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TIPS:

e Use the help @icons. If you are unsure how to answer a question, clicking on the help icon will help you
with specific instructions and/or provide an example.

e Save H often. Topaz Elements is a web-based system. If you lose your connection to the Internet, you
will regret not saving. If you are going to stop working on your protocol for any length of time, save
your work and close your form!

ok
e Use your outline view effectively. Your outline view can show you which required questions ™ must
be answered in order to submit your protocol. Your outline view can show you which questions are

- —
required and are missing before you can you submit your revisions (e.g. required = and incomplete @)_
You can also use your outline as a navigation tool to bring you to any question in the document itself.

o Be careful scrolling. Some screens have internal scroll bars which you have to use, but can be difficult to
see. Take some time to getting used to scrolling through the protocol form.

e Error messages. You might get error messages. If you do, you will need to —_—
notify the eRA Help Desk of them. Click Show Error button to view the - Show Error
error. Then click on the copy button when an error message generates (you
won’t see the whole error message when you click on the copy button. &3 Close |
Paste the error message into an email and send it to the Office of the Vice ' '

President for Research eRA Help Desk at era-help@uconn.edu. Please also

include a brief description of what you were trying to do when the error occurred. Include any relevant
protocol numbers.

e Attaching documents to your protocol.

A
1. For question that allow attachments, there will be a paperclip %I icon. Click on the paperclip icon
to add an attachment.

Titl #0@
Enter the title of your protocol. The title should be descriptive of the work being proposed. '

2. The Add Links and Attachments dialogue box appears. Click on the plus paperclip E‘*‘ .icon toadda
document, picture, etc.
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3. Click the blue folder 8 Browse To File icon. You can then browse to the location of the file on your
computer and open it to add it as an attachment.

4. |If desired, in the text: field, revise the name for the file by typing in this area.

r 9 |

Addlinksand&chments 78 "

Do

Attachment ‘ u Browse To File... @

URL :
Text : Test Document Add Attachment.docx

-

@IWBunel
7_'/

“d

b

5. Repeat steps 2-4, if you want to add additional files. Use the - icon to delete any attachments
made in error.

6. Click Done o Done button when finished adding attachments. The attachment document names
should appear underneath the question text as clickable hyperlinks.
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Logging into TOPAZ Elements

You must be granted access to login and use TOPAZ Elements. Submit a User Access Request at
https://uar.uchc.edu/.

1. Inyour preferred, up-to-date web-browser (except Google Chrome), click or type this web address,
https://uconnprod.topazti.net/ucelements, into the address bar, being mindful to include https://.

Note: Google Chrome is not compatible with Topaz Elements and should not be used.

2. Enter your UConn Health domain username and password, then click Login.

3. On the Elements sign in page, click Login. The Topaz Elements home navigation screen appears.

UCONN HEALTH

Please login with your UConn Health network
username paﬁawnrd.

Log in to Unspecfied Service Provider

Username [
Password [

4. The Topaz | Elements home screen appears.

Flements

Elements I|
|

Emnglish

LOGIN

© 2016 TOPAZ Technologies LLC
ersion: 3.0.0

TOPAZ | Elements

&

Places Compliance

My Dashboard
TOPAZ Website Staff Training

Animal Protocols

*

Operations
Animal Orders
Animal Census
Animal Billing
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Creating Initial Animal Care and Use Protocols

?-‘E,}
1. Under the Compliance “¢~ Menu, click Animal Animal Protocols
Protocols. Select Tasks from the Menus Below

jrevweny
- —
e Create Original Protocol

Note: IF YOU DO NOT HAVE THIS OPTION, it R T T st antieente
means you are not set up to create protocols. Do i

NOT go any further. Request these Topaz Elements Application privileges through the UConn Health
User Access Request system at https://uar.uchc.edu. If you are not a PI, your Pl will need to complete
the User Access Request for your user account to ask that you have these privileges.

i
2. From the Protocols menu items, click “& Create
Original Protocol.

3. On the Select Form Grid, click on the Initial Animal Care and Use Form. The protocol form will be

created.
r N
Select Form Q, Quick Finder o
MName Description Type
Animal protocol new form v.2013% Initial animal care and use form Original
MCh- Multiple Chemical Safety Pn Original
SP- Single Biological Hazard Use  Form for Safety protocol for a single biological.. Original
SP- Single Chemical Hazard Use  Hazard protocol for a single chemical hazard Original

. —I'\
L Dy |

4. Complete the protocol form. It is important to understand some of the functions you will have with this
program to write your protocol in an efficient manner.

a. You can get to questions either by the outline or the protocol form itself.

b. You can see that a reference number will automatically generate. You cannot change the
reference number and it will always be associated with this protocol. In fact, once the protocol
is approved, the reference number with an added suffix will be the protocol number.

c. You will notice some questions have red asterisk stars this means that these questions MUST be
answered in order for you to ultimately submit your protocol. You can also see what questions
these are in the outline section by clicking on the same symbol.
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TIP: In order to save your protocol, three fields MUST be completed: 1) the reference number
(b), 2) a title (d), and 3) the Pl name (not shown). You will not be able to save your document
unless these three fields are completed.

<+ Animal Protocols |« 70 Mar  Protocols & @

{rzzte Original Prfocol

PLEASE NOTE EEFDRE YOU EEGIN:

1l you are creeting 2n amendment; moditication to an approved protocol, scroll down to the Modification Amendment Section near the botkom ol tils Yorm ané comghete thak section luse
the autline at the keft for greatest ease. Follow all instructions as requests for modificatinns require changes the profnonl dorument.

PLEASE MOTE: YOU CANNOT MAKE MODIFICATIONS TO YOUR PEOTOCOL OM AN ANNUAL BEVIEW EXCEDT FOR PERSONNEL CHANCES AND ROOM CHAMCES, IF

€yt budie: Kiueloie: Buis] Ergei rarssnl | T BT A IR R TRy S e S
1= # vratar et
= = 1y ane ereating 2 new, arignal prtaenl, ploaee disregard shess instrictisns.
1A Minimizian Pain snd Nistrass
T —— PLEASE NOTE: ORIGINAL SUBMISSIONS MUST BE PERFORMED BY THE PL. IF A PI DOES NOT SUBMIT AN ORIGINAL PROTOCOL, IT WILL BE RETURNED AND NOT REVIEWED.
S0 visuedtian of Avinsk: 2 e bl of e Sk
|=1 101 Kazards and Compllascs
R T R T e —— Title [ Rl 7 ]
17 ffce line GNIY 'j  lonten e it uf your protocet. e Gtk Suudd be desiptive o the work beimy prosased. N

Pratocal Renewsl information *8

et one of tha taliwinn:

ypiring oe eapieed piming

Releveme Numlser [7)
Mutomated trecking number - sutomat callv eenerated. Do not chanoe or add anv Iafermation.

b wumn
Provorol Number (7]

Asgigned by IACUC ofice upon approval. Do net charge or add any Informaden.

" = Section 1612 KB jo | oo

5. Start filling out the protocol form. Refer to the supporting document if you have questions on each
protocol section.

TIP: Even though the protocol will allow you to submit it for review if you have answered only
the mandatory questions, please realize that all questions must eventually be answered. The
more complete you are in filling out the application, the quicker it will be to get your protocol
reviewed and approved.

6. There are sections that will require an e-signature by the Pl. These sections MUST be completed by the
Pl prior to submission. In addition, the submission MUST be performed by the PI. If either e-signatures
or submission are performed by anyone other than the PI, IT WILL BE RETURNED. These sections are
clearly labeled in the document. When you answer these questions, a dialogue box will generate.

a. Click Sign Via Shibboleth button.

b. Enter your UConn Health domain name username.

c. Enter your UConn Health domain name password.

d. Click Login button

e. After successful login, you will be returned to the protocol.
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E-Signature Information

Current User

Current Date/Time | 3,00,0016 11:09:15 AM U c U N N H E A LT H
Item Name Principal Investigator Assurances --» Assurance

Statements

Please login with your UConn Health network
E-Signature Event | apmal Protocol Question Answered username password,

Descripti
escription Log in to Unspedfied service Provider

-~ Username [

- Password [

—le o o

@ _( signvia shiboleth (@ cancel |
. ) 4

. ]

>

7. Once you are sure the protocol is ready to be submitted, click the Submit button. The Set Status

dialog box appears

iz=~ Animal Protocols /&) Main  Protocols
" 7
(reate Original Protocol ‘ ﬁ ' =y

Copy Compare Presubmit  Submit

8. On the Set Status dialog box, click Submitted and then Set Status E\button .

9. An e-Signature dialog appears, please

Click Sign Via Shibboleth button.

Enter your UConn Health domain name username.

Enter your UConn Health domain name password.

Click Login button.

After successful login, you will be returned to the protocol.

® oo oo
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E-Signature Information

Current User

Current Date/Time | 3/52/2016 11:09:15 AM U c D N N H E A LT H
Item Name Principal Investigator Assurances --» Assurance

Statements

Please login with your UConn Health network
E-Signature Event | apmal Protocol Question Answered username password,

Descripti
escription Log in to Unspedfied service Provider

b Usernams [

C Password [

d Login

a <1 Sign Via Shibboleth @ Cancel

L 4

10. Your protocol has been submitted. To confirm that your protocol was submitted using the Product
Selector go to My Dashboard > My Protocols. Look for the protocol you just submitted. The Protocol
Status should report “Submitted”. If it doesn’t, then something went wrong. Simply go back into the
protocol by clicking on it and re-submit by repeating steps 7-9 above.

‘=~ MyDashboard /) My Dashboard & @
sy Add Dashboards My Protocols | @ =2- W 161 | Not Set... ~| |
My Protocols 1 [ ation ‘ Principal Inve | Protocol Type | 1 | Submission D ' Modified Date | ‘ | Assigned Rev | Status Date Protocol Status | Product Fami

j W Onginal ab 2/23/2015 2/23/2016 2:34 PN I 2/23/2016 Submitted Animal Studies
My Orders
Deliveries '

Receipts/Weanings

My Bills & ] &

Page 1 of 1.
1 total record(s) found.

1000 -

Viewing Animal Protocol Review Steps & Statuses

You do have the ability to see what review step your protocol is on at any time.

1. Open your protocol (e.g. My Dashboard > My Protocols and click on the protocol you wish to view).

2. Click the i icon ¥ near the Protocol Reference Number. The General Protocol Information tab appears.
3. On the General Info tab, review the following:

a. Protocol type

b. Protocol’s status

c. Date Created

d. Date Submitted for review
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4. Click the Reviews tab. On the Reviews
tab, you can view:
a. Type of review (e.g. Full
Committee, Designated
Member Review)
b. Due Date for reviewers to finish
the review
c. If going to the full committee,
the meeting date

formation

Protocol Actve?
Protoced &

Wersion £
Reference Number
L]

a _Protecsl Type
T Status
Changed by Staff
Form Hame

L Crested:

Last Updated

[*3

"
\‘_’/’ Suhemitted
Inactve Date
Approved

Effectve

Mt Review
Renewal

Expires

Gel Infn -R-wm E-Signatures | Emails |

101272

Coale, Matthew

Onginal

Submitted - b

Couk, Hatthew

animal protocel new form v.20130101
2/23/2016 2:02 PM

2/23/20186 2:34 PM

W21 2: 34PN

-
Pratocol Infol

| | Info |

i

g esl Emails ‘

| Revien Type

a-

et

Review Summary

Review Mssignments

Name

Start Date

| Due Date

| Completion Date

b -

Mo data to display

Review Meelings

Review Committee

Location

‘ Scheduled Date/Time |

¥ F’T/

No data tc display

oK | € Close ]/‘
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Revising Protocols Returned for Modifications after IACUC Review

If your protocol was not approved from the start, you will receive an email message stating that your protocol
has been reviewed and requires changes prior to approval. It will instruct you to go to your My protocols
dashboard in Topaz Elements (My Dashboard > My Protocols), open your protocol (double click on it), and all
changes that need to be addressed will be shown.

1. Login to Topaz Elements at https://uconnprod.topazti.net/ucelements (if not already).

2. Click on My Dashboard under Places on the Main Home Screen or if using the Product Selector on
the top left side of the screen, select My Dashboard.

3. Select My Protocols dashboard panel. You will see a list of your protocols.

4. Click on the appropriate protocol with “Returned for Modification” status to open it.

5. Inthe Outline Panel, click the Questions with Summary Comments @ icon. This will show you all
the questions that require some type of explanation. Comments appear in a yellow field below the

question.
¢+ Animal Protocols - | {§ Main Profocol Forms  Protocols pont, aison X o @ @
» ; pay - =
«2 Open Returned Protocols = = | ’ 4 @ o
Copy  Comparz Presubmit Submit Reports
Outline w8 || @ o4 (a[-)
5 [P e -

| Fitter outline Iﬁ-‘ Verdana M| LIS A S ST S S = = e R T

[E] 1 Administration / General Experimental Design =E0e

AGEOTE Describe the general experimental design for this species.
=12 Project Overview e Ppay 1- animals will be injected with chemical; Day 3- surgical procadure will be performed; Day 7- animals will be euthanized and tissues
collected for in vitro analysis
Lay Summary
Il 3. Anithial Subliects Comments from Last Submission 2/23/2011 9:11:45 AM
Gl Spedes This needs more detail.
B Mice #1
General Experimental Design
Alternatives to Painful Proceduras Rational for Requested Animal Numbers =
] 4 Surgery Il Non tical approach for calculating optimal animal numbers needed in research
= Selecting the number of replicates for animal experiments
&l Sargical Procedures Describe how the number of animals requested for the study was determined to be appropriate, Remember to include an estimate of animals

6. View the comment summaries, make the recommended modifications to the question above by

[l
comment, and click Save H . Note: You do NOT need to use a different font, color, or anything else
for the changes.

>

7. Resubmit the protocol by clicking Submit

8. On the Set Status dialog box, click Submitted.
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9. Click Set Status ﬁ\

10. An e-Signature dialog appears, please
a. Click Sign Via Shibboleth button.
b. Enter your UConn Health domain nhame username.
c. Enter your UConn Health domain name password.
d. Click Login button
e. After successful login, you will be returned to the protocol.

E-Signature Infarmation

Currenl User

UCONN HEALTH

Please login with your UConn Realth nerwork
uscrnamc pnssword.

Current Date/Time [3/57/7016 12:40:20 PM

Trem Nama 101280

E-Signature Ewent | Animal Protocol Submitted For Approval

Description Log in te Unspedfied Service Provider

o Uzername I

Password f

~

~

b
T
T
d
T

11. To double check that the submission occurred, go to your My Protocols dashboard (Product Selector
> My Dashboard > My Protocols) and you will see that its status is back to submitted.

My Dashboard | (& MyDashboard &
o Add Dashdoards MyPowels | & Hr i B fller ot set... - @
] |ation | Principal Inve  Protocol Typ: ‘ T ‘ Submission D ‘ Modified Date | ‘ | ‘ Assigned Rev | Status Date ‘ Protocal Status | Product Fami
D Original ab 2/23/2016 2/23/2015 2:34 PM 2/23/2016 Submitted Animal Studies
My Orders
Deliveries
Receipts/Weanings
My Bills = | I .
Lo, O s ‘E’E ;Eti:all:;'m(s) found.

Now you have successfully submitted your revisions for an IACUC re-review.
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View Protocol Approvals

1. You will receive an email when a protocol is approved. It will be similar to the following:

Hi, Dr. [PI]-

Your IACUC protocol [Protocol Number], [Protocol Title], has been approved by the
IACUC on [Protocol Approval Date]. This protocol will expire on [Expiration Date].

Please remember that any changes you may wish to make to your protocol, including
the addition of qualified personnel, require that a modification be submitted to, and
approved by, the IACUC prior to the implementation of those changes. If you have
animals with cage cards with an old protocol number, it is your responsibility to make
sure those cage cards have been updated with the new protocol.

It is a condition of approval to use animals that the Pl will report any adverse incidences
(including unexpected morbidity and mortality) involving animals to the ACC. This
action is required by IACUC policy
(http://research.uchc.edu/animal/iacuc/policies/reporting-unexpected-or-unusual-
morbidity-and-mortality/) in order to comply with federal regulations and laws.

Please review section 12 of your protocol to ensure that you are familiar with all the
assurances you have agreed to.

If you need a formal, signed approval letter, please contact the ACC at ooacc@uchc.edu.
Thank you.

IACUC Office

2. Within the My Protocols dashboard (My Dashboard > My Protocols), all protocols that are approved will
show “Approved” in the Protocol status column.

3. Click on your protocol that you want to review its details.

4. Click the iicon MW near the Protocol Reference Number. The General Protocol Information tab

appears.

5. On the General Info tab, you can review:
a. Protocol number
b. Principal Investigator
c. Approval Date
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d. Date of Next Review
e. Expiration Date

L0 Jpe—
Info | Reviews | i [ eoats

Protocol Active?
LB Protacel &

Version =
Reference Number 101272
b 1 Couk, Malthew
"~ protocol Type Ongenal
Status Subemitted
Changed By Stall Cook, Matthew

Farm Kame animal protocol new form v.20130101

Crested: 2/23/2016 2:02 PM

Last Updeted 2/23/2016 2:34 PM

Submitted /2372016 3:34 PM
inactive Date
. Approved
Effective

d Mt Review

Renewal

Expures.

6. Click the Reviews tab. On the Reviews tab, you can view:

f.  Type of review (e.g. Full Committee, Designated Member Review)

g. Review Group

h. IACUC Meeting Date Protocol

was Reviewed

7. Click the E-signatures tab to view all the

e-signatures associated with the protocol
submissions.

8. The Emails tab shows all the emails
associated with the protocol. Clicking on

the an email row will show you the email
itself.

.

b

r
Protocol Inform

‘ General Info ‘ Reviews ‘ E-Signatumﬁl Emails 1

‘ ‘ Review Type

g

Review Summary

Review Assignments

Name Start Date

Due Date ‘ Completion Date

No data to display

Review Meetings

Review Committee Location

| Scheduled Date/Time |

Mo data to display

4,
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r -
Protocol Information o

General Info | Reviews | E-Signatures = Emails

| ¥

Q .Dateleme Recip ents
11/2/2015 ]
11/15/2015 r
Hi,: Dr. - :

Your IACUC protocol | 3, 'Bone Directed Transplantation of

Speaes/amcunt approved for use include:

e m_f\»n m_/—\ mm‘f\ ~—

JIT) nee. e MTIMMED rESEANCT o aifiS.

2LEASE MOTE: If vour protocol mvolves the use of Tg/GT animals, all an mals have been assgned a M0 numbﬂI }
-

| & Close |

2

9. Click the Close O Close button, when finished.

Creating Modifications/Amendments to Animal Protocols

£
1. From the Main Home Screen under the Compliance “¢— Menu, click Animal Protocols.

[ #
2. On the Protocols Menu, select E:8 Create Amendment Protocol.

3. Adialogue box will generate which will list all your approved protocols. Select the desired protocol
from the grid to amend and modify by clicking on it.

—_— = ! &
. ol Eily .| | =z
Select Protocol For Amendment | < = Not Set... - & e
i Protocol # i Reference # : Protocol Type i Principal Inve : Title I Author : Version # i Protocol Stati |
] 101286-1218 101286 Amendment Cook, Matthew  Test Protocol fo  Tomassi, Rolo 3 Approved
; Page 1 of 1. = "
1000 = | 1 total record(s) found. [ W oK )| @ Cancel
A
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-
Select Form for Amendment

4. Click on the Modification/Amendment form from the Select Protocol for Amendment grid.

/Q Quick Finder b

~

@

Name

Description

Type

Amendment form v.20130101

Animal care and use amendment form

Amendment

\Dconcty

d
Your approved protocol will generate with a modification header in Section 12
Modification/Amendment of the outline. Click on the box(es) that state(s) what the
modification(s) are associated with your protocol.
i+ Animal Protocols - | /&) Main  Profocol Forms — Protocols X900
> 1} ¥ bl
¥ (reate Amendment Protocol ~ =] / '
Save
Outline il || @ 100039 [a]-] %
10 1 8 o
[Filter outtine 12| +] || vercans 12 - BIU == L
[E] L Modification/Amendment | Modification/Amendment Type [=
[=] Modification/Amendment Type Select all that zpply.
5] Addition of animals [ Addition of animals
Additional Animals [ Addition/change of experimental procedures
[E] 2 Administration =2 Addition of hazardous substances
Title = [} Addition/deletion of personnel
Reference Number 4k NOTE: you must update appropriate sections within the protocol below.
Protocol Number O Addition/change of drugs and/or dosing regimen
Created By =] Change in laboratory location
Principal Investigator I i“_,}j Ad&‘\‘t\én‘;‘éhange‘ in meEhod- 5f‘eut‘ﬁanasia
Protocol Associates 4L NOTE: you must update appropriate sections within the protocol below.
Assaciates Authorized to Order Animals |_/ Addition/change in surgical procedures
Funding/Grant Source [[] Other
Funding Details
Shidy:Initiation Addition of animals B
Accounts i
Additional Animals =
[=] 3 Project Overview . . N N . . N
How many additional animals are being requested? NOTE: You must also update the "Authorized Amounts” in the Animal Subjects section
Lay Summary within the protocol.
[=]4 animal Subjects
[=] Species
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Amend the protocol by going to the section of your protocol that is associated with each change

and modify your protocol. For example, if you need to add animals, you must go to the animal

section and change your animal numbers in the “authorized amounts” section (a) and also putin a

gnnimal Protocols - | B} Main  Protacol Forms  Protocols

L2900

}%‘é Create Amendment Protocol = 7 / 2 "
Dutline @ 100039 b2 *®
[Fater Portable UserInte » (12 ~ |B I U A~ izi—= == & ¢ K~ ¥ L
Study Tnil stiun Rational for Requested Animal Numbers [=H6]
o Non-statistical approact for calculzting optimal animal numbars reeded in research
Sclecting the numbzr of replicates for animal experimenta
[=] 3 Froject Ovarvisw BB Descrioe how the numbsr of animels requested fo- the study was determined to be appropriate. Remember to include an estimate of animals
Loy Burarhary renired for hreading of experimantal animale if applicable. Wihenavsr nnssible the nurmber of animals shoild be fuctified <tatisticaly
T Utilization of a tadle, which can be mace in Word and attached, can b= used to justify enimal numbers.
[=] 4 Animal Subjects
[ Spacies We are Jsing 2 groups of mice- ore will have the chemical pricr to sLrgery, the other group wil not. we need 5 animals der group in order to
account for all variables. We wil nead to rapeat the experiment twice.
& Mice 21
2 groupz ¥ 5 animAls per graup x 2 repeats = 20 arimals are raquirad.
Ratiorale for the Use of Animals a
Ratiorale for the App-opriateness of the Spec| |11 *° addfional snimals are requested beczuse we are adding 4 naw chamical compounds. 4 groups x 5 animals per growp x 2 repeats = 40
Strain L
Uther strain/Line Authorized Amounts 0@
General Experimencal Cesign Select animals in accorcance with pain cateqcries below:
Ralivrial for Requested At immal Numbers B Breacing or holding animals enly.
- C- Animals upan which teaching, research, experiments, or tes:s ars conducted involving no or anly momentary pain and/or dist ess.
Authorized Amounts A : :
D- animals upcn which teaching, reseacch, experiments, or tests are conducted nvolving moderate to severe pain and/oer distress.
Alternat ves to Mainful Mreccdures Lkerature C- Animals upon which teaching, research, sxperiments, or tests sr= conducted involving severe pain and/or distrass st or abave the pain
tolerance thrashcld of un-anesthetized, consaous animals nduding d2ath as an endpoint.
Altarnat ves to Painful Precedures b TOTALS TALL Orders)
Pair/Distress Category E - Requasted: 6) On Order: 0 Recaived: 0 Avalable: 50
Nan-surgieal Procadies Stress Cotegory | Moderate vain - Categary -le%
[=] Nan-surgical Procedues ‘ Requested On Order Reccived Available
[E Othe |60 0 | |o | |60

r the additional animals you are requesting in the “rational for requested animal numbers” section

(b).

NOTE: You need to make the changes in the document for each modification requested.

Modification requests will be returned to you if this is not done.

>

7. Once you are sure the protocol is ready to be submitted, click the Submit button. The Set Status

dialog box appears.

‘&=~ Animal Protocols = &1 Man Protocols

-
"

Copy

(reate Original Protocol

Compare Presubmit  Submit

8. On the Set Status dialog box, click Submitted and then Set Status ﬁ\button .
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9. An e-Signature dialog appears, please
a. Click Sign Via Shibboleth button.
b. Enter your UConn Health domain name username.
c. Enter your UConn Health domain name password.
d. Click Login button
e. After successful login, you will be returned to the protocol.

E-Signature Information

Current User

Current Date/Time | 3/37/7016 12:40:20 PM

Ttem Name 101239

E-Signature EVent | animal Protocol Submitted For Approval

Description
~
~

g

b

T
£

d
L

LUCONN HEALTH

Please login with your UConn Health nebwaork

username password,

Log in te Unspecified Service Provider

Username [

10. Your protocol has been submitted. To confirm that your protocol was submitted using the Product
Selector go to My Dashboard > My Protocols. Look for the protocol you just submitted. The Protocol
Status should report “Submitted”. If it doesn’t, then something went wrong. Simply go back into the

protocol by clicking on it and re-submit by repeating steps 7-9 above.

ol

o My Dashboard =~ 7& My Dashboard

= Add Dashilruards Iy Protocels | = 2 W Filler. | Mol Sel.. I= ‘“_1
_ L. | Pratocal ksfarence®  Varsion® Busocishon  Praspsiinve | Broteesliype | 1| Submistion U Madified Date fespacd ey | Stobusbohe | Brstbeel st vk
=] P ¥ e — = Xl AN ret sebmaited T
My rrders ] 10160151042  10:277 1B Cout, Mallen | Ougmiad T 320 TS 0:BAM 1 Drgnalo wmt | BMAIIME Apmuel
s i 107735 L Couk, Mall o Oogand Tn R0/AME 1746 P Head b eal
Deliverier [ T ee 5 Tk, Ml Arwankne e EAERE FWRIR e AR 1 EEEETY Amasae] ]
— . = e - ook Mattias  Amandmant  le SO Sy u Yzl prerl
Revvips s Woanige, - . ; - .
u pUibFE Y L Couk. Malliew  Urivinel WL £12 M et et Aninsl Stude
My Gl

ST | Pt w1
I
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Creating Annual (Interim) Reviews

1. Approximately 2 weeks prior to the due date, you will receive an email generation from Topaz Elements
reminding you that you need to complete an annual review. It should look something like this:

Hi, Dr. [PI]-

The PHS and USDA require annual reviews of all animal related activities. Your animal
protocol [Protocol Number] "[Protocol Title]" requires an annual review form to be
submitted to the ACC by [Due Date]. You will need to use the "Create renewal protocol"

form to submit this annual review.

If you have any questions regarding this process, please contact Dr. Jim Watras at x2896
for assistance.

Thank you-
IACUC Office

2. Login to Topaz Elements at https://uconnprod.topazti.net/ucelements with your UConn Health domain

username and password.
3. Under the Compliance “Z_ Menu, click Animal Protocols.

4. Click # Create Interim Review Protocol from the Protocols menu items.

5. Click on the appropriate protocol for Interim (annual) review on the Select Protocol grid. This should be
the protocol that you need to submit an annual review for.

. . _— - H - """
Selact Protocol For Interim Review | /0, = Wl BS NOF Sef... -] |85
[l | Protocol # Reference # Protocol Type | Principal Inve | Title Author Version # Protocal Stati
1] | 101286 1218 101236 Amendment Cook, Matthew  Test MProtecel fe Tomassi, Nolo 4 Approved
Page 1 of L. — =
1000 ~ | 1 total record(s) found. &DK @Car‘cel
Y

6. Click on the appropriate protocol renewal form (i.e. Review Form for first and second annual reviews).
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F N

Select Form for Interim Review (Q quick Finder ) €@
Mame Description Type
Annual Review form v.20130101  Review form for first and second annual reviews of .. Interim Review

@ Cancel

ke ’41

7. The Protocol form opens. Using the Outline, go to, expand (click + to the left) and complete Section 12
Annual Review of the protocol form.

8. In Section 12, complete your responses to each question.

_ Animal Protocols | (&1 Main Protocols & @B

Copy

(reate Interim Review Protocol

Outline IR @5
22 1 2 0
(Q, Quick Finder ()]

1 Administration
2 Project Overview

3 Sequence of Experimental Procedures Annual Review
4 Animals Subjects IMPORTANT: The only changes that can be made during the course of an annual review deal with personnel, room locations, and

. grant/funding information. Determine if you will need to make changes that comprise these aspects of the protocal.
5 Room Locations
& Hecombinant fynthetic Nudsic Add Requirements ;I;(:THER CHANGES ARE REQUIRED: This requires a full modification to be submitted to the IACUC and must be done at a separate
7 Protocol Checklist
Select ALL that apply.
8 Minimizing Pain and Distress

9 Disposition of Animals at the End of the Study i (] Annual review with no changes
10 Hazards and Compliance L] Annual review with addition of personnel E
11 Principal Investigator Assurances ] Annual review with deletion of personnel
Ghﬂ 12 Annual Review | ] Annual review with addition of room location(s)
Annual Review L] Annual reveiw with deletion of room lecation(s)
Protocol Status L] Annual reveiw with additional sources of funding
Adverse Events [LJ Annual review with deletions of sources of funding

Alternatives to Animal Use

Alternatives to Painful/ Distressful Procedures Protocol Status
13 Office Use ONLY Select the appropriate protocol status. Only one box may be checked.
() Protocol active, work initiated E
&~} Show Segments 1ed [ < BACK ) = NEXT | | pb

9. Click Save B .

>

10. Once you are sure the protocol is ready to be submitted, click the Submit button. The Set Status

dialog box appears
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11. On the Set Status dialog box, click Submitted and then Set Status ﬁ% button .

12. An e-Signature dialog appears, please

Click Sign Via Shibboleth button.

Enter your UConn Health domain name username.
Enter your UConn Health domain name password.
Click Login button.

P oo oo

After successful login, you will be returned to the protocol.

E-Signature Information

Current User

Current Date/Time | 3555016 11:09:15 AM U c U N N H E A LT H
Item Name Principal Investigator Assurances --> Assurance

Statements

Please login with your UConn Health network
E-Signature Event | anmal Protocol Question Answered username password.

n ipti
[BSCEIRTIO0N Log in o Unspadfied Service Provider

b Usernarne [

C Fassword [

[ Sign Viza Shibboleth @ Cancel

13. Your protocol has been submitted. To confirm that your protocol was submitted using the Product
Selector go to My Dashboard > My Protocols. Look for the protocol you just submitted. The Protocol
Status should report “Submitted”. If it doesn’t, then something went wrong. Simply go back into the
protocol by clicking on it and re-submit by repeating steps 10-12 above.

NOTE: An annual review cannot be submitted if a modification to the protocol is pending; alternately, a
modification to the protocol cannot be submitted if an annual review is pending. It is important to
submit your annual review in a timely manner once you have been informed that it is due.

TOPAZ Elements - Protocol Development Instructions for Researchers Page 21



3 Year Renewals

1. You will receive an email approximately four months prior to your protocol expiring that you will need to
submit a renewal protocol if you wish to continue the work described in the expiring protocol. The

email should look similar to the following:

Hi, Dr. [PI]-

This is to let you know what your current protocol [Protocol Number] "[Protocol Title]"
will expire on [Expiration Date]. The renewal due date is [Protocol Renewal Date]. You
will need to create a new protocol in Topaz Elements to do this. To be compliant with

federal regulations, there can be no extensions of expired protocols.

Thank you for your attention to this matter.

The IACUC Office

2. Under the Compliance & Menu, click Animal
Protocols.

il
3. From the Protocols menu items, click TZT Create
Original Protocol. Although you are submitting a

protocol to replace a current one, every time you have
a 3-year renewal protocol, it is considered to be a new
protocol.

Animal Protocols

Select Tasks from the Menus Below

9 Q Create Original Protocol

& Select and Generate

&, Creale Amendment Protocol

=| Protocol

Reports

4. On the Select Form Grid, click on the Initial Animal Care and Use Form. The protocol form will be

created.
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. |
Select Form (Q, Quick Finder
MName Description Type
Animal protocol new form v.2013% Initial animal care and use form Original
MCh- Multiple Chemical Safety Pn Original
SP- Single Biological Hazard Use  Form for Safety protocol for a single biological.. Original
SP- Single Chemical Hazard Use  Hazard protocol for a single chemical hazard Original

=

5. The protocol form will then generate. Click the Save icon.

- Animal Protocols = /& Man

€4 Quink Finukr

o) kg &

|47 Administration

Protocols & @

|2 ? Project Mhoerviee
I+1 3 Senuence of Fapermental Frocedures

PLEASE ROTE BEFORE YOU BEGIN:
1f you are creating an amendment /medification to an approved protocol, scroll down to the Modificationf Amendment
. Section near the bottom of this form and complete that section (use the outline at the left for greatest ease. Follow all
(215 Room Locations i i quests for medifications require changes throughout the pretecel decument.

1416 Recombinant)s adl oo e e el PLLASC NOTL: YOU CANNOT MAKL MODIFICATIONS TO YOUR PROTOCOL ON AN ANNUAL RCVICW CXCCPT FOR
1+ ¢ Protocel Chedhkist PIRSONNMI CHIANGES AND ROOM CHANGES. TF YOU MAKT CHANGES TO YOUIR PROTOCOI ON AN ANNIIAI ROVITW, 1T
WTI1 RF RFTHRNFD TO YOIL

[E4 animals Subjects

[E # Minimizing Pain and Distress

141 Rispasiton of Anlmals af the Fd of the Stdy If you are creating a new, original protocol, pleasa disregard these instructions.

[#f 10 Hazards and Compliance PLEASE NOTE: ORIGINAL SUBMISSIONS MUST BE PERFORMED BY THE PL IF A PI DOES NOT SUBMLT AN ORIGINAL

14 Trincipoh Trvesdigetor Avaranees PROTOCOL, IT WILL BE RETURNED AND NOT REVIEWED.

1+112 Offica: Lka: ONIY
e

Title *0

Enles Uhe Lille ol your prolocel. The Litke shuuld be desaiplive of Uie work buing proposed.
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Click on the Copy icon.

i Animal Protocols | % Man Protocols
. 6
-

Create Original Protocol - =

Outline SR AG I
1 om ou
) 1niirk Hinder a E ]
| A1 administration -

hd E,"I 1 Administration i

&7 trajent Dverview =

B2 Seguence of Experimental Procedurcs PLEASE NOTE EEFORE YOU BEGIN: 7]
1f you are creating an amendment/modification to an approved protocol, scroll down o the Medificationf Amendment
Section near the bottom of this form and complete that section (use the outline at the left for greatest ease. Follow all
instructions as requests for modifications require changes throughout the protoco! doctimaint.

[ & Mevombinanl/Syniielic Kudsic Avid Reguirenenl)|
PLEASE NOTE: YO CANNOT MAKE MODIFICATIONS TO YOUR PROTOCOL ON AN ANNUAL REVIEW EXCEPT FOR

7 Proloud Chegklisl PLHSONNLL CHANGLS AND RUUM CHANGLS. 1l YOU MAKL CIANGLS 10 YOUR FRUIOCOL ON AN ANMUAL RLVILW, 11

[/ Minimizing Paln and Mistress 'WILL DC RCTURNCD TO YOU.

11| % Dlsposition of Animals at the Cnd of the Study If you Are craating a new, orginal proteonl, pleass disregard thesa instdions.

i

I+| 10 Hazards and Compliance PLEASE NOTE: ORIGINAL SUBMISSTIONS MUST BE PERFORMED BY THE PL IF A PI DOES NOT SUBMIT AN ORIGTNAL

11 Principal Tnvastigatar Assurances PROTOCOL, IT WILL BE RETURNED AND NOT REVIEWED.

1] 17 Office Use ONIY
Title #0@
Enter the e of you protocol. 1he e swokd be descriptive of Uie work being proposed.

7. Adialogue box with a warning will then generate. Click on the “OK” button.

Copying answers from another protocol will replace ALL matching answers. Do you want to continue?

o) Qe

have a Protocol Type of Renewal and be in Approved Status.

8. The Select Protocol grid will appear, showing all the approved protocols you have. The protocol would

————————, 7 ™ (=]
Select Protocol | (oY - Filter: | Not Set... v | || e
RS
= Protocol # ‘ Reference # ‘ Version # ‘ Principal Inve | Protocol Type | Protocol Statr | Title Submission D | Appr
& 101277 Cook, Matthew =~ Amendment Mot Submitted  Test Protocol fo
(=] 2016-015-1012 101277 1 Cook, Matthew Renewal Approved Test Protocol fo 3/1/2016 31/
= 101285 Cook, Matthew  Criginal Mot Submitted Sample Protoco
= 101286-1218 101286 1 Cook, Matthew = Original Approved Test Protocol fo  3/8/2016 3/8/
|:| 101286-1218 101286 2  Cook, Matthew  Amendment Approved Test Protocol fo  3/9/2016 3/9/
|:| 101286-1218 101286 3 Cook, Matthew  Amendment Approved Test Protocol fo  3/9/2016 3f9/
= 101286 Coolk, Matthew = Amendment Submitted Test Protocol fo  3/22/2016
|:| 101288 Coolk, Matthew  Original Not Submitted
1| | (3
—— Page 1 of 1.

L SR DO mDU:LIBtotalremrd(s}found.

(o ) L@ Cancel "'|/

3
4
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9. The new form will generate with all the old information. You need to review the form, as this process
has some limitations. For instance, there are some sections on the protocol that are set to not be
allowed to copy (e.g., search for alternatives). Make any changes that are necessary.

10. Start filling out the protocol form. Refer to the separate supporting document if you have questions on
each protocol section.

TIP: Even though the protocol will allow you to submit it for review if you have answered only
the mandatory questions, please realize that all questions must eventually be answered. The

more complete you are in filling out the application, the quicker it will be to get your protocol

reviewed and approved.

11. There are sections that will require an e-signature by the Pl. These sections MUST be completed by the
Pl prior to submission. In addition, the submission MUST be performed by the PI. If either e-signatures
or submission are performed by anyone other than the PI, IT WILL BE RETURNED. These sections are
clearly labeled in the document. When you answer these questions, a dialogue box will generate.

a. Click Sign Via Shibboleth button.

b. Enter your UConn Health domain name username.

c. Enter your UConn Health domain name password.

d. Click Login button

e. After successful login, you will be returned to the protocol.

E-Signature Information

Current User

Current Date/Time | 3/27/016 11:09:45 AM U B U N N H E u LT H
Ilem Narmme Principal Investigator Assurances --> Assurance

Statements

Please login with your UConn Health network
E-Signature Event Animal Protocol Question Answered username password,

Description I g in to Lnspeacified Servies Provider

b Usernarme [

C Password [

' Sign Via Shibboleth @ Cancel
- 4

™ ad
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12. Once you are sure the protocol is ready to be submitted, click the Submit button. The Set Status

dialog box appears

\\ Animal Protocols = 71 Main  Protocols 5

Create Original Protocol

Copy Compare Presubmit Submit

13. On the Set Status dialog box, click Submitted and then Set Status &button .

14. An e-Signature dialog appears, please
a. Click Sign Via Shibboleth.
b. Enter your username.
c. Enter your password.
d. Click Login button to submit your protocol.

E-Signature Information

Current User

Current Date/Time  3:57/7015 12:40:20 PM UGDNN H E A LT H

Item Name 101289

Please login with your UConn Health netwaork
E-Signaturc Event | animal Protocol Submitted For Approval username password.

vescription Log in to Unspecified Service Provider

//_

15. Your protocol has been submitted. To confirm that your protocol was submitted using the Product

Selector and go to My Dashboard > My Protocols. Look for the protocol number you just submitted. The

Protocol Status should report “Submitted”. If it doesn’t, then something went wrong. Simply go back
into the protocol by clicking on it and re-submit by repeating steps 10-14 above.
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<&+ MyDashboard ) MyDashboard & O

= Add Dashboards My Protocols | S A T llafzp ok et~ Rl
| lation | Principalinve | Protocol Type T | Submission D | Modified Date Assigned Rev | Status Date  Protocol Status Product Fami
My Orders . gt LS 2232018 2:2a P 2
Mliveries ’
Reccipts/Weanings

Wy talle .
-1 S T T Page 1 oF L.
e el Ty —
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