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HANDY HINTS:

e Use the information buttons. If you are unsure how to answer a question, clicking on this
button will help you and/or give you an example.

e Save often. This program is web-based and if you lose your connection to the web, you will
regret not saving. But do not click the save button twice in a row. Most times, the system won’t
register it because the save button will be grayed out. But double clicking the save button can
sometimes cause the system to crash- so be careful. If you are going to walk away from your
work for any length of time (say >5 minutes), save your work and close your document! Leaving
the work open on the screen can sometimes cause errors in the system.

e Use your outline view effectively. Your outline view can show you which questions must be
answered in order to submit your protocol. Your outline view can show you which questions
you must change when you submit your revisions. You can use your outline as a navigation tool
to bring you to any question in the document itself.

e 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 document.

e Error messages. You might get error messages. If you do, you will need to notify the ACC office
of them. Simply 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 [red arrow]) and paste it into an email
and send it to the ACC office at ooacc@uchc.edu. Please give a brief description of what you
were trying to do when the error occurred.
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e Attaching documents to your protocol.

Attaching documents to the protocol is simple, but the FIRST TIME you attach, you will need to

map your computer within the Topaz System.

1. When you are in a section that accepts attachments, there will be a paperclip icon. Click on

this icon (red arrow).

@‘ Animal Protocols - | 781 Main  Protocol Forms  Protocols

poni, aison T e )

# Open Unsubmitted Protocols ~ |~ il 4

Copy  Compare Presubmit Submit

Filter Outline . | Verdana 12 - pRabally B

1 Administration 1 Administration 8=k

2 Project Overview =

3 Animal Subjects Title ® @

4 Surgery Enter the title of the project.

5 Transgenic and Gene-Targeted (Tg/GT) Animals Sample

6 Protocol Checklist

7 Clinical Outcomes Reference Number

& Minimizing Pain and Distress tracking number - generated. Do not change or add any informatien.
100146

9 Disposition of Animals at the End of the Project I [ W

10 Hazards and Compliance
Protocol Number

11 Principal Investigator's Assurances

T Assigned by ACC upen approval. Do not change or add any i }
Created By (7]
o[Pchl, Alison [pnhl@ucnc,edu ](ssu) 679-4129 ]
Principal Investigator

FERPREEREEE
2BHES &

2. Then a dialogue box will generate. Click on the paperclip (red arrow) to add a document,

picture, etc.

Done

& Local intranet

| -] S -
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3. Then another dialogue box will generate. In the text field (blue arrow), label your
document. Then click on the “Browse to File” (red arrow) to attach the document.

Dane || | S tocdintranet v R -

4. You'll need to map your computer. You will see “CS client on...”. Click on that. Then find
“documents and settings” and click on that. Then find your name, and click on that. Then
find “desktop” and click on that. Your computer will now be mapped and you will NOT have
to repeat this.

5. Once your computer is mapped, pick your file to attach.

/" TOPAZ Enterprise - Windows Internet Explorer

[E2ER 2l

] Check = E Translate = & autoFil = - Sgnin -
5 | Access Databases : heck : Al <
. |2)Excel Spreadsheets
MyRecen | )infod ermor reperts | S
Documents

(1M Data Saurces

- [ @m - Pager Safetyr Tadke @

[E9My eBooks ®0a1409
(i music [ adobeat
Deskiop |l pictures W Alternat
[E9My Received Files W ap_an
Emy videos B aup_n;

(@Imy web sites B backup |
(@ry webs Wgact Prz
59 Onehlate Hotebacks [ characts
IE0utlook ) coconut
|2 Updaters B comp Ti

|2 ebEx contioul |

2| )|

O |
Cancel I}

My Metwork — File name: [

L Led

Flesoftwpe:  [Alfiles

FPEEEMOE®
ABHESC &
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Creating New Animal Care and Use Protocols

1. When you open up the Topaz system through Citrix, you will see the following screen.

TRAINING_5.6.1

English

L S tocalintranet | 45 -] ®aoow -

2. You will need to enter your username and password. Typically, the username will be the same
as your username in Granite and your password will be your last name. If you are unsure,
please call the ACC office (x3429) to get your password re-set. Once you enter your username
and password for the first time (or after a re-set), you will have to change your password. Then
the Topaz Home Page will generate. You will need to click on Protocols under the Animals
heading (red arrow) to start a new protocol.

Start Page - | () panl, aison L 57 @ @

Dene [ | S ocal nranst | - & -
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3. Then you will need to click on Create Original Protocol under the Protocols heading (red arrow).
IF YOU DO NOT HAVE THIS OPTION, it means you are not set up to create protocols. Do NOT go
any further- contact the ACC coordinator (x4129) to arrange to have the user privileges to create
protocols. If you are not a PI, your Pl will need to send an email to the ACC (ooacc@uchc.edu)
to ask that you have these privileges.

<+ Animal Protocols - | 8 Main Protocol Forms  Protocols poni, aison KT 1y @ @

Done | | | S Localintranet | %A v ®100% <~ -

4. When you select this option, you will be asked to select which form to use as a template to build
your protocol from. There typically will be only 1 form at any given time to use- it will always be
labeled the Initial Animal Care and Use Protocol. USE ONLY THIS FORM. Select this form by
clicking on it (blue arrow), not on the box next to it (red arrow).

tm | | Quick Filter

Description
Animal Care and Use Protocol 20100802 Initial animal care and use form

IACUC Use Only Form 2010080: Space holder form for paper protocols submittee

Do L S el inbranet | #a - ®0n -
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5. The protocol form will then generate. 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 (red arrow) or the protocol form itself
(green arrow).

b. You can see that a reference number (yellow arrow) 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. The name of whomever starts the creation process of a protocol will automatically be
generated in the created by section (dark blue arrow).

d. You will notice some questions have red stars (orange arrow)- this means that these
qguestions 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 (light blue arrow).

7 Animal Protocols - | (8} Wain Piotocol Forms  Protocols rotl, alison X 7 @ @
¥ Create Original Protocol ~ H /
Save
ﬂluﬂine 15 )T« ® ;{ 0 Animal Care and Use Protocol 20100802 me
| Fiter outline J12 [+ | vercana 12 - (Bl EESS=ae . L

1 Administration 0
2 Project Overview

s (7
3 Animal Subjacts Title I:> w

4 Surgery #Enter the title of the project.
5 Sequence of Exparimental Procedures |

6 Transgenic and Gene-Targeted (Tg/GT) Animals =
7 Protocol Checklist Protocol Renewal Information -
Select one of the following :

8 Clinical Qutcomes

o Mi ing P o Dt () New protacol- this is not 3 3-year renewal of an expiring or expired protocol
+] 9 Minimizing Pain and Distress "

1 z () Renewal protocel- this is a 3-year renewal of an expiring or expired protocol
10 Disposition of Animals at the End of the Project i < P i piring P 3

11 Hazards and Compliance =
| [#] 12 Principal Investigator's Assurances Reference Number -

13 Office Use Only Automated tracking number - automatically generated. Do not change or add any informaticn.
>100158 |

Protocol Number

Assigned by ACC upon approval. Do not change or add any information.

Created By (7]

|poh, Alison | pohi@uchc.edu | teg0) 679-4120 |

Done | ‘ | ‘ | ‘ |@Intemet |’i‘

F00% ¥

]

IMPORTANT INFORMATION TO REALIZE:

In order to save your protocol, 3 fields MUST be completed: the reference number
(yellow arrow), a title (purple arrow), and the Pl name (which is not shown on this
screen). You will not be able to save your document unless these fields are completed.
As stated, the reference number is automatically generated, so you will only have to
worry about the other two fields.
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6. Start filling out the protocol form. Refer to the supporting document if you have questions on
each protocol section.

IMPORTANT NOTE: 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.

7. There are sections that will require an e-signature by the PI. These sections MUST be completed
by the PI 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. You must put in your username and password (blue
arrows) and then hit the save button (which will not be grayed out [red arrow]).

Pohl, Alison

2/9/2011 8:06:10 AM

Assurance Statements

Animal Protocol Question Answered

Bone | S Localintranet G- W% v
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8. Once you are sure the protocol is ready to be submitted, you can start the submission process.
You will need to click on the submit button (red arrow).

@‘Animal Protocols - | /8 Main Protocol Forms  Protocols pob, alison 47 w00

9 (reate Original Protacol ~ H 1 2 f > & =-

Copy  Compare Presubmit Submit iono  Reporis

Filter Outline ] | Verdana

|[E1 Administration 1 Administration o=
Title (|

Reference Number Title ' @
Principal Investigator Enter t itle e

Protocol Associates

Assaciates Authorized to Order Animals

Funding/Grant Source Reference Number .
=4 Surgery Automated tracking number - automatically generated. Do not change or add any information.

= 100143 .‘

Surgical Procedures = h

[516 Protacol Checldist
) Protocol Number
Protocol Checklist

[ 11 Principal Investigator's Assurances Assigned by ACC uﬁn approval, Do not change or add any information

Assurance Statements

Created By w

@/pon, Alison |poni@uchc.edu |(s60) 679-4120 ]

Principal Investigator ®0

Click green plus sign to add PI.

A @|ronl, Alison ]pohl@uchc.edu l((Bﬁ()) 679-4129 |

Protocol Associates RO I
ore L uclintrenst [ -] R -

9. Then a dialogue box will generate. Select submitted (red arrow) and the click on the set status
button (yellow arrow)

L S LA R -
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10. Then a dialogue box will generate. Put in your user name and password (blue arrows) and hit
the save button (which will not be grayed out [yellow arrow]).

. ESignature Information
Username

{pohl, Alison i

2/9/2011 8:11:59 AM

100143
Animal Protecol Submitted For Approval

& Local intranet fh v e v

11. Your protocol has been submitted. Please do NOT send an email to the ACC office; the Topaz
system automatically generates an email to the office to inform of the submission. The way you
can tell that your protocol was submitted is to go to “my protocols” on your dashboard. Look
for the protocol you just submitted- the Protocol Status should say “submitted” (red arrow). If it
doesn’t, then something went wrong. Simply go back into the protocol and re-submit.

@Dashbﬂafdv | 8% pohl, alson BT % @ @

(F ]  Protocol Number  Reference Number  Principal Investigator  Association | Form Subtype | Protocol Status  Protocol Short Title | Product Family
= 100136 Pohl, Alisen PL riginal Submitted Training protecel Animal Studies

100143 Pohl, Alisen pI Original Subrmitted Sample Animal Studies

i

[ [epm—
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12. You do have the ability to see what review step your protocol is at any time you want. Simply
open up your protocol and click on the blue i button that is by the reference number (red

@' Animal Protocols ~ | 81 Main Piotocol Forms  Protocols ronl, aison L 37 @ @
5 L] p £ [
= OpenSubmittedProtocols > | [ | & & & i 8-
Sava Cory  Compare Presubmit Submit  Signoif  Reports
; ki % N2 i—

[Fitter outline E dana 12 - BTl B,

1 Administration druinisiation =

2 Project Overview

3 Animal Subjects Title -

4 Surgery Enter the title of the project.

5 Transgenic and Gene-Targeted (Tg/GT) Animals Sample l

6 Protocol Checklist

7 Clinical Outcomes Reference Number *

8 Minimizing Pain and Distress d tracking number - automatically generated. Do not chanqge or add any information.
100143

9 Disposition of Animals at the End of the Project l

10 Hazards and Compliance |

=En Protocol Number

11 Principal Investigator's Assurances

12 Office Use Only Assigned by ACC upon approval. Do not change or add any ir ] I
Created By (7]
@ [Pon, Alison [pohi@uche.edu [(860) 675-4129 ]
Principal Investigator 177
Click green plus sign to add PL.
& @ |rohl. alison | pohi@uche.edu [(sﬁn) 679-4129 ]
Protocol Associates RO |

Done L Sdtoce intranet | 3 - ®io% v

13. The General Information tab will tell you the protocol’s status (red arrow), the protocol type
(blue arrow), when it was created (green arrow), and when it was submitted for review (yellow
arrow).

T - ==
E3
| .
I I
100143
Pohl, Alisen
6ﬁgxna|
Submitted
Pohl, Alison
.zlmma\ Care and Use Protocol 20100802
2/9/2011 8:08:56 AM
-2/9f2011 8:12:16 AM
A
2/9/2011 8:12:16 AM <
L:]
el
i5
15
Cancel

L Soinanst | 45 v ®iows
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14. The review tab will show you the due date for reviewers to finish the review (red arrow) and, if
the review is going to the full committee, the review meeting date the protocol has been
scheduled to will be shown as well (blue arrow).

|StartDate  DueDate  Completion Date

2/24/2011

\Location  Scheduled Datetime |

Review Committee | Health Canter 2/24/2011

L Sl || R -
NOTE: Even though the Review Type is missing is this screen shot (green arrow), you

will see either “Full Committee Review” or “Designated Member Review”. You should

look in the “Review Meetings” section and you can see when your protocol is scheduled

for the full committee review. If a designated member review is the requested review,

there may not be a meeting date associated with it.

At this point, the protocol has been successfully submitted to the ACC for review.
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Revising Protocols after ACC Review

1. If your protocol was not approved outright, you will get an email generated to your Outlook
inbox stating that your protocol has been reviewed and requires changes prior to approval.
It will instruct you to go to your dashboard, open your protocol, and all changes to be
addressed will be seen.

2. Open your dashboard and go into your “My Protocols” screen. You will see your protocol
listed as “Returned for Modification” (red arrow). Open up your protocol by clicking on it.

@) Dashboard - | 75 ro, aiison X s @ @
™ |~
My Protocols | |Quick Ailke | My Reviews |
- B[] Pprotocol Number  Reference Number  Principal Investigator  Association  Form Subtype  Protocol Status Protocol Short Title - Z
wailer = 100136 Pohl, Alison PI Original Submitted Training protocol Fll-E‘er
100146 Pohl, Alison PL original Not Submitted Sample
=== ==
— i [J 100038 100143 Pohl, Alison PI Renewal Approved Sample ——
== ==
Export Grid | [ 100038 100143 pohl, Alison pI Renewal Returned For Modification | Sample Export Grid
I L 100147 pohl, Alisen PI Original Not Submitted Training protocol
L -y O 100148 ponl, Alison PI Original Returned For Modification  Sample Protocol to do a Topaz )
REpL Managed Revi
-
&
Filter
i
E==
Export Grid
S —
[~
My Meetings
-
4
Filter
===
i dai =,
Page 1 of 1. Export Grid

o) 100 - | S record(s) found.

e T T G e -

3. To see which questions have comments, you need to click on the “Questions with Summary
Comments” button in the outline (red arrow). This will show you all the questions that
require some type of explanation or change (green arrows); usually these are lines that
don’t have boxes with minus signs in them.

7 Animal Protocols - | 8 Wain  Protocol Forms  Protocols ronl, aiison X v @ @
N X
O Open Returned Protocols ~ | = Y & = -
Cory  Compara Bresubmit  Submit Reports
outline GEZOFE || @ 100148 alies]
[Fitter Outiine [12 Verdana 12 B L == == 5 s X
: A oo}
=] 1 Administrati 1 Administration F
Accounts — f
[=] 2 Project Overvitw Title w®C
Lay Summary Enter the title of the project.

=13 Animal Subjects [Sample Protocel to do a Topaz Instruction Document for Researchers ]

[=] Species

= Mice #1 Reference Number ™
General Experimental Design [m tomated tracking number - generated. Do not change or add any information.
100148 |

Alternatives to Painful Procedures

i
=14 surgery
Protocol Number
= Surgical Procedures
o ves [Assu:mad by ACC upim approval. Do not change or add any information. |

[l Type of Surgery

[E Major Survival (defined as any surgery that op ted By 9
[E Multiple surgery
Bl No @ (Penl, alison [poni@uchc.edu [(e60) 679-a129 |
[=] surgical Procedures s
] ovariectomy Principal Investigator o

Operative Details Click green plus sign to add PI.
P | Ponl, Alison ohl@uche.edu 860) 679-4129
Post-operative Care 20 e [@s0) ] |

7 start rfre>roEes oo B |/ ToPazen
2B aM@C & S 1nbox - M
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4. You can use your outline to navigate to that question to review the comments (red arrow).
Double click on the outline and that section will populate on the protocol form.

' 0 Animal Protocols - | 78} Main  Protocol Forms  Protocols ponl, alison L 57 @ @

- ]
9 Open Returned Protocols | = , f @ =
Copy  Compare Presubmit Submit Reports
Outline LA @ s ]=] ¥
| Fitter outiine 1.2 | + I Verdana »|12 v|B T U Ar; ey dd -V L
[E] 1 Administration General Experimental Design Ede
y— Describe the general experimental design for this species.
[E] 2 Project Overview Ppay 1- animals will b injected with chemical; Day 3- surgical procedure will be performed; Day 7- animals will be euthanized and tissues
collected for in vitro analysis
Lay Summary
1 3 afiina SUDCE ' Comments from Last Submission 2/23/2011 9:11:46 AM
5l Spacies This needs more detail.
=] Mice #1

General Experimental Design

Alternatives to Painful Procadures Rational for Requested Animal Numbe!

=20
14 surgery Il Non-statistical approach for calculatin imal animal numbers needed in research
ical d Selecting the number of replicates for al experiments
[ surgical procedures Describe how the number of animals requested for the study was determinad to be appropriate. Remember to include an estimate of animals
B Yes

required for breeding of experimental animals if applicable. Whenever possible the number of animals should be justified statistically.
[ Type of Surgery Utilization of a table, which ean be made in Word and attached, can be used to justify animal numbers.

[ Major Survival (defined as any surgery that op We are using 2 groups of mice- one will have the chemical prior to surgery, the other group will not. We need 5 animals per group in order to
account for all variables. We will need to repeat the experiment twice.
[E Multiple surgery

g Ne 2 groups x 5 animals per group x 2 repeats = 20 animals are required
[=] Surgical Procedures

[=] Ovarisctomy Authorized Amounts w0@
Operative Details Select animals in accordance with pain categories below:
B- Breeding or helding animals only.

Post-operative Care

istat (CEPREESBREBESE |~ £ 1opaz . [ Telephone
Then simply put the cursor in the box and type whatever changes are required (blue arrow).
Hit the save button (red arrow). Do this for every question where changes are required.
You do NOT need to use a different font, color, or anything else for the changes.

g Animal Protocols - | %) Main  Protocol Forms — Protocols

IABEBC S 18 Inbox -

ponl, lison I 50 @ @

O Open Returned Protocols H 7

Save

Outline B

@ 0148

|Fitter out

Portable UserInte v |12 + B I U A~

[=11 Administration

General Experimental Design
Accounts Describe the general experimental design for this species.
[=] 2 Project Overview

Day 1- animals will be injected with chemical; Day 3- surgical procedure will be performed; Day 7- animals will be euthanized and tissues
collected for in vitro analysis. Then we will determine what benefits the chemical had to the amma\sl
Lay Summary

[=1 3 Animal Subjects

 Comments from Last Submission 2/23/2011 9:11:46 AM
&' Speding This needs more detail.
= Mice #1

General Experimental Design

Alternatives to Painful Procedures Rational for Requested Animal Numbers

=20
4 Surgery l|  Non-statistical approach for calculating optimal animal numbers needed in research
R Selecting the number of replicates for animal experiments
[7] surgical Procedures Describe how the number of animals requested for the study was determined to be appropriate. Remember to include an estimate of animals
=] Yes

required for breeding of experimental animals if applicable. Whenever possible the number of animals should be justified statistically.
[ Type of Surgery Utilization of a table, which can be made in Word and attached, can be used to justify animal numbers.

(] Major Survival (defined as any surgary that op We are using 2 groups of mice- one will have the chemical prior to surgery, the other group will not. We need 5 animals per group in order to
account for all variables. We will need to repeat the experiment twice.
[ Multiple surgery

g no 2 groups x 5 animals per group x 2 repeats = 20 animals are required
[ Surgical Procedures

[ Ovariectomy Authorized Amounts

Operative Details

Select animals in accordance with pain categories below:
B- Breeding or holding animals only.
C- Animals upon which teaching, research, experiments, or tests ai

+ start CEPOEEREE® |~ o & GRANITE Ente
ABHEC S 1@ tnbox -+

Post-operative Care

(2 ToPAZ Ent
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6. Once you are satisfied that all the changes are made, then you will need to re-submit the

protocol. You will need to click on the “submit” icon (red arrow) to submit the protocol.

(G‘ Animal Protocols - | 789 Nain  Protocol Forms  Protocols

pon, alison & 57 @ @

&9 Open Returned Protocols ~

il

Copy

Compare Presubmit  Submit

X

=

Reparts

Outline L2090
[ritter cutiine |+

[=] 1 Administration
Title
Reference Number
Protocol Number
Created By
Principal Investigator
Protocol Associates
Assaciates Authorized to Order Animals
Funding/Grant Source
Funding Details
Study Initiation
Accounts

[=] 2 Project Overview
Lay Summary

= 2 Animal Subjects

[ species
B Mice £1
Rationale for the Use of Animals

Rationale for the Appropriateness of the Spec

Strain
Other Strain/Line

@ 100148

12|-] %

Portable User Inte B I U

1 Administration

Title
Enter the title of the project.

B[
®0 |

[sample Protacol to do a Topaz Instruction Document for Researchers |

Reference Number

tracking number -

enerated. Do not change or add any information.

[100148

Protocol Number

Assigned by ACC upon approval. Do not change or add any i

(reated By

@ |Pon, Alisen

[pohl@uchc.edu |(860) 679-4129 ]

Principal Investigator

Click green plus sign to add PL.

2 e[Panlf Alison

[poni@uchc.edu [(s60) 679-4129 1

Protocol Associates

FRO

‘om-

[ O =

[ [ -,

7. Once you do this, you will need to select the status of your protocol. You can either submit

it for review, or withdraw the protocol. Click on the submit icon (red arrow) and then click

on the set status button (green arrow).

Set Status

~

Submitted

-

Withdrawn

I DR T

4

R -
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8. Once you hit the set status button, a dialogue box will populate asking for your user name
and password (green arrows). Enter this information and then click on the save button (blue
arrow).

z E-Signature Information

Username

apohl

Password

Staff Name
[on, alison

Current Date/Time
[2/23/21111 9:29:31 AM

Item Name
[100148

Event Name
Innima\ Protocol Submitted For Approval

Description

I N O
9. To see the protocol’s status — to ensure that the submission occurred — go to your “My

protocols” dashboard and you will see that its status is back to submitted (red arrow).

@) Dashboard - | (2 roni, aizon KL i @ @
1 ™
My Reviews |
?T | _g. [ | Protocol Number  Reference Number  Principal Investigator  Association  Form Subtype  Protocol Status Protocol Short Title | -Jlé
o | =] 1 100136 Pohl, Alisen Pl Original Submitted Training protocel ‘i'm
] 100146 Pohl, Alison Bl Original Mot Submitted Sample
== | [ | 100038 100143 Pohl, Alson PT Renewal Approved Sarmnpli EEQ
ExportGrid | [ | 100038 100143 Pohl, &lison 24 Renewal Retumed For Modificaen  Sample Expart Grid
=] 100147 Pohl, Alison Pl Original Net Submirted Training pretecel % J
g o 100148 Pohl, Alisen L Original Submitted sample Protocel to do a Topaz i
oo Managed Revi
Y
Filtor
[
EE
Export Grad
B
My Meetings
Y
Filter
[H—
. |Pooelofl Export Grid
A B 0 T o recorals) found.
\ J N\ J
. T o Tm—
fore S B - T [l

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

1. You will receive an email in your Outlook inbox when a protocol is approved. It will state the
following:

Hi, Dr. [PI]-

Your ACC protocol [Protocol Number], [Protocol Title], has been approved by
the ACC 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 ACC 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 ACC policy
(http://clacc.uchc.edu/ACC/Policies/MorbidityMortality.htm) 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.

ACC Office

e —
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2. If you go to your “My Protocols” dashboard, all protocols that are approved will state
“approved” in the status section (red arrow). Simply click on your protocol you want to

review.
) Dashboard - | )

Lorenzo, Joseph 37

w@o

My Protocols | |cuick Fiicer

|

100062 Lorenzo, Joseph P original

Approved

?g @D Protocol Number  Reference Number  Principal Investigator | Association  Form Subtype  Protocol Status  Protocol Short Title

[J |2010-656

- T e e

Studies of CD45R/B220+ Osteoclast Pr¢

3. You can get a lot of information by clicking on the protocol information button (red arrow).
rohl, alison T 7 @ @

g;‘UAnimal Protocols - | 3% Main Protocol Forms  Protocols

« Open Approved Protocols >~ |4 E& 7 4 3 LZa *E‘P'

Copy  Compare [ Submit Reports

Qe $EQ sl X
LEFHZET Outline eielacks rdana 12 BIU v B
e )
1 Administration dministration (1=
2 Project Overview
3 Animal Subjects Title * (0]
| [ 4 Surgery Enter the title of the proiect.
| [ 5 Transgenic and Gene-Targeted (Tg/GT) Animals | RNA Trafficking in Neural Cells I
[ 6 Protocol Checklist
7 Clinical Qutcomes Reference Number *
8 Minimizing Pain and Distress Automated tracking number - automatically generated. Do not change or add any information.
100049
9 Disposition of Animals at the End of the Project I
3 Il
10 Hazards and Compliance
- Protocol Number
11 Principal Investigator's Assurances
12 Office Use onl Assigned by ACC upon approval. Do not change or add any information.
- 4 100049 |1013 |
(reated By (7]
@ [carson, John H. | CARSON@NEURON. UCHC.EDU |(860) 679-2130 ]
Principal Investigator 0
Click green plus sign to add PI.
& @)|carson, Jomn H. | CARSON®NEURON.UCHC.EDU (860) 679-2130 |

.-'.’ start CEPOEEMBEE | & AITE Erterprise

aBHM@O ¢
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4. The General Information Screen will show you the protocol number (red arrow), the PI
(blue arrow), the approval date (green arrow), the expiration date (yellow arrow), and the
date the next review is due for the protocol (purple arrow).

ser| 100049

1| Carson, John H.

Animal Care and Use Protocol 20100802

10/4/2010 5:02:11 PM

2/23/2011 9:47:08 AM

12/3/2010 5:20:39 PM

5. The Reviews Screen will show you the type of review the protocol had (red arrow), the
review groups that reviewed the protocol (blue arrow) and the ACC meeting to which the
protocol was assigned (yellow arrow).

Review group 1| 12/6/2010 | 12/13/2010 1/10/2011

| Scheduled Datetime

IACUC Members | AG-070, Academic Affairs 9/30/2010
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6. The E-signatures Screen will show you all the e-signatures associated with the protocol.

Date/Time  Type Question (if applicable)

Animal Protocol Submitted For Approval ‘Carson, John H. ‘

1/10/2011  Animal Protocol Approved ‘ Pohl, Alison ‘

S —————————————— T &

7. The E-mails Screen will show you all the emails associated with the protocol. Clicking on the
line will show you the email itself.

@ Date/Time  Recipients Esubject

12/3/2010  pohl@uchc.edu, RWALLACE@ADP.UCHC.EDU Dr. Carson, John H. submitted a new p
\mmm JCARSON@NSO2.UCHC.EDU |paﬁmiﬂnmtmﬂdﬁw9» approves

[Hi, Dr. Carson, John H.-

Your ACC protocol 100049-1013, RNA Trafficking in Neural Cells, has been approved by the ACC on 1/11
protocol will expire on 10/31/2013.

| Please remember that any changes you may wish to make to your protocol, including the addition of qua
‘ personnel, require that a modification be submitted to, and approved by, the ACC prior to the implement
changes. If you have animals with cage cards with an old protocol number, it is your rasponsibility to m
cage cards have been updated with the new protocol.

Tt is a condition of approval to use animals that the PT will report any adverse incidences (including unex;
morbidity and mortality) involving animals to the ACC. This action is required by ACC policy (http://clac|
ACC/Policies/MorbidityMortality.htm) in order to comply with federal regulations and laws.

Please review section 11 of your protocel to ensure that you are familiar with all the assurances you ha
If you need a formal, signed approval letter, please contact the ACC at ooacc@uchc.edu.

Thank you-

| The ACC Office

E Y e [
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Creating Modifications to Protocols

1. Goto the Topaz Home Page and click on protocols (red arrow) under the Animals heading.
{7 StartPage - | (3} vl aison L7 50 @ @

Settings @ Navigation @ Help

Administration Dashboard HIML Help
My Settings TOPAZ Website PDF Help

(j Animals

Protocols

Reviews

Vg v | 100% <
pore P T T f@mene [far [Rpomwe -

2. Then click on “Create Amendment Protocol” under the Protocols heading (red arrow).

{7 Animal Protocols - | 78} Main Protocol Forms ~ Protocols rohl, alison LT 5 @ @
1+ Protocol Forms 1 Protocols ' Reports

&5 create Original Form ¥ create Original Protocol (&) Print Form Reports

x Create Amendment Form K Create Amendment Protocal _ (&) Print Protocol Reports

@ Create Renewal Form ‘@ Create Renewal Protocol

,V, ) Create Interim Review Form I‘“ Create Interim Review Protocol
(, Open Active Forms L/\ Open Unsubmitted Protocols
© open mactive Forms » Open Submitted Protocols

O open returned protocols

& Open Approved Protocals

=
=, Open Protocol Histories
& ~F

dstart CFEPREEBROGES [ S 10
ABHMS ¢ 1 trbox : "~ it T Instr
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3. A dialogue box will generate which will list all your approved protocols. Select the protocol
you wish to modify by clicking on it (red arrow).

Select Protocol For Amendment | |ouick riicer 3]

&0 ;Pm’tncnl Number  Reference Number  Principal Investigator Form Subtype }nmnmmhonme

[ | 1000329 100148 Pohl, Alison | original Sample Protocol to do a Topaz I

<

| Page 1 of 1.

MO w100 - | TR EE

4. At this point, another dialogue box will generate asking you which form to use. There
should be only one form to select, simply click on the form (yellow arrow).

Select Amendment Form | | Qicx 7ier ) ®

@D Nama | Description | Created DateTime  Updated DateTime
| | | I

| | Modification/Amendment Form 20100802 | Initial animal care and use form | 5/24/2010 7/30/2010

Export Grid

@.

Reports

4

- Page 10f 1,
LIS D »"“m " |1 total record(s) found.
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5. Your approved protocol will generate with a modification header. You need to click on the
box(es) that state(s) what the modification(s) are associated with (blue arrows).

(' Animal Protocols - | B Man Protocol Forms  Protocols poni, aison L 5 @ @
I l' ;‘-:g‘
¥ Greate Amendment Protocol ¥ 7 4 : "
Save
Outline @ 100039 12— ¥
[F-Mer Outline Verdana 12 BIU = v L
[5] 1 Modification/Amendment Modification/Amendment Type =
[=] Modification/Amendment Type Select all that apply.
[2] Addition of animals || Addition of animals
Additional Animals & Addition/change of experimental procedures

[ 2 Administration ] Addition of hazardous substances

Title 7] Addition/deletion of personnel

Reference Number M NOTE: you must update appropriate sections within the protocol below.

Protocol Number O Addition/change of drugs and/or desing regimen

Created By =] Change in laboratory location

Principal Investigator q ‘@Add}tinn[change in method of euthanasia

Protocol Associates ‘ 4 NOTE: you must update appropriate sections within the protocol below.

Associates Autherized to Order Animals O Addition/change in surgical procedures

Funding/Grant Source [] Other

Funding Details

SHHLDIDa00 Addition of animals =

Accounts ]

_ . Additional Animals =
[5] 2 Project Qwerview n . .
How many additional animals are being reguested? NOTE; You must also update the "Authorized Amounts” in the Animal Subjects section

Lay Summary within the protocal.
[E14 Animal Subjects
[E] Species

T:_sran CEPBEEDM®EE & RTEeepse.. | [ T0PAZEd - WaE

Enterprise - M.,

A\BHTO & @ 1o ft Out... foed.uchc.ed.., | T Instructions- TopazEl...

|
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6. Then you must go to the section of your protocol that deals with each change and modify
your document. 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 (red arrow) and also
put in a justification for the additional animals you are requesting in the “rational for

requested animal numbers” section (yellow arrow).

(+ Animal Protocols - | 2 Main Protocol Forms — Protocols

ronl, alison 4 50 @ @

Vel i} 4 =
¥ (reate Amendment Protocol * H 7 ? "
Save
Outline L2 || @ 100030 [1a]-] ®
10 1 8 0 | -
‘|2|+| Portable Userinte + [12 - |B T U A~ E====Z g ¢ &~
Study Initiation Rational for Requested Animal Numbers =20

Accounts
[5]3 Project Overview
Lay Summary
[E14 Animal Subjects
[=] Species
[F] Mice #1

Rationale for the Use of Animals

Strain

Other Strain/Line

General Experimental Design

Rational for Requested Animal Numbers
Authorized Amounts

Alternatives to Painful Procedures- Literature
Alternatives to Painful Procedures
Pain/Distress Category E

Non-surgical Procedures

Rationale for the Appropriateness of the Spec.

Non-statistical approach for calculating optimal animal numbers needed in research

Selecting the number of replicates for animal experiments

Describe how the number of animals requested for the study was determined to be appropriate. Remember to include an estimate of animals
required for breeding of experimental animals if applicable. Whenever possible the number of animals should be justified statistically.
Utilization of a table, which can be made in Word and attached, can be used to justify animal numbers.

We are using 2 groups of mice- one will have the chemical prior to surgery, the other group will not. We need 5 animals per group in order to
account for all variables. We will need to repeat the experiment twice.

2 groups x 5 animals per group x 2 repeats = 20 animals are reguired.

40 addhonal animals are requested because we are adding 4 new chemical compounds. 4 groups x 5 animals per group x 2 repeats = 40

Authorized Amounts 0@

Selact animals in accordance with pain categories below:

B- Breeding or holding animals only.

C- Animals upon which teaching, research, experiments, or tests are conducted involving ne or only momentary pain and/or distress.

D- Animals upon which teaching, research, experiments, or tests are conducted involving moderate to severe pain and/or distress.

E- Animals upon which teaching, research, experiments, or tests are conducted involving severe pain and/or distress at or above the pain
tolerance threshold of un-anesthetized, conscious animals including death as an endpoint.

TOTALS (ALL Orders)
ed: 60 OnOrder: 0 Received: 0 Available: 60

Stress Category | | Moderate Pain - Category D R ¢
5] Non-surgical Procedures Requested On Order Received Available
IOty o Jfo Jfo  Jleo ]

Nstat CEPEBEEMROEE

72 o

280 @

' I Q Instr

IMPORTANT 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.

Then you would submit your protocol as directed on pages 9 and 10 of this document.

If changes are required in order to get your modifications approved, you would
follow the instructions given for revising protocols after ACC review detailed on
pages 11-14 of this document.

ANOTHER IMPORTANT NOTE: Once you make a modification to your protocol, that
change gets incorporated into the document. This is an advantage over the old
system of layering modifications on top of approved protocols- especially if you are
eventually going to submit a 3-year renewal of the protocol.
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Annual Reviews

1. Approximately 2 weeks prior to the due date, you will receive an email generation from Topaz in

your Outlook inbox 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-

The Animal Care Committee Office

2. You will need to go into your dashboard. The protocol requiring an annual review will be in your

dashboard as a “Returned for Modification” protocol in the protocol status column (blue arrow)
which states “Renewal” in the form subtype column (red arrow).

@ Dashboard - | 5} pohl, atison T )

Protocol Number  Reference Number  Principal Investigator  Association  Form Subtype  Protocol Status Protocol Short Title

100136 Pohl, Alison PI Original Submitted Training protocol

100146 Pohl, Alison PI al Net Submitts Sample

100038 100143 Pohl, Alison PI | Approved Sample

100038 100143 Pohl, Alison PI Renawal Returned For Modification Sample

100147 PI Not Submitted Training protocol

Pohl, Alison Original

E 100157 Pohl, Alison PI Original Net Submitted Sample Protocol to do a Topaz I

| 100148-1113 100148 Pohl, Alison PI Renewal Approved Sample Protocol to do a Topaz

= -~ S~ R
'5 start CFEPBREEBREOEB /2 oreems ..

ABRMESC ¢ @ b - e

[, GRANITE Enterprise .., /= TORAZ Enkerprics - ...
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3. Open up the document by clicking on it. You will need to fill out section 1 of the form. You
need to select whichever answer is appropriate in each header.

7 Animal Protocols - | /&% Man Protecol Forms  Protacols

Pohl, Alison x = @6

D Open Retumed Protocols =

Copy

Md2é X8

Compare Presubmit  Submit

2 0 I =
Outline A4 )] || @ 1000 [12[—] %
(Ftter Qutline 12|+ | verdana 12 - fBedell Zni %L
1 Annual Review 1 Annual Review B
2 Administration
3 Project Ovarview Protocol Status =
4 Apitmial Sibidets Select the appropriate protocol status.
5 Surgery (] Protocol active, work initiated
6 Transgenic and Gene-Targeted (Tg/GT) Animals (£ Protocol active, work nt yet initiatad
7 Rationale for Number of Animals () Request protacol termination, work never initiated
| [/ 8 Protocol Checklist () Request protocol termination, work completed
| [{] 9 Clinical Outcomes Il
| [ 10 Minimizing Pain and Distress Adverse Events g
11 Disposition of Animals at the End of the Project Have there been any adverse events which have not been previously reported to the ACC?
12 Hazards and Compliance © No
13 Principal Investigator's Assurances (@] Yes
Alternatives to Animal Use =
Have any alternatives to the use of live animals become available since the protocol was originally approved?
() No
Yes

'4 start CFERPBEEREBEB o £, CRANITE Enterprise .. | (=" TOPAZ Enterprise - ...

AEHMEO ¢ @ ko

4. Then you submit the annual review as described on pages 9 and 10 of this document.

PLEASE 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.
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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 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 ACC Office
2. You will need to select “Create Original Protocol”. Please do not get confused regarding the
form to use. Even though 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.
7 Animal Protocols - | & Main Protocol Forms  Protocals poh, alison T @

[, GRANITE Erterprise: ...
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3. Once you select the “create original protocol”, a dialogue box will generate. Select the correct
protocol form (blue arrow). There should be only one form to choose from; if this is not the
case, please contact the ACC office (x3429) for clarification.

Select Form | | ouick Fricer

LS]D Name Description

[] | Animal Care and Use Protocol 20100802 | Initial animal care and use form

(o |

Dane & Local intranet dhov o -

4. The protocol form will then generate. Hit the save button (blue arrow).

(& Animal Protocols + | /3 Main Protocol Forms  Protocols o, atison BT ¢ @
75 F [P D =]
Lo (Create Original Protocol ~ B & / & ¥ R —
Save are bmit t noff s
Outline QNP /|| O animal Creand Use Protocol 20100602 12—
_lFHter Outline ﬂ Verdana 12 BIUVU - === 5% . B
1 admiristraion 1 Administraton S
2 Project Overview
: 3 Animal Subjects Title ®0O

| [ 4 Surgery ||| Enter the title of the project.
| [ 5 Transgenic and Gene-Targeted (Tg/GT) Animals ‘

6 Protocol Checklist
7 Clinical Qutcomas Reference Number F

8 Minimizing Pain and Distress Automated tracking number - automatically generated. Do not change or add any information.
| [00158 |

9 Dispositien of Animals at the End of the Project

10 Hazards and Compliance

. o Protocol Number
11 Principal Investigator's Assurances

12 Office Use Only Assigned by ACC u?n approval. Do not change or add any information. I ‘

Created By (7]
@ /pon, Alison [poni@uche.du |(860) 679-4129 ]

Principal Investigator *0

i3 Start CEFPBREREOIBEE -~ E GRANITE Enterprise .., | /= TOPAZ Erterprise - ..
ABARMS ¢ @ i
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5. Then click on the copy button (red arrow).

4 Animal Protocols - | 8 Main Piotocol Forms  Pratocols rohl, aticon X S0 @) @
% | o -3

@4 Create Original Protocol ~ [~ i B £ f » X =

== Copy  Compare Presubmit Submit  Sionci  Reports

“ 12—

Filter Outline 12 Verdana 12 M )
1 Administration 1 Administration 0= :
2 Project Qverview F
3 Animal Subjects Title . @

4 Surgery Enter the title of the project.
[£] 5 Transgenic and Gene-Targeted (Tg/GT) Animals J

6 Protocol Checklist

7 Clinical Outcomes Reference Number &
8 Minimizing Pain and Distress Automated tracking number - automatically generated. Do not change or add any information.

100158
[E] @ Disposition of Animals at the End of the Project Il }

10 Hazards and Compliance
— Protocol Number
11 Principal Investigator's Assurances

12 OFfice Use Only Assigned by ACC uﬁn aporoval. Do not change or add any information. ] }

Created By

@ |porl, alison | pohi@uch.edu |(850) 679-4120 ]

Principal Investigator *@

Click green plus sign to add PI. :

2. @/eonl, Alison |poni@uchc.edu |(860) 679-4129 1=
L D eclintranet | fa-| R -

6. A dialogue box will then generate. Select “OK”.

T o

3 Localnranet L R -
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7. Another dialogue box will generate showing all the approved protocols you have. Click on the
one you are renewing (red arrow).

@I:Iipratnml Number  Reference Number iPrtndpaI]nvestigatDr .FormSubtype | Protocol Status |
| | | | |

100136 ' pohl, lison original | submitted

1 100146 Pohl, Alison Original | Not Submitted

| 100147 Pohl, Alison Original Not Submitted

100148-1113 ; 100148 Pohl, Alisen | Renewal |Appmved

100157  Pohl, Alison Original Not Submiltted  Sample Proto

Done ||| “SLoc intranet L da v maom v

8. 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.

9. Once you review the document, you can submit it as described on pages 9 and 10 of this
document.

- |
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