you have no further information to provide.

3. After submitting, check to ensure that the following things have occurred:

e The Status Bar in the upper-left corner of the Workspace has changed from
Approved to Closure Requested.

e On the History tab, the most recent action is Closure Requested.
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s i

University at Buffalo
The State University of New York

Institutional Animal Care Electronic Research Administration (eRA)
and Use Committee (IACUC) UB Commons, Suite 114
Clinical and Translational Research Center University at Buffalo — North Campus
875 Ellicott Street, Room 5018 Ambherst, NY
Buffalo, NY 14203 716.829.3457
716.829.3977 support@research.buffalo.edu

iacuc@research.buffalo.edu
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