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How to Create a Modification/Amendment to an Approved Animal Protocol

This guide assumes you are logged into Topaz Elements and have an Approved Animal Protocol within the
system.

@
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. A dialogue 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.
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4. Click on the Select Form for Amendment Q, Quick Finder <]

Modification/Amendment form
from the Select Protocol for
Amendment grid.

Name Description Type

Amendment form v.20130101 Animal care and use amendment form Amendment

5. 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.

Cancel |
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TOPAZ | Elements is maintained by the Office of the Vice President for Research at UConn Health. For technical issues,
please email eRA-support@uconn.edu, call 860-486-7944, or visit http://research.uchc.edu/about/research-it/topaz/.



mailto:eRA-support@uconn.edu
http://research.uchc.edu/about/research-it/topaz/

UCONN HE

ALTH

¢ Animal Protocols - | 78} Main Forms  Protocols L w0
2 []
}g’ Create Amendment Protocol H
Save
Outline W 100039 12| —

[=] 1 Modification/Amendment
[=] Modification/Amendment Type
[=] Addition of animals
Additional Animals
[=] 2 Administration
Title
Reference Number
Protocol Number
Created By

Principal Investigator

Protocol Associates
Associates Authorized to Order Animals
Funding/Grant Source
Funding Details
Study Initiation
Accounts
[=] 3 Project Overview
Lay Summary
[Z]4 Animal Subjects
[=] Species

Modification/Amendment Type
Select all that apply.

[] Addition of animals
O Addition/change of experimental procedures
[] Addition of hazardous substances
=) Addition/deletion of personnel
1, NOTE: you must update appropriate sections within the protocol below.
[} Addition/change of drugs and/or dosing regimen
[} Change in laboratery location
7} Addition/change in method of euthanasia
L. NOTE: you must update appropriate sections within the protocol below.
[} Addition/change in surgical proceduras

[[] Other

Addition of animals

Additional Animals

How many additional animals are being requested? NOTE: You must also update the "Authorized Amounts” in the Animal Subjects section
within the protocol.

6. 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 put in a justification for the

additional animals you are requesti

ng in the “rational for requested animal numbers” section (b).
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Study Initiation 3 Rational for Requested Animal Numbers =@

Accounts
Sel
[=] 3 Project Qverview De:
Lay Summary
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[E 4 Animal Subjects
[E] Species

[=] Mice #1

ac

Rationale for the Use of Animals .
40

Rationale for the Appropriateness of the Spec

Strain

required for breeding of experimental animals if applicable. Whenever possible the number of animals should be justified statistically.
We are using 2 groups of mice- one will have the chemical prior to surgery, the other group will net. We need 5 animals per group in order to

2 groups x 3 animals per group x 2 repeats = 20 animals are reguired.

ecting the number of repl s for animal experi

scribe how the number of animals requested for the study was determined to be appropriate. Remember to include an estimate of animals

lization of a table, which can be made in Word and attached, can be used to justify animal numbers.

count for all variables. We will nead to repeat the experiment twice.

add':\mal animals are requested because we are adding 4 new chemical compounds. 4 groups x 5 animals per group x 2 repeats = 40

Other Strain/Line

Authorized Amounts

General Experimental Design Select animals in accordance with pain categeries below:

Rational for Requested Animal Numbers B- Breeding or holding animals enly.
C- Animals upon which teaching, research, experiments, or tests are conducted involving no or only momentary pain and/or distress.
D- Animals upon which teaching, research, experiments, or tests are conducted invelving moderate te severe pain and/or distress.
E- Animals upon which teaching, research, experiments, or tests are conducted involving severe pain and/or distrass at or above the pain
tolerance threshold of un-anesthetized, conscious animals including death as an endpoint.
° TOTALS (ALL Orders)

t?.. Requested: 60 On Order: 0

Authorized Amounts
Alternatives to Painful Procedures- Literature
Alternatives to Painful Procedures

Pain/Distress Category E Received: 0

Available:

60

Non-surgical Procedures Stress Category | Moderate Pain - Category D
Requested On Order Received Available

(50 1 (o 1 (o

[=] Mon-surgical Procedures
[=] Other

1 60 |

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

dialog box appears.
=~ Animal Protocols ) Iein  Protocols

Create Original Protocol - ﬁ

Copy Compare Presubmit  Submit

8. On the Set Status dialog box, click Submitted and then Set Status ﬁ\ibutton .

9. An e-Signature dialog appears, please

a. Click Sign Via Shibboleth button.
Enter your UConn Health domain account username.
Enter your UConn Health domain account password.
Click Login button
After successful login, you will be returned to the protocol.

®oo0o

E-Signature Information

Current Usar

S UCONN HEALTH

Ttem Mame 101289 .
Please login with your UConn Health network

E-Signature Event | sinimal Protocol Submitted For Appeoval username password.

Description

@ < sign Via shibboleth | | (Z) Cancel |

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.



