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THE ACC ANIMAL CARE AND USE PROTOCOL FORM

1. Administration Section

a. Title
Enter the title of your protocol. Do not use the enter button when you are finished-
simply click on the save button.

b. Protocol renewal information
Select if this project is a new protocol or a 3 year renewal. If itis a 3 year renewal, place
the old ACC number in the spot provided.

c. Principal Investigator
If you are NOT the PI, select the Pl now. Click on the person symbol with the green + on
it (green arrow) and select the Pl as described in (d) below.

d. Protocol Associates
One of the first items you will come to is entering personnel. To add personnel, you will
need to click on the + symbol (red arrow).
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1 Administration Principal Investigator LA

2 Project Qverview Click green plus sign to add PI. |
3 Arimal Subjeets q 8 q‘p[puhl, Alison pohl@uchc.edu | (860) 679-4129 |
4 Surgery

5 Sequence of Experimental Procedures Protocol Associates - ¥
6 Transgenic and Gene-Targeted (Tg/GT) Animals Click green plus sign to add research personnel.

7 Protocol Checklist X . . e
. Associates Authorized to Order Animals reo
| (519 Minimizing Pain and Distress Click green plus sign to add personnel. Include any administrators who require access to view the protocol.

7] 10 Disposition of Animals at the End of the Project (I -

£ 2 Funding/Grant Source b 217
11 Hazards and Compliance

Select Funding Source(s).

' [#] 12 Principal Investigater's Assurances

13.0fice l1sa Coly Funding Details (7]
Using the Table below, enter relevant funding information. For the "Status of Funding/Grant Application” column, indicate If Funded,
In Peer Review, Just In Time, or Other/a non-peer review source (e.g. start up funds or departmental resources).

& Add Row
Funding/Grant Status of Funding/ Finding ey ORSP Log Number
oupeeilizen Grant Application G umbec (i (if known)
above) PP applicable)
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When you do this, a list will come up. Make the number default 1,000 (it automatically
is set at 100 [yellow arrow]). Then start entering the person’s name (first or last) in the
filter box (green arrow). Select the individual by clicking on the green circle with the
white + sign (red arrow). DO NOT DOUBLE CLICK ON THE PERSON’S NAME. Repeat this
process (entering names in the filter) with every individual you need to add to the
protocol. When you have selected everyone you need, click the OK button (blue arrow).

Last Name  First Name  Middle Na

Ronald

|
‘ James

S NN N NNN T
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The individuals will then be generated in the protocol. The first thing you will need to
do is to put their responsibilities for what activities they will be performing on live
animals in the document (red arrow). After that, you will be able to make them either
co-investigators (yellow arrow) or key personnel (green arrow) if you chose to do so.
This gives them different rights to the protocol.
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] pect Overview Click green plus sign to add research parsonnel.
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Co-investigators- will have the same rights as a PI. They will be able to create and edit
protocols IF THEY HAVE BEEN GIVEN THAT PRIVILEGE BY THE ACC OFFICE IN THE
TOPAZ SYSTEM. Simply making them co-Pls on your form is not enough. However, if
they do have the access rights to create protocols, they will not be able to edit your
protocol unless you check the co-investigator box.

Key personnel- will be sent all associated emails generated by the system along with the
PI.

Neither box checked- individual will be able to view approved protocols on which they
are listed.

e —
Specific Information on Protocol Sections Page 4



If you forget this, not to worry. If you see a blue ? button (red arrow) in a question box,
that means additional information regarding that question is available for you to look at.
A help box will generate (show below) with the information.

| Portable UserInte = |12 = (BT U A- ISEEEEE m

Whan you add Associates, you will be prompted with two addticnal chack boxes to assgn to
your (Co. and Key

Co-Investipators have the sama access privilages as the PL.

Ky associates can be ot up to receive protocol related email messages. Koy Jssocates arg
NOT automatically autherized to order animals. They would need to be added in the
“Aszooates authunzed o ordes animals” feld,

1F naither bax & checked - the personnel will only have the abiity to view the agproved
protocol.

1F tha narme you want to salact doas Not ApPAdrin tha drop down boa a8 30 Gption, you miet
jaf contact the ACC office at coacoBuche.edu to add the name.

CfEFPOESDTEER ©
P28 M3 @ =

Associates authorized to order animals

Select any person that you want to be able to order animals on this protocol. This can
include departmental administrators and research personnel. Do this step just like (d)
above. You do NOT have to put in the responsibilities in this section. If someone is
listed in the protocol associates box, you will still need to list them in this section if they
are to order animals.

Funding/Grant Source

You will need to select the funding source. Click on the + button (red arrow).

<7 Animal Protocols - | Y Main  Protocol Forms  Protocols pan, aisen 35 o & @

« Open Approved Protocols =

- “®OC |

e e

Title Salect Funaing Soureals).
e 5 UCHC Start Up Funds
s © Hational Institutes of Health/DHHS
Created By

Funding Details
Using the Tabls below, snter relevant funding mfcrmaticn, For the “Status of Funding Grant Application™ column, indicate 11 Funded,
In Peer Review, Just In Time, or Other/a non-peer review source (e.g. start up funds or departmental resources).

o Add Row

Prineipal Investigater
Protocel Assocates
Associates Authorized to Order Animals

Punding Detaits ;-;n:é:u{'ﬁ':“m status ;:;_..nqing.r m"m ?:_-.w Log}Nurrbm
Study Initiation above) Grant iCatson K
Accounts | 98] uce start up funas | Funasa | I |
[ 2 Praject Overaew {ﬂ}mn R21 | Funced | aros7s90-01 | | I
[ 3 animal Subjects
&+ Surgery Study Initiation o=

[ 5 Sequence of Exparimentsl Precedures Will any animal work be performed prior 2o peer review? If no peer review i performed by the funding agency, select yes below.
] & Transgenic and Gene-Targeted (T/GT) Anmal
[£] 7 Protocal Chackiist
[zl 6 Cinecal Outcomes
[ 9 Minimizing Fain and Distress

(@ No

FrERPHERDOBER B ¢
2BEM@ W T
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This will generate a list from which to choose. Select your funding sources by clicking on
the green circle with the plus sign (red arrow). If you don’t see your selection, you can
do one of two things: you can call the ACC office (x3429) and ask to have the source
added to the list or you can select “other”.

<< Remove ALL

American Association of Endodont\s\rj e

@ American Assodiation of Qrthodontist,

0 ' American Cancer Society

L _Amariran Nizhatac Acenriatinn. Ine ||

BEEONREE @n
ABEMEG & e

g. Funding Details

You will first need to click on the + sign (red arrow) to add a row.
4 Animal Protocals - | 8% Main  Protocol Forms  Protocols soni, aisen X @ O

4 Create Original Protocol =

“M

Sl Ccoe L 12 - ARl e ke v
11 Asministratian Funding Details o |
Titla Using the Table below, enter relavant funding information, For the “Status of Funding/Grant Application” column, indicate If Funded,

In Pear Raview, Just In Time, or Other/a non-peer review source (&.0. start up funds or departmantal resources).
Rafarance Numbar
Brotocol Number W Ak R
Craated By ;:wﬁm Status of Funding/ | Tunding Source/ ORSP Lag Number
rea (from Grant Appk Grant Numbar (if (it knavwn)
Principal Investigator above)
Protocl Astocates
Associates Authonzed to Order Animals Study Initiation @l
Funding/Grant Saurce will any animal work e performed prior to peer feview?
Funding Details CNo
Study Initiation ) Yes
Accaunts
(=] 2 Project Overviw Accounts -
Lay Summary Select tha FRS account(s) being used with this project.
[E]3 Animal Subjects
Soecies
=] surgeny
Surgeeal Procedures
=] 5 Transgensc and Gene-Targeted (Tg/GT) Animal
T/GT animal Use .
(=] & Protocol Checkiist . ]
Do S ool rrart &z Waoew -

In each row, put the name of the funding source that you entered in section (f) above.
Then complete the table. You MUST enter either the Grant Number or the ORSP Log
number in the table.
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h. Study Initiation
You need to inform the committee if any animal work will be done prior to peer review.
If you are going to start your work before you have funding, you need to select YES and
then provide the name of a potential scientific reviewer not associated with the
protocol. If you are not going to start your work before you have funding, you need to
select NO. If you are obtaining funding from an agency that does not perform peer
review (e.g., departmental funds, pharmaceutical companies, etc.) you need to select
YES and then provide the name of a potential scientific reviewer not associated with the
protocol.

i. Accounts

You will need to select what FRS account is associated with this work. You will need to

click on the + button to select your account (red arrow). When you do this, a list of FRS

accounts will generate. You will need to select the FRS account(s) to use by clicking on

the green circle with the white + (blue arrow). If an account is not listed, you will need

to contact Comparative Medicine (x2731) to get it added.

- |
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2. Project Overview
You will need to give a brief overview of your project which describes what you are doing,
the purpose of the study, and its potential value to human or animal health, the
advancement of knowledge, or the good of society. This has to be done in lay terms; that is,
terms an average g grader would understand.

7 Animal Protocols - | {8} Main Protocol Forms  Protocols ponl, alison BT 5 @ @
«” Open Approved Protocols ~ | = Il ’ @ 2 E‘
T submie T
Outline SecAl ) || @ 1000151013 (2] — %
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Administration 2 Project Overview
Project Overview

; ==
Animal Subjects Lay Summary Ex0d@
Lay summary- example

Surgery

W afetENE AN B TR (TG T ARTaE 1n laypsy [ms, describe the purpese of the study and its potential value to human or animal health, the advancement of knowledge, o
§ the god cicty. Grant abstracts, undefined acronyms, and jargon are not appropriate. If you would like more informaticn, please click
Protdcol Chicikiist the help n. If vou would like to see an example of a lay summary, click on the link above.

Clinical Qutcomes [rhe imm| ystem can respond to infections in ona of two ways: 1) a beneficial immune respense can occur and the individual is protect
o = = against i lien; this type of reaction may also result in long-term (i.e. lifelong) protection; 2) Infection may also trigger responses against
Minimizing Pain and Distress e e v o f ol e ) Ll a9 i it
one’s ow| ues for a variety of reasons; in this case, autoimmunity (e.g. arthritis, inflammatory bowel disease, diabetes) may occur. One

Disposition of Animals at the End of the Project of the call types responsible for these reactions is the T { thymus-derived) lymphocyte. Under normal circumstances, the immune system
I| does not attack "self” tissue. How the immune system controls itself against autoaggression is not completely understood. Mucosal tissue,
such as that found in the intestine, represents a critical barrier to invasion by environmental and pathogenic microbes. In the intestine, the

1 Principal Investigator's Assurances symbiotic relationship between bacterial flora and mucosa represents a delicate balance between health and disease. In this tissue,

2 Office Use Only “controlled” inflammation is the norm in which the immune system exhibits some level of chronic activation but this does not result in
autoimmunity. However, this delicate balance can be perturbed by infection o other disturbances. Our work is focused on 5 interrelated
funded projects with the following broad goals: 1) understanding the requirements for development of immunological memery mediated by T
lymphocytes; 2) Understanding the rules governing migraticn of effector and memory T cells; 3) Understanding the role of the cytokine
interieukin 15 in generation and maintenance of memory CDS T calls; 4) Understanding the role of CD11c and other bata2 integrins in
regulating the immune response to infection and 5) Understanding the mechanisms that distinguish between the induction of immunity verus
self-tolerance.

0 Hazards and Compliance |

This work has petential value for human health as it seeks to understand the mechanisms by which not only proetctive immune responses are
mounted but also how tolerance to self is maintsined. Thus, this work could lead to novel vaccine strategies or trestments for autoiimune
disease.

74 start reFEraean s B | @ mbox-n out... ¢~ TOPAZ Enterpri
TBEMTS & T nstru

If you are unsure of what to write, information can be found in the information button

(green arrow). Or, to see an example of what is expected, click the link provided (yellow
arrow).

- |
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3. Animal Subjects
a. Species
You will have to select the species to be used. Simply click on the + sign (red arrow) and
a list of potential species will generate. Click on the green circle with the white + to
select your species (blue arrow). Do NOT click on the species itself; you MUST click on
the symbol.

D

i4 Start CFEPBREREEE B /2 TOPAZ Enterprise - ., /7~ TOPAZ Enterprise - M.,
ABA@O ¢ =

b. Rationale for the Use of Animals
You must provide a rationale of why you are using living animals. Select whatever
box(es) are appropriate. If you chose “other”, a question box will generate and you will
need to explain what the other rationale is. PLEASE NOTE: if you have selected multiple
species, you will have to answer this question for each species.

c. Rationale for the Appropriateness of the Species to be Used
You must provide a rationale of why you are using the species you chose. Select
whatever box(es) are appropriate. If you chose “other”, a question box will generate
and you will need to explain what the other rationale is. PLEASE NOTE: if you have
selected multiple species, you will have to answer this question for each species.

d. Strain
You have the opportunity to select the strain(s) you are planning to use. This is optional.
You would select your strain exactly as described in section (a) above.

- |
Specific Information on Protocol Sections Page 9



e. Rationale for Requested Animal Numbers
You must provide a justification for animal numbers; this is required in the regulations.
This is a free-text field that you can copy and paste into if you wish to.

PLEASE NOTE: the easiest way to copy and paste information in any section is
to copy text from your document (Word, etc.) and paste it into NotePad or
WordPad to remove the formatting. Then paste from NotePad or WordPad into

Topaz.

7 Rni | &Y M ) - ==
(7 Animal Protocols A& Wan  ProtocolFoms - Protocols rotl, ison LT 3 @) @
P Geate g y /

7 Create Original Protocol ~ /

Save
; L - = . i e
Outline S )| Animal Careand Use Prtocol 20100802 [12]-] ®
5 1 3 0 e
{F-:ferﬂurﬂ-"-‘ 112 | + | | verdana 12 - BI U SE=E=86 4
[E11 Administration 1| Rational for Requested Animal Numbers =110
Tile q Non-statistical approach for calculating optimal animal numbers needed in research
Selecting the number of replicates for animal experiments
Reference Number Describe how the number of animals reguested for the study was determined to be appropriate. Remember to include an estimate of anim|
Pratocel Number required for breeding of experimental animals if applicable. Whenaver 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.
Created By
Principal Investigator
Protocol Associates
Associates Authorized to Order Animals Authorized Amounts ¥ @ L]
Funding/Grant Source Selact animals in accordance with pain categories below:
Funding Details “Hl| B- Breeding or holding animals only.
e— C- Animals upon which teaching, research, experiments, or tests are conducted involving no or only mementary pain and/or distress.
i i D- Animals upon which teachina, research, expariments, or tests are conducted involving moderate to severe pain and/or distress,
Accounts E- Animals upon which teaching, research, expariments, or tests are conducted involving severe pain and/or distress at or above the pain
tolerance threshold of un-anasthetized, conscious animals including death as an endpoint.
2 Project O '
Il 2 Protect Qv TOTALS (ALL Orgers)
Lay Summary Requested: 0 OnOrder: 0 Received: 0 Available: 0
[E 3 Animal Subjects
. = 2 '
[ Species Alternatives to Painful Procedures- Literature Search 0]
T Mice £1 For D and E pain category procedures, a search for alternative to painful procedures must be performed, Complete the table if 3 literature
search was employed.
Rationale for the Use of Animals
) g Add Row
Rationale for the Appropriateness of the Spec
. Date of Literatt Search Strat
Strain Painful Procedure el Years Searched Databases Used L)
Search Used
Other Strain/Line
I e Dainful Deacad =
Done & Localintranet G Mok -

If you are unsure how to get animal numbers, you can check out the help we have
provided by clicking on the links (blue arrow). You can also attach additional
information. For instance, say you have a table which lists your experimental
parameters and animal numbers requested. Tables will NOT copy into free text fields.
You can easily attach your records by clicking on the paperclip icon (yellow arrow).

|
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When you do this, a dialogue box will generate. Click on the paperclip to attach
documents (red arrow). In the text box (yellow arrow), give the name of the document.

Attach it by using the “Browse to File...” icon (blue arrow).

oone S e | -] oo -
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f. Authorized Amounts
You MUST enter the amounts you need in each pain category. When you click on the +
symbol (red arrow), a line will generate (blue arrow). You must select the stress
category from the pull down menu (green arrow) and put the number of animals
requested in the requested column (yellow arrow). You need to have one line per stress
category for each species. If you are unsure of a pain/distress category, this information
is given to you if you click on the information button (purple arrow).

' Animal Protocols - ) Main  Piotocol Forms Protocols ponl. aiison 3 o @ @
& (reate Original Protocol = H 7 g g -

Outline SEEAL) || W Anima care ang Use protocel 20100602 121~
| Fiter Outiing 12+ Bkl e —— )

[l &+ Admirastration = Authorized Amounts --- & e
Taia b L,
B Breeding or holding animals only.

Sedact ansmals in accordance with pasn categories below:
Rafarence Number §
C- Animals upan which teaching, resaarch, sxparimants, or LIS Bre condutted invelving no or only Momentary pain and/or distrass,

Probocol Kumb-ar O- Anirmals upon which tasching, rasearch, sxparimants, o tasts are conductad involving moderate Lo Severs pain and/or Sress.

E- Anirmals upon which teaching, research, experiments, o bests are conducted involving severs Dain and/or datress at or above the pain
tolerance mmmeauf un-anesthetized, conscious animals including death as an endpont.

TOTALS (ALL Orders]

Raquested: nosrxur 0 Received: O Available: 0O

Created By
Principal Investigator

Pretocs! Assorates

Associates Authorized to Order Animals Stress Category - R
Funding/Grant Saurca Raquested On Order Raceived Available
g Detuils e o e
Iritiation
Accounts e @
(5] 2 Project Overview 0 pain catagery » swareh far to painful Frust be Eomplete the table if caturn
8 srploved.

Date of Literaturs Search Strategy
Painful Procedure Saarch Years Searched Databases Used 9
g mmmsnp.mhmm =a

e regarding sion of replacemant, reduction, and refinemant
For D iﬂﬂ E pain wuorv mwum n-oro must be a written statement of the methods and sources sed to determing that akematives to
are not available, The following areas must be addrassed:
| Raduction- the numbar of animaly used st ba v ifTm racessary to achitvs scientific goals:
1 nain s iamin maadnd PP I
B, % Local inkranat o= %oow -

g. Alternatives to Painful Procedures- Literature Search
If you are using pain/distress categories D and/or E, you MUST complete the
alternatives to painful procedures section. Most people do a literature search to fulfill
the search requirement. If you perform a search, then you need to fill out the table in
this section. Click on the + button (red arrow) to add a row. Each painful procedure
MUST have its own row. Complete the table with the information requested.

Othar Strain/Line

(7 Animal Protocols - | {0) Main  Proocol Forms  Protocols ponl, aison BT o @ OB
. i -
5 Create Original Protocol = H p A . 3 "
Bave
Outline SSRAL) | Animal Gare and Use Protocal 20100802 13|~
[riiter Outline 111— erda 1 B iy = s o @ A . 4
(] 1 Admimstration = Painful P L 3
Titte Far [ and E pain catogeny a search far to painful must be parfe Complete the tabla if a lterature
saarch was amployed.
Raferonce Number
Add Row
Protocol Number ;
Craated By Painful Procedure g:::: Liscabin Yoars Searched Databess Used Smarch S
frincicel tnvastiomtor g¢| Tarecotamy | March 1, 2011 | 1960-2011 | Mediine, Agricela | thoracosarmy
Prowcol AssoDates l l aiternatives, mice 1 |
Assooates Authorzed to Order Arimals
Funding/Grant Source Altemnatives to Painful Procedures i &
Funding Details Exampla ragarding the discussaun of replacement, raduction, and rafinamant

For & and E pain catagory
potentiafly painful/distresafu
} Reduction- the number of

mern st be @ wnmn statament of the methods and sources usad to determing that alternatives to
wdures are not available. The following areas must be addressed:

i usod must be the minimum mnecessary 1o schirve Scientific goals;

i Raplacamant- non-animal & ehauld ba usad if they are available.

1 Refinement- refinement of ures to eliminate or minimize pain/distress to the animals must be considered- procedures should be used
that have the least amount of potential pain, discomfort, distress or marbidity.

Study Initiation
Accounts

[ 2 Project Overview
Lay Summary

=] 3 Animal Subjects

If alternatives to the use of live animals and/or if o painfulfdi d dures axist, but were not chosen, axplain the reasons
=] Speces for not using the altematives.
B Mica #1

Ratonale for the Use of Aremals

Rationale for the Aporcoriateness of the Spec 7
Pain/Distress Category E @ |
1f you are parforming procedunt(s) within pain category classification E, provide the nama of tha vetarinanan you consulted with during the
planning of the procedure{s}.

Strain

Other Stran/Line
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h. Alternatives to Painful Procedures

Even if you used a literature search as your alternatives search method, you MUST
complete the section. If you did something other than a literature search, this section
must contain what you did (e.g., consultation with an expert in the field, standard
practices in a reference book, etc.). PLEASE NOTE: if you did something other than a
literature search, you must provide all pertinent information so the IACUC can
determine if your search method was adequate (e.g., qualifications of an expert and
when the discussion happened and what was discussed). You also need to discuss the
3R’s of replacement, reduction, and refinement. If you are unsure of what to write in
this section, click on the link provided (green arrow above) and look at the example.

i. Pain/Distress Category E
If you are using pain/distress category E, you MUST provide the name of the
veterinarian you consulted with during the PLANNING of the experimental procedure(s).
This does not have to be the UCHC attending veterinarian; however, if it some someone
other than the UCHC attending veterinarian, you must provide contact information.

|
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j. Non-surgical Procedures
You need to select what non-surgical procedures you are going to perform to the

species. Click on the + button (green arrow) to add your non-surgical procedure.
4 Animal Protocols - | /) Main  ProtocolFoums - Protocols rorl aicon I @ @

&4 (reate Original Protocol ~ El L% & & X A

Vierdana 1

Bedell Sty i
Category E a

1f you are performing procedurels) within pan category classification E, provide the name of the vetennaran you consulted with duning the
planning of the procedure(s).
Reference Number ( |
Protocol Nurnber
Created By
principal 2 Morvsurgical Procedures (2]
ncipal Investigator i et B reR 1o gical b’ ek RS Sokcias’
Protocol Assodiates
aszociaves Authorized to Order Animals Non-surgical Procedures - @
Funding/Grant Source UCHC non-surgical procadures
Funding Detaits Selact all non-surgical wou will be the i
Study Initiation
Accounts 4 Surgery =]

‘Surgical Procedures L 1=
Are surgical procedures performed?
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Once you do this, a list of procedures will generate in a dialogue box. Select your
procedure(s) by clicking on the green circle with the white + symbol (red arrow); do NOT
click on the procedure name. If your procedure is not listed, then click the “other”
button. Then select the OK button (yellow arrow). Repeat this process for every non-
surgical procedure you will do to the animals.
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k. Procedures name
If your procedure is not listed and you had to select “other”, please provide a brief
descriptive name in this section.

I.  Room Location
You must select the room location(s) where this procedure will be performed. Click on
the + button to generate a list of room numbers (red arrow).
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[E] 1 Administration 3.1.1.11.1 Genotyping- Tail biopsy = *® 0
(3] = Praject Cverdew =
()3 Animal Subjects Procedures Name =
(] 4 Surgery If you salected “cthar”, provide a brisf v nama for the being pert:
[ 5 Sequance of Experimantal Procedures
[E] & Transgenic and Gane-Targeted (TO/GT) Animals
[ 7 Protocal Chackiist R Locat s
)& Qinical Guicomes ‘Salect all rooms in which thi will ba If the room numbar is not sted, call the ACC offica at x4129 to hava the room
(519 Minimizing Pain snd Distrass location added to the list
[E] 10 Dispesition of Animals 82 the End of the Prajet O E-4053
[#] 11 Hazards and Compliance 2 CCM Tower Anlmal Helding Room
[&] 12 Principal Tnvestigator’s Assurances
[E] 12 Offica Usa Only Procedure Deseription it
Usa the link above to copy the description of the procedure, If thare are any modifications from the existing template procecure, explain this
in detail. If there is no link to the procedure you will be perfarming, describe it here.
For genatypang of young mice [ weeks of age), Mlmnmmdmmthnﬂanﬂmtﬂnmsmmm!ﬁmwumnewnlhlrp
single-edged razor blades, This is a mild, rapid and animats it Upon returning o their cages, mice
immediately resurme normmal behavior, and show no Signs of pain or discomfon. mml clip bleeding is normally minimal; howaever, sitver
nitrated sticks will ba usad if nacassary to stop any blasding (Grafco #1590},
1f 2 tail Gwosy s required of adult mice, anesthesia will be used as per ACC policy, Animals will be brafly anesthetized with iscflurane
adminstered in an enclosed dissicater via 1ML 3pelication to dean gauze. Full anesthesa is defined 38 3 lack of response to tail or hind paw

pinch with tissus I controfled using silver nitrate applicators (Grafco #1590).

A list will populate Select all room location(s) in which this procedure will be performed
by clicking on the + symbol (red arrow) by the room location. If the room location(s) is
not in the list, please call the ACC office (x3429) to get it added.
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m. Procedure Description

When you get down to procedure descriptions (red arrow), you have some options. You
can check our non-surgical procedures that are on the web to see if your procedure is
there by clicking on the link shown below (purple arrow). We have some procedures
written out- you can copy them and paste them into the procedures description section
(red arrow) and modify as required. If your procedure is not on this list, then you will
have to describe the procedure. The important point is to be complete. If you are
injecting cells or other things, be sure to include how many, in what volume, what route,
etc. If you expect that the procedure may involve significant morbidity or mortality,
state here what is expected.
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4 Surgery P
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5 Sequence of Experimental Procedures

6 Transgenic and Gene-Targeted (Tg/GT) Amimals

7 Protocol Checklist 3.1.1.11.1 Genotyping- Tail biopsy SR,
8 Clinical Qutcomes

=
9 Minimizing Pain and Distress Procedures Name =

If you selected “other”, provide a brief descriptive name for the procedure being performed.

10 Disposition of Animals at the End of the Project ||

| [E] 11 Hazards and Compliance

| [£] 12 Principal Investigator's Assurances

| [F] 13 Office Use Only Room Location ¥ @

| Select all rooms in which this procedure will be performed. If the room number is not listed, call the ACC office at x4129 to have the room
location added to the list.

2 E-4053
© CCM Tower Animal Holding Room

Procedure Description =0
Use the link above to copy the description of the procedure. If there are any modifications from the existing template procedure, explain this
in detail. If there is no link to the procedure you will be performing, describe it here.

For genotyping of young mice (3 wesks of ag
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e
n. Drug/Chemical Administration and Drug/Chemical and Use of Avertin

If you are using any drugs in your procedure- anesthetics, analgesics, experimental
compounds, etc. then you MUST check yes in this section. When you check yes, a table
will generate. You will need to fill out the table COMPLETELY. In addition, if you are
requesting to use 2,2,2-tribromoethanol (Avertin), then you must complete the question
on the justification for the use of this non-pharmaceutical grade compound.
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4. Surgery
a. Areyou performing surgery
This is a mandatory question which must be answered in order to submit the protocol
for review. Simply check the YES box or the NO box. If you check the NO box, no further
questions will generate. If you check YES, you will need to continue.
b. Type of surgery
You will need to select the type of surgery for each surgical procedure you are
performing- major survival surgery (red arrow), minor survival surgery (blue arrow),
and/or non-survival surgery (yellow arrow). If you do not know what type of surgery
you are performing, click on the information button (orange arrow) and a help box will
generate and give you that information (green arrow).

Portable User Inte ~ (12 ~ (B0 M A~ .E,E.I_I_.\Q ;R

Majar surgary- surgery that penstrates a body cavity {i.e., thoradic, abdominal, or cranial} ar
produces substantial impairment. Examples would include thoracotomy, ovanectomy,
eraniatonmy, limb Smoutaton, ereation of strcke, ate.

Minor surgery- surgery that does not panstrate a body cavity and does not produce substantial
impairmant, Exarmples would include wound sutunng,
vassel cannulation, stc.

Survival surgery- anmais will recover from the surgecal procedure.
U o survival surgary- anirmals will ba suthanized prioe to racovary from the surgical procedure. [0
InGCutations, vaceinations, Injections, and blood collection are net surgical procedures.

Done.

% Local intranee fam Riw x

If you select that you are performing major survival surgeries, it will ask you if you are
performing multiple major survival surgeries (red arrow) and you will click either yes or
no. If you are, you will need to state the justification (blue arrow) and time interval
between the surgeries (green arrow).
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c. Surgical Procedures

Once you select the type of surgical procedure you are doing, you will have to select the
procedure itself. In the surgical procedures section (red arrow), you click on the + to
add your procedure (yellow arrow). A list of procedures will generate. You click on the
white + in the green circle (blue arrow) to select your surgery then hit OK (green
button). If your surgery is not there, select “other”. You will need to select EACH
surgical procedure you are performing and answer the questions that will generate for
each procedure. If none of your procedures are listed, select “other-1”, “other-2", etc.
using a separate “other” for each procedure.

Dane ‘ ] \GLucaHntranet lf“vlamﬂ% 9

d. Surgical Procedure Name

When you select your procedure, it will ask for a name. This should only be answered if
you had to select an “other” as a procedure. Provide a brief descriptive name for the
procedure.

|
Specific Information on Protocol Sections Page 18



e. Room Location
Then you will have to select the room location(s) this surgical procedure will be
performed in. Select the + button (red arrow) to generate a list and then click on the
white + in the green circle (yellow arrow) to select each room. Then hit OK (blue
button).

f.  Species
Next you will have to detail what species this surgical procedure will be performed on.
If it will be performed on multiple species, mention all species.

g. Pre-operative Preparation
Next you will to describe the pre-operative preparation and pre-operative analgesics to
be used. Describe the pre-operative preparation in detail in the section. If your surgical
procedure is on our list of surgical procedure descriptions (blue arrow), you can copy
and paste the relevant information from our web document to this protocol form
(yellow arrow). BE COMPLETE and describe ONLY the pre-operative preparation of the
area, the surgical instruments, the surgeon, and the animal. Operative details, e.g., how
the procedure itself is performed, comes later.
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Pre-operative Analgesics

You will need to state if you are using pre-operative analgesics. You simply check on the
appropriate box (red arrow). If you choose “other”, then you will have to detail the
analgesic to be used. You would need to click on the + (yellow arrow) to add a row to
the table that will generate and complete the table for the analgesic to be used (blue
arrow). If you choose “none” (purple arrow), then you will need to justify not using pre-
operative analgesics in a question that will generate (not shown).
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Protocol Number
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Anesthesia

Next you need to detail the anesthesia you will use. Simply select on the box which
details what you will use (blue arrow). If you select other, you will need to add it as
described in (h) above. If you choose Avertin, you will have to justify its use.
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j.  Operative Details
This is where you put all the details of the surgical details itself. If your surgical
procedure is listed in our collection of details on the web (see g above), then you can
copy the information and paste it in here, modifying the document as required. This
section MUST be complete. You MUST include the methods and materials for ligatures
and wound closures. Include how instruments are sterilized between animals.

k. Post-operative Care
In this section, you must include information of how you are going to monitor for
normal recovery from anesthesia and the provision for any supportive care. This should
be the immediate post-operative period (e.g., first 24 hours). In addition, include when
suture/wound clips will be removed.

I.  Post-operative Analgesics
You need to describe the use of post-operative analgesics and this is done exactly as
described in (h) above. The only addition is that you will also have to state for how long
and how frequently the analgesic will be administered.

I ——
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5. Sequence of Experimental Procedures
This is the section where you explain how all your different procedures fit together so
that the committee understands what you are doing. The timing between various
procedures and surgeries is important to understand, so take care when filling out this
section. If you are unsure as to what is required, click on the help button (red arrow)
and a help screen will generate to give you an idea of what is required.

¢ Animal Protocols + ¢} Nain Protocol Forms  Protocols ronl, aison KL 3¢ @ @
; A ij P o
# (reate Original Protocol ~ ] 4 T
Save
oy o =
Outline LA | i Greand Use Protocl 20100602 [12]-]
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1 Administration 5 Sequence of Experimental Procedures S| |
2 Project Qverview §
3 Animal Subjects Sequence of Experimental Procedures i'i v
Lay out the timing and sequance of events for each type of experimant being performed. See help button.
4 Surgery
5 Sequence of Experimental Procedures
6 Transgenic and Gene-Targeted (Tg/GT) Animals
1] 7 Protocol Checklist 2 = -]
6 Transgenic and Gene-Targeted (Tg/GT) Animals ]
8 Clinical Qutcomes
2 MinimizingPainz2nd: Disiess Transgenic and Gene-Targeted (Tg/GT) Animal Use w -
: 10 Disposition of Animals at the End of the Project U Are you using Transgenic/Gene-Targeted (Tg/GT) animals?
11 Hazards and Compliance - No
12 Principal Investigator's Assurances ) Yes
13 Office Use Only
7 Protocol Checklist S|
Protocol Checklist ®C
Check all procedures that apply. At least one box must be checked.
O Death as an endpoint (the natural death of the animal is required and moribund animals will not receive veterinary care due to the nature
of the experiment).
O Animals used in this protocol will develop acute or chronic iliness, disease, or physiologic deficits spontaneously or through experimental
manipulation.
O Food deprivation (=24 hours) other than pre-operative surgical preparation.
[ Food or fluid restriction. |
Dene N A T v R -

4

Specific Information on Protocol Sections Page 22



6. Transgenic and Gene Targeted (Tg/GT) Animals
a. This is a mandatory question- it must be answered in order to submit your protocol for
review. If you select no, you are finished with this section. If you select YES, then a
series of questions will be asked.

PLEASE NOTE: this is a complicated section so you are going to have to READ
ALL INSTRUCTIONS CAREFULLY.

ALSO PLEASE NOTE: if you are using a Tg/GT animal that has not been
registered, you will need to register it, but this does not have to happen prior to
protocol submission or approval. However, your animal cannot be made until
you complete this section, which you can do as a modification to the protocol at
a later date. If you have any questions with this section, you should contact the
BSO at rwallace@adp.uchc.edu.

b. Tg/GT Information Table
If you are using Tg/GT animals and you answer yes, this table will generate. You will
need to complete the table. You will need to click on the + symbol (blue arrow) once for
each Tg/GT line you will be using in your protocol- this will generate a row in the table
(yellow arrow) for each Tg/GT line.

PLEASE NOTE: there is an internal scroll bar in the table that are hard to see
(red arrow). Not all columns show up when you view this in your computer
screen, you will have to use the internal scroll bar to show all columns. You will
need the information that is listed in section 6.1.2.3 in order to complete this
table.
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i. Column 1- Row Number and Tg/GT Line name
Put in the row number (e.g., first row in table would be 1, second row in table
would be 2, etc.) and the common name for the Tg/GT line

ii. Column 2- Background strain
Enter the background strain of your Tg/GT line

iii. Column 3- Specific genetic modification
Indicate what kind of modification (insertion, deletion, point mutation, etc.) of
what gene/sequence is in the Tg/GT animal

iv. Column 4- From where was the animal supplied
State who sent the animal and their affiliated institution. If received from a
domestic commercial vendor, state the vendor and the catalogue (stock)
number of the Tg/GT line.

v. Column 5- UCHC GMO number (if exists)
If you have already been assigned a GMO number for this Tg/GT line, enter the
GMO number here. If you do not know the GMO number, leave blank.

vi. Column 6- If no GMO number, put regulatory category (X, Y, or Z below)
Enter X, Y, or Z based on the information given in “Tg/GT Animal Regulatory
Issues” below the table.

vii. Column 7- Animal line in column 1 will be crossed with
If the Tg/GT line in column 1 will be crossed with another Tg/GT line (which also
must be listed in the table), simply add the row number of that animal line (e.g.,
“row 3”).
viii. Column 8- Cells from animal line will be implanted into

If cells from this Tg/GT line will be implanted into another animal, list the strain
(if not Tg/GT) or the row number of the Tg/GT line of the recipient.

ix. Column 9- Animal will undergo parabiosis with what line
If this Tg/GT line will undergo parabiosis with another animal, list the strain (if
not Tg/GT) or the row number of the Tg/GT line of the partner.

X. Column 10- Where was the animal made originally
State where the animal was originally made, if known.

xi. Column 11- Any inserted eukaryotic viral sequences? (Y/N)
If these animals will be crossed with any other animals that are not of the same
background strain or Tg/GT line, the Pl must state whether viral sequences are
present (Y) or not (N). If animals will not be crossed, leave blank.

c. Phenotypic Pain or Distress
You will need to state if any of the Tg/GT lines listed are known to be associated with
any phenotypic pain and/or distress.

R ——
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d. Tg/GT Rodent Compliance
This is where you start the registration process for any Tg/GT animals that need to be
registered here at the UCHC. This generally includes all Tg/GT mice that are produced in
the GTTF and any Tg/GT animal that is coming from a foreign institution or agency.
Other rodents may require registration- if you are unsure, please contact the BSO at
rwallace@adp.uchc.edu. You would start the registration process by clicking on the +

button (yellow arrow) which will generate the row numbers from section (b) above.
Select the corresponding row number for the Tg/GT animal line which needs registration
by clicking on the green symbol (red arrow) and then hitting the OK button (blue arrow).
There should be a corresponding row number for each line that does not have a GMO
number. IF YOU DO NOT KNOW IF A TG/GT LINE HAS A UCHC GMO NUMBER,
CONTACT THE BSO AT rwallace@adp.uchc.edu PRIOR TO CONTINUING WITH THE
REGISTRATION PROCESS.

. T

CTT T e e -,
You need to answer every question that populates. If you need specific help with any

Done

question, please contact the BSO at rwallace@adp.uchc.edu.

i IBC Registration number
Leave blank- once the registration is ready for approval, the number will be
enter

ii. List all Grants
List funding source, grant number, and grant title for each grant being used
that is not listed in section 1 of the protocol form.
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iii. Describe Sequence of Interest
The sequence that is being targeted or expressed must be detailed. If it is
from a non-domestic source, a research article or reference describing the
animal line must be provided.

iv. rDNA Context
A short summary about the use of the sequence of interest rDNA in the
research must be given. A description of what the sequence does must also
be provided.

V. Type of genetic variation
Describe how the genome of the animal has been changed (what has been
inserted, deleted, etc.).

vi.  Specify all inserted sequences
Create a row for each functional element of what has been inserted into the
animal (e.g., promoter, protein encoding sequence, polyA sequence, loxP
sites, etc.). This is done by clicking on the + sign (blue arrow). Then you will
need to complete all columns in the row with the information requested If
you are unsure of the accession, gene ID number or database URL
(reference to a commercially published sequence), there are links that can
help you find this information (red arrow).
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[ 1 Administration
Title NCBI GenBank
its spacies of origin, its function, and the associated NCBI "Gene” ID number or

supplying the exact MGI or Genecard URL for your sequences is helpful). We need to be able

NCBI Gene
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Protocal Numbs
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Funding/Grant Source ol 4

Funding Details

vii.

Study Initiation
Accounts

[ 2 Project Qverview
Lay Summary

[ 3 Animal Subjects
Species

[ 4 Surgery

Surgical Procaduras

NIH rDNA Guidelines Requirements

Most Tg/GT mice are ABSL-1 and fall under Section T11-E-3 of the NIH rDNA Guidelines. Your antries here will be checked by the BSO for
evaluation against these criteria; if the criteria are not met, further IBC registration may be required. State ABSL for your mouse line and
what section of the Guidelines the construction falls under.,

Done

FTT ] (et [ar [Rome -

NIH rDNA Guidelines requirements

Leave blank. This information will be provided to the Pl by the BSO and can

be entered after this is done.
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viii. Methods of generation
Check off the method of generation. If “other” is chosen, a dialogue box will
generate. Provide a description of how the Tg/GT line is produced in the
text field. If viral vectors are used in any of the methods to produce this
line, describe them here.
ix. Sequences from pathogenic agents
Select yes or no. If yes is selected, a dialogue box will generate. Provide a
description of what organisms, viruses, and/or toxins the sequences
originate from.
X. Sequences that have oncogenic potential
Select yes, no, or unknown. If yes is selected, a dialogue box will generate.
Provide a description of any known connection to cancer or other potential
harm from the gene products or their absence.
Xi. Viral vectors
Select yes or no. If yes is selected, a dialogue box will generate. Provide the
identification of the viral vector and the vector production system.
Xii. Foreign/exogenous sequences
Select yes or no. If yes is selected, a dialogue box will generate. Provide a
description of proteins or other gene products that will be produced.
Xiii. Tg/GT associated pain and distress
Select yes, no, or unknown. If yes, a dialogue box will generate. Provide a
description of any pain or distress known to be associated with this
genotype.

I ——
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7. Protocol Checklist

This is a mandatory question, which means it must be answered in order to submit your
protocol for approval. This is where you would state if you may be doing anything that
would require approval due to being an exemption to the USDA AWRs or a deviation
from the standards in the Guide for the Care and Use of Laboratory Animals. Simply
check all boxes that may apply. AT LEAST ONE BOX MUST BE CHECKED. You would
need to answer all questions on any question that generated based upon whatever
box(es) you checked.

If death as an endpoint is selected, a dialogue box will generate. You must provide a
scientific justification for the use of death as an endpoint.

If animals used in this protocol will develop illness or disease, a dialogue box will
generate. You must provide a description of the illness, disease, or physiologic deficits
that may develop in the animals.

If animals are going to be deprived of food OTHER THAN PRE-OPERATIVE SURGICAL
PREPARATION, a dialogue box will generate. You must provide a description of the
deprivation and a justification for depriving animals of food for >24 hours.

If animals will have food/fluid restrictions, dialogue box will generate. You must provide
a description of the deprivation and a justification for the restriction.

If it selected that a paralytic/neuromuscular blocking agent will be used on an
unanesthetized animal, a dialogue box will generate. You must provide scientific and/or
veterinary justification.

If animals will undergo prolonged restraint, dialogue boxes will generate. You must
describe the method of restraint to be used, the procedure to be used to acclimate the
animal to the restraint, and the veterinary care associated with the use of the restraint.

If you selected non-standard housing, a dialogue box will generate. Common reasons
for non-standard housing are given and you need to choose which you are using.
Choose “other” if your non-standard housing is not in the list. A dialogue box will
generate in which you must identify the non-standard housing issue and a justification.

If you selected that your animals will not be given species-specific enrichment, a
dialogue box will generate. You must provide a justification for not using enrichment.

If you selected that animals will be uniquely identified, a dialogue box generates in

which you can select what method(s) of identification will be used. If none are on the
|
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list that generates, select “other”. Another dialogue box will generate in which you will
describe the identification method to be used.

If you are housing animals outside the central animal facility, you will need to describe
where you will be housing the animals and provide a justification for housing animals
outside the central animal facilities.

If you check that a special diet or water will be used, a dialogue box will generate. You
must describe the manipulated or special diet or water to be used with the animals.

If you state that cells lines derived from, or passaged through, rodents will be used, a
dialogue box will generate asking you if the cell lines have been tested for pathogens.
You must answer yes or no to this question.

|
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8. Animal Monitoring
This is where you inform us what clinical signs for which you are going to assess your
animals and how frequently you will be doing this. Check off all boxes that apply. One
question will be generated for each item checked: How frequently are you going to
check you mice for that parameter. You need to answer each question. At least one
check box MUST be checked. If you check “not applicable”, then you will have to state
why it is not applicable to your protocol.
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9. Minimizing Pain and Distress

This is a mandatory question, which means at least one box must be checked in order to
submit your protocol for submission. If you select “not applicable”, you are going to

have to state why it isn’t applicable. This tells us when you are going to euthanize
animals if their pain/distress is too great.

(7 Animal Protocols - | 7Y iain Protocal Forms  Pratocols

poh, Alison 3 - @@

H

5 (reate Original Protocol =

I

! & @ K &

Save
outline S3AAC )5/ || Anial Care and UseProtocol 20100502 12— |
[F-Jzer QOutline 1.2 | o+ Verdana 12 B I U & ¥ L
[E] 1 Administration * || Objective citeria =0
e following eriteria will be used to euthanize animals or remove them from study. For more information, click on the help button.
Title The foll iter il b d to euth: I them from study. Fq fi it lick on the help butt
Protocol Renewal Information & Weight Joss/>20% irirodents
Reference Number [_| Failure of animal to ambulate
Protocol Number [] Tumor size reachas 20mm in diameter or greater or becomas nacrotic
Created By k| [ Failure of the animal to access food and/or water
Principal Investigator ] Animal unresponsive to stimuli
Protocol Associates [ ] Respiratory distress
Associates Authorized to Order Animals [ Recurring rectal prolapse
Funding/Grant Source || ) severe dehydration
Funding Details ] Not applicable
Study Initiation [ Other
Accounts
2 Project Qverview
B ] Not applicable =
Lay Summary .
513 Animal Subjects Question Not Applicable =)
- Select why this question is not applicable to the project.
pacies
14 surgery ] This Is a tissue harvest protocel with ne experimental procedures performed on the animals and no pain/distress is expected.
] surgical Procadures [ | This is a tissue harvest protocol with minimal experimental procedures performead on the animals and no pain/distress is expected.
B ves [[] This is a breeding protacol; no pain/distress is expected
[E] Type of Surgery || Other
Dane

0 B T
If you select “other”, then you will have to describe what criteria you will be using.

0 Animal Protocols - | /&) Main Protocol Forms  Protocols

|v"5 - ‘f*iwu% -

Pohl, Alison x - | @@

3 Create Original Protocol =

I

Save
Outline 00 Animal Care and Use Protocol 20100802 2[— | ®
[.ﬁ#{er Outline Verdana 12 BIU B
[t Administration “ | Objective riteria w®00C
Title The following criteria will be used to euthanize animals or remove them from study. For more information, click on the help button.
Protocol Renewal Information | Weight loss >20% in rodents
Reference Number [ Failure of animal to ambulate
Protocol Number [] Tumer size reaches 20mm in diameter or greater or becomes necrotic
Created By O Failure of the animal to access food and/or water
Principal Investigator O Animal unresponsive to stimuli
Protocol Associates [ Respiratory distress
Associates Authorized to Order Animals o Recurring rectal prolapse
Funding/Grant Source i [ Severe dehydration
Funding Details [ Nt applicable
Study Initiation ) Other
Accounts
2 Project Overview
E L Other =
Lay Summary
[=] 3 Animal Subjects Other *
Spacies Describe other criteria to be used to either euth, animals or remove them from the study.
=4 surgery ‘
= Surgical Procedures o . ) .
Y Procedures used to Minimize Pain and Distress ®e-
@ Yes Describe the procedures to be used to ensura that discomfort and injury to animals will be limited to that which is unaveidable in the conduct
iy Start CFEPREEREEE B

ABRMGEE &

{2 TOPAZ Enterprise
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10. Disposition of Animals at the End of the Project
a. This is a mandatory question that must be answered in order for your protocol to be
submitted for review. You simply select which box describes what the disposition of
your animals will be at the completion of your study. If you select euthanasia (red
arrow), you will be asked to state what method of euthanasia you will use.

(7 Animal Protocols - | {3} Man Protocol Forms  Protocls rotl, Alson L 52 @ @
e i) bl
* (reate Original Protocol ~ H 7 g
Save
Outline SR EL || hnimal areand Use Protocal 20100602 la]— [
[F-er.‘ Outline 12 | + Verdana 12 B I U ——=E= &8 & v L
[E11 Administration “ || 10 Disposition of Animals at the End of the Project S|
Title
Protocel Renewal Information Disposition of the Animals ®o-
Rifardnios Narmbar 2007 AVMA F}uidelines on Euthanasia )
The disposition of the animals at the end of the study will be (select all that apply). For more information, please click on the help button.
Protocol Number

7 Euthanasia
Created By = %
= O Transfer to another approved protocol
Principal Investigator

Protocel Associates 0 Deatvasah oo

Associates Authorized to Order Animals (G Dther
Funding/Grant Source U
Funding Details Euthanasia B
SRR Selectthe method(s)of euthanasiato he used =)
Accounts Select all that may apply.

[212 Project Overview [ €02 narcosis followed by cervical dislocation

Lay Summary
[ 3 Animal Subjects

o C02 narcosis followed by thoracic trans-section

[ co2 nareosis followed by decapitation
Species

[5] 4 Surgery

[= Surgical Procedures

O €02 followed by exsanguination
[ co2 narcosis followed by visual examination to include ensuring lack of respiration and heartbeat {recommended for bulk euthanasia)
[ Neonates- decapitation without anesthesia

o Yes &

O Decapitation under anesthesia

7] ;[an FEPEEREDBEG | ©ib T o | FGRANTE Enterprise . /7 TOPAZ Enterprise - M...
ABRDE ¢

b. If you choose a method of euthanasia that needs scientific justification, you will be
asked to provide it. For instance, if you choose cervical dislocation without anesthesia,
you would see the following. You would have to justify using this method of euthanasia
(red arrow). All euthanasia methods will ask what species it will be performed on.

{7 Animal Protoeols -~ 72 Main  Protocol Forms Protocols eonl, aizon B @ @
I 7
- (reate Original Protocol ~ H !
ey s —
Outline S AL )/ || A Animal Care and Use Protocol 20100802 2] -]
[ Firtor Gutane 12+ 6 1 U T ek
St { ghow Tham Numbers
] 1 Administration 2 Cervical disocation without anesthesia = }
Title f
Justification -
Protocol Renewal Informatson
Provide sciantific of why LADOOS B Used,
Reference Number
Protocol Number
Created By ! Spedes
Principal Investigator On what spacies will this procedure ba performad?
Protocol Associates
Associates Authorized to Order Animals |
Lo b i 11 Hazards and Compliance A
Funding Detasls
Study Initiabion Use of Hazardous to Human Materials in Animals v
Accounts If you are using hazardous substances with animals, vou must complete this section through 10.2.2.2 (the Hazard List) for submission of the

= protocol.

5 Prif i

2 Peock Chommyne 1F you 3r8 unsure if you are using hazardous substances, contact the BSO at rwallaceadp. uche.atu.

Lay Summary
¥ THPORTANT NOTE: After 10.2.2.2, you will ba filing out & safety protocol or Answaring risk assessment questions for the use of hazardous

substancas in animals in this secticn. Compistion of the safaty prosneai(s) ar risk 15 nat v for protoent But

t5 mandatory for protocol approval.

Hazards to Humans Using Animals Ro -
-y Will you be using charmacal hazards, infectious agents, human or non-human pemate matsrials (coll lines), racioactive matenials or iradiation, |
ganses, aridjor DMA, Salect Agants, or Fmageng that mvelves mnisng radiation? [
.4 start FE D ES QOB S 8o o £~ TOPAZ Enterprise - i, GRANTTE Erterprios. /= TORAT

e B B - BN Teleghonm Denctory T Somcfx rformaton o
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11. Hazards and Compliance
a. Hazardous Agent Use
This is a mandatory question, meaning it must be answered in order to submit your
protocol for review. If you answer NO, then you are finished. If you answer YES, then
questions will generate which you must complete. Every protocol is reviewed for
potential hazards and if you have answered no, you may still have to account for the use

of an agent that reviewers find to be hazardous.

b. If you select yes, the first thing you will need to do is to identify your hazard. Click the +
button (red arrow) to generate a list of known hazards. To choose a hazard, click on the
symbol (blue arrow) and then hit the OK button (purple button). If you don’t you're
your hazard, proceed to step e below. Ignore the Keywords question (yellow arrow),
that information will be provided by the BSO or Chemical Hygiene Officer at a later date.

Name
QD 2.3.7.8-Tetrachiorodibenzo-p-dioxin { %
2-0-AMP {C] 3
.

Once you choose your hazard, it will be shown on the screen (green arrow).
4 Animal Protocols - | “0Y  Main  Protocol Forms  Protocols ron, amon 0 @ O

& Create Original Protocol = (=]

=

12| — 08

rar DuEing

v 12 e =k
=11 | Hazard List wRoe- [
1 | usbascoc sasect agant Lise

=l 1 acministration
Title

Protocol Renewal Information a-umnh-Ilndwwhnﬂmmmmmmmmmmm_lmdmmﬂm
Raferancs Number is on the hazard list by clicking on the grean plus sign. If it is, it means that the agant is a safety
mﬂnwuuwwwwmnummmmuanmmmuumm
ik [CT). 1 it s 70% o the list, chooss "Othes™, Contact the Biclogical Safety Officar (BSO) for GUKEARCE ABOUE WHEThr Gr ROL th AONNE is
Created By hazardous or if it will nead a safety protocol.
Principal Investigator Then raview the hazard list for any infactious agents (e.0., mMW;MGMUWMMMn
Protocol Assocabes UBIng i YOUr KXpenMAants with animals, Thes includes such things as mateciale (8.9., tritium, 14-C, #tc.), lasers, hunan materisls -
Muﬁnummmmmmmtmmm}.mmw:m B it in on the e, &
Associates Authorized to Order Animals safety protocol is reguired. Fill out tha forms for sach agent according to its hazard type, which will be indicated i brackets after the name of
Funding/Grant Scurce |/ the agent {e.g.. [B] or [R1). If it is nok on the list, choose “Other™. Contact the Biological Safety Officer for guidance about whether or not the

Funding Datails agent i harardous o if it will need & safety protocol,

Study Initiation IF you are usis anesthetic cas (8.0, Isofurane) for any purpose, & full safety protocol is NOT requined.
i Vi il o i i s i oSk U S i B i 4l bt

Bf you are irradinting o kmaging animals, & full safety orotecol is NOT required, Answir Questions that will coma up in the program balow

Accounts

[£] 2 Project Overview bout thase BCitiwbel.
Lay Summary O 2-C-AMP Q]

13 Animal Subjects I-chicrondencsing moncohoschate; (positive INCEFGC gent): CASE: None; HIeunkn016; [fects of axpomurs; Unknown, Handle &8 Hazardous

Chamical,

Soecies

£l 4 Surgary

(5] Surgical Procedures
El ves

FrEGOSS DS 6% B
L K]
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c. Then you will have to select a hazard type. The hazard types are shown in the hazard
itself that you selected (blue arrow). Anything in brackets [] will be the hazard type. All
you need to do is select the hazard type given. In this example, the selected hazard,
Streptozotocin is a chemical hazard and has a [C] after it (blue arrow)- check the hazard
type that has the [C] (yellow arrow).

(7 Animal Protocols - | /&1 ain Protocol Forms ~ Pratocals ronl, ison 30 ¢ @) @
A5 i 7
¥4 Greate Original Protocol = / -
Save
Outline A AimalCae and Use Protoco 20100802 [12]-] ®
[itter Outline 12+ || | verdana 12 - RASEel CESES @ ¥ L
[E11 Administration - 11.2.2.2.1 Streptozotocin (STZ) [(] =R,
Title
Protocol Renewal Information Hazard Type Q-

Reference Number
Protocol Number
Created By

Principal Investigatar

Protocol Associates

Associates Authorized to Order Animals
Funding/Grant Source

Funding Details

Study Initiation

Accounts

[=] 2 Project Qverview

Lay Summary

[=] 3 Animal Subjects

Species

[=] 4 Surgery

Surgical Procedures

USDA/CDC Select Agent List

Indicate Hazard Type for each hazardous agent. If the agent was selected from the list, the agent type is noted in brackets after the name of
the agent.

If you chose "Other” from the Hazard List above, choose "Other™ in this Hazard Type list also. Name the potential hazard in the text
box that appears under "Other”. Also provide any accompanying information such as an Material Safety Data Sheet (MSDS) fo help identify
the potential hazard.

(@] Anesthetic Gas: e.g., Isoflurang, Halothane, Sevoflurane, etc.

(] Parzformaldehyde, Formalin, Glutaraldehyde [aldehyde fixatives]

(5] Biological Agent [B]

(@] Chemical Agent [C]<:|

(@] Radioactive Materials [R]

(&) Recombinant DNA {rDNA) cther than transgenic/gene targeted animal lines.
() Irradiation

@] CDC/USDA Select Agents (SA)

5] Imaging using ionizing radiation

(&) Other - Use this for potential hazards not on the hazard list. Identify the potential hazard in the text box below.

Teaininn i 2=

Done:

[ ] (@ meme [fa - [Rawe -,

d. When you do this for each hazardous agent, a safety protocol form for each agent
according to its type of hazard will be generated. You do NOT have to fill out the safety
protocol prior to submission, but it MUST be completed prior to approval.

! Animal Protocols - Y Main  Protocol Forms  Protocels pond, alizon B @ &

& Create Original Protocol = H 7 4 —

Outline F v @ Ju Animal Care and Use Protecol 20100802 12— .
12+ " B J.uU SR Rk

=] 1 Administraticn
Title

Protoced Renewal Information
Reforence Number

Protoced Number

Created By

Principal Investigator

Protocol Associates

Assoiates Autherized ta Order Animals
Funding/Grant Source
ungding Details
Study Initiation
Accounts
=12 Projoct Overview
Lay Summary
[= 3 Animal Subjects
Species

srgery

Surgical Procedures
] ves

[=] Tvoe of Surgary
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| chemics! Agent (€] =N

Hazard Number =

Chemical Safety Protocol
Thas i the beginning of the ACC chemical safety protocel for hazardous chemicals or chamacals with unknown toxicology. Completion of thes
safety protocol is not required for protocol submission,

protocsl, please contact the BS0 at rwallace @ adp.uche.

2 it 8 required for protocol sporoval. If you have any questions about this safaty

This number will be assigned by the BSO,

Animal/Materials Flow Te
Supply an amimal/matenals flow for your sxpenment, Indicate:

= how/when animals/materiais will enter and leave chemical isofation;

= when and where animals will be dosed, housed, euthanized, and necropsied; and

= the period of tima between dosing and euthanasia, Clk on the guestion mark for an exampie.

PLEASE NOTE: the chemical isolation room is set up for dosing and necroosy in the BSC and euthanasia may be performed either in chemical
isolation or in CCM LBOOY.

Risk Aszezzment =
Risk assessment will be completed by the BS0. I

(ra| | 1@ Internet e[ Fom -
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e. If you do not find what you believe to be a hazardous agent in the list, select “other” in
the hazard list by clicking on the symbol (red arrow). Then click on the OK button.

2

Items \ Quick Filter

Add ALL >> ! << Remove ALL

() Parsformaldehyde(CH20) [aldehyces

0 Phorbal-12-myristate-13-acetate (PM

) Phorbol-12,13-didecancate (pdd) [C]

istat. CEPEBEEMRBESE

Once you select “other”, the hazard type field will generate. Select “other” (red arrow).

(¢ Animal Protocols + | f) Man  Potocol Forms - Protocols vori, aison 3 0 @) @

ﬁ(reateﬂriginal Protocol » B I

Save

éFrFﬁEr Outline Verdana SEZ=EEaé % L
[512 Project Overview 11.2.2.2.1 Other g %
Lay Summary
(513 Animal Subjects Hazard Type (7=
Species USDA/CDC Select Agent List
[Z]4 Surgery Indicate Hazard Type for each hazardous agent, If the agent was selected from the list, the agent type is noted in brackets after the name of

z the agent.
Surgical Procedures &

1f you chose "Other" from the Hazard List above, choose "Other” in this Hazard Type list also. Name the potential hazard in the text
box that appears under "Other”. Also provide any accompanying information such as an Material Safsty Data Shest (MSDS) to help identify
the potential hazard.

(@] Anesthetic Gas: e.g., Isoflurane, Halothang, Sevoflurane, etc.

[5]5 Sequence of Experimental Procedures

Sequence of Experimental Procedures

[5] & Transgenic and Gena-Targsted (To/GT) Animal
Transgenic and Gene-Targeted (Tg/GT) Animal| (] Paraformaldehyde, Formalin, Glutaraldehyde [aldehyde fixatives]
[E17 Protocel Checklist | () Biological Agent [B]
Protacol Checkdist () Chemical Agent [C]
[=]8 Clinical Outcomes (@] Radioactive Materials [R]
Animal Monitoring (&) Recombinant DNA (rDNA) other than transgenic/gene targeted znimal lines.
[=] @ Minimizing Pain and Distrass () Irradiation
Objective criteria (0 CDC/USDA Select Agents (SA)
Procadures used to Minimize Pain and Distress [6) Imaging using ionizing radiaticn

(] Other - Use this for potentizl hazards not on the hazard list. Identify the potential hazard in the text box below. _

Jstat. B ;,9 BEEERRE®E W £ ] GRANITE Enter

[5] 10 Disposition of Animals at the End of the Projer

28R @ > fi  1nstr opaz Bl
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This will generate a text field (yellow arrow). List all potentially hazardous materials in
this field with any available identifying information (e.g., CAS numbers, MSDSs, etc.). If
any are determined to be hazardous agents by the reviewers, they will be then be added
to the hazard list and you will be required to choose it and complete the safety protocol
during the resubmission process prior to protocol approval. DO NOT FILL OUT ANY
SAFETY PROTOCOL BEFORE YOU HAVE BEEN INFORMED THAT YOU AGENT IS
CONSIDERED HAZARDOUS.

(7 Animal Protocols - | ) Man Protoccl Forms  Protocols o, alison JC v @) @
.y . Ll
¥ (reate Original Protocol = ,
Save
Outline 5344 )/ | | @) Animal Care and Use Protocol 20100602 [12 =
17 2 31 0 P —
[Filter outline l12 |+ | verda 12+ pleiel) === e v I,
[]2 Project Overview Other - Use this for potential hazards not on the hazard list. Identify the potential hazard in the text box below. =
Lay Summary ., e
Other Potentially Hazardous Agent(s) El0e
[5]13 Anima| Subjects List all ‘other’ potentially hazardous materials you will be using and/or nat listed in the Hazard List. Use full chemical nal Ind not
Spacies acronyms., Supply CAS numbers if available, Attach MSDSs, Use Genus species and strain names. Attach identifying i
[=] 4 Surgery
Surgical Procedures
[5]'5 Sequence of Exparimental Procedures = : e
Training Information LU=
Sequence of Experimental Procedures Training information for researchers
[E] 6 Transgenic and Gene-Targeted (Tg/GT) Animal | THTS QUESTION REQUIRES THE E-SIGNATURE OF THE PL. IF YOU ARE NOT THE PI, DO NOT COMPLETE THIS SECTION. THE PT
Transgenic and Gene-Targeted (Tg/GT) Anima MUSTCOMBLETELEPRIORTO SUBMIZSION.
(217 Protocol Checklist Certain trainings are necessary for work in a laboratory and for work with specific materials. This is explained in the website above. Check off
| trainings necessary for all personnel to do work on this project:
Protocol Checklist

518 Clinical Outcomes o Laboratory safety training (required of all researchers working in UCHC |aboratories)

b r ial I: ing wi materi ncludi | lir
‘Arimal Monitoring ] Blocdborne pathogen training (initial and/or annual: reguired for anyene working with human materials including cell lines)

i trai For worl = i ; ¥
19 Minimizing Pain and Distress O Radiation safety training (fer work with radioactive matenals, irradiators, ionizing radiation producing imaging devices)
Objective ariteria O Biosafety training (required when working with agents infectious to humans)
Procedures used to Minimize Pain and Distress [] Maintenance er facilities personnel who perform tasks in your laboratory (2.g., a plumber netified of a repair needed to a sink drain

where sodium azide is disposed) must be informed about any hazards they may encounter in their work by the PI/PI staff.
[5] 10 Disposition of Animals at the End of the Proje:

Disposition of the Animals

~ & | 12 Principal Investigator's Assurances =)

Done CL ] e [fa-

0% -

4

For specific questions regarding the safety protocol, please contact the BSO at
rwallace@adp.uchc.edu.

f. Chemical Safety Protocols

i. Hazard number
Leave blank, this will be assigned during the review process.

ii. Animal/materials flow
In order to properly assess whether an agent is hazardous in the circumstances
it will be used, the safety reviewers must completely understand how the
chemical will be used. Click on the blue help button for instructions on what
needs to be entered into this text field. The timing between when various
agents are used on the animals and when they have to leave the isolation
facilities or are euthanized determines when people may be exposed to the
chemicals used.
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iii. Risk assessment
Leave blank with initial submission. The BSO or chemical hygienist will inform
you during the review what needs to be added here.
iv. Chemical
Select in what form the chemical will be received. Regardless of what is
selected, dialogue boxes will generate in which you will have to describe how
much is received and how the chemical is accessed.
v. Volatility
Select yes or no.
vi. Potential chemical spill
This section describes a spill or breakage of the source container. Spillage of
diluted stocks or doses will be taken up in later sections. Be sure to answer all
questions detailed in the section.
vii. Chemical preparation
Select yes or no. If yes is selected, dialogue boxes will generate asking for
specific information on stock preparation, preparation procedures, and a spill
protocol for the stock solution.
viii. Personal protective equipment- preparation
Select from a list of person protective equipment all that will be used by
personnel preparing the chemical.
ix. Dosing regimen
This field is designed to show how a single chemical is used in multiple ways
(e.g., gavage, IP, etc.) or with multiple species. You cannot explain how multiple
chemicals are used in this table. Select a row for every species or every route of
administration the chemical will be given to by clicking on the + sign (blue
arrow). Complete the table. Be careful to observe the internal scroll bar (red
arrow) so you do not miss columns.

NOTE: Frequency of dosing is the number of doses per time increment (e.g.,
twice per day); Number of doses to be given is total number of doses (e.g., if
you are giving twice per day for 7 days the total doses is 14); Total
mass/animal/dose is would be the concentration x volume given.

¥ Animal Protocols = | 7% Man  Prowcol Forms  Protocols pora, aison B G0

riginal Protocol = o=

Outline Ly | | W Animal Care and Use Protocel 20100802 13—
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X. Dosing personnel

Select who will be dosing the animals. If PI staff and/or CCM staff is selected,

dialogue boxes will generate and you must list all personnel who will be dosing

the animals.
xi. Dosing procedures

Select all statements that apply.

1. If conventional needles/syringes is selected, dialogue boxes will generate
regarding the use of safety needles and contaminated sharps disposal.

2. If non-conventional needles/syringes is selected, dialogue boxes will
generate regarding the description of the needles/syringes to be used and
contaminated sharps disposal.

3. If dosing will take place neither inside a chemical fume hood nor inside a
BSC, a dialogue box will generate requesting a justification of why a fume
hood or BSC is not used.

4. |If left over doses will require disposal is checked, a dialogue box will
generate asking for a description of disposal.

xii. Potential chemical spill

This section describes a chemical spill of the working solution. Answer all bullet

points listed in the section.

xiii. Personal protective equipment- dosing

Select from a list of person protective equipment all that will be used by

personnel during dosing of the chemical to the animal.

xiv. Animal carcass disposal
Select how animal carcasses will be disposed. If “other” is selected, a dialogue
box will generate and you will have to explain the disposal of the carcasses.

xv. Bedding disposal
Select how bedding will be disposed. If “other” is selected, a dialogue box will
generate and you will have to explain the disposal of the bedding.

xvi. Other potential chemical exposure to personnel

Select yes or no. If yes is selected, a dialogue box will generate and you will

have to describe the procedures that could cause exposure of personnel to the

chemical.
xvii. Special instructions based on risk assessment

Pl must consider the potential health status of individuals using the chemical

and note any health statuses that require special restrictions (e.g., pregnancy,

personnel with asthma, etc.).
xviii. Pl assurances
Read and select all boxes.

|
Specific Information on Protocol Sections Page 38



g. Biological Safety Protocols
i. Hazard number
Leave blank, this will be assigned during the review process.
ii. Describe the hazardous biological agent
Make sure that you answer all the questions asked in this field.
iii. Storage
Identify all rooms and at what temperature the biological agents will be stored.
iv. Traits of infectious agents
Select all statements that apply.
a. Contains recombinant DNA
If this box is selected, you need to state if your recombinant agent has
been registered with the UCHC IBC. Select either yes or no or unknown.
b. Infects humans and/or animals
NOTE: This is to identify all procedures that will be done with infectious
agents to understand where exposures to personnel might occur.

1. Preparation of the agent for inoculation 1
Select all aerosol-producing processes that may be used to
prepare the agent for inoculation. Answer any questions that
may be generated when each process is selected.
2. Preparation of the agent for inoculation 2
- Note how people are known to acquire infection from the
agent being used.
- Note which steps in your procedures could produce
conditions for personnel to acquire infections.
- Note maximum culture volumes of potential spills.
3. Signs and symptoms of human infection
Describe the signs and symptoms of human infection with the
agent being used.
4. Preparation of the agent for inoculation 3
Select all personnel protective equipment to be used for
inoculation into the animals. Answer any questions that may be
generated when each item is checked.

|
Specific Information on Protocol Sections Page 39



5. Biological safety cabinets

Also known as BSCs or tissue culture hoods. You need to list all
the BSCs you are working in with this agent. Click on the +

symbol (red arrow) to generate a row (blue arrow)in the table.
Complete the table.
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Location of inoculation

Select where the inoculation will occur. If “outside CCM
biocontainment” or “Multiple locations” are selected, dialogue
boxes will generate where you must list the room numbers.
Infectious dose

For each infectious dose, click the + sign (red arrow) to add a

row to the table (blue arrow). Enter the information requested.
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8. Number of animals
List a range of the number of animals that will be inoculated per
session.
9. Performance of inoculation
Select who will perform the inoculation. If PI staff or CCM
Veterinary Staff is selected, dialogue boxes will generate and
you must state who will perform the inoculation.
10. Personnel protective equipment
Select from a list of person protective equipment all that will be
used by personnel preparing the chemical.
11. Anesthesia
Select yes or no.
12. Restraint
Select the answer to the question. If “Restrained with a devise”
is selected, a dialogue box will generate. Describe the device to
be used.
13. Route of inoculation
Select all routes to be used.
a. If “Intranasal Inoculation” is selected, the technique
must be described.
b. If “topical application” is selected, the technique
must be described.
c. If “injection” is selected, questions will generate
regarding the use of needles will be generated; you
must answer all questions.

III

d. If “aerosol” is selected, a dialogue box will generate
and you must describe the technique and safety
equipment to be used.

e. If “in food” is selected, a dialogue box will generate
and description of how food is prepared and
presented to the animals is required.

f. If “gavage” is selected, a dialogue box will generate
and you must describe the technique be used.

g. |If “other” is chosen, a dialogue box will generate
and the route needs to be described.

14. Clearing from animals

Select yes or no. “Clearing” means the animal cures itself of the
microorganism so that it can no longer be shed by the animal. If
“yes” is selected a dialogue box will appear that asks how long it
takes for the clearing to occur. Enter the time from inoculation
to the animal being no longer infected.

I —
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15. Infection from agent after inoculation into animals
This question is about animals shedding, by what route, and
under what circumstances personnel may become infected.
c. Riskgroup1
Provide the source of the risk group classification you are using.
d. Risk group 2
Provide the source of the risk group classification you are using.
e. Risk group 3
Provide the source of the risk group classification you are using.
f. Attenuated strain
If your strain is considered attenuated, you must describe its
attenuation.
g. Drug resistant strain
Describe the strain and to which drug(s) it is resistant. State what other
drug could be used to treat laboratory acquired infections.
h. Regulated as a CDC/USDA select agent
You need to discuss with the BSO the use of any select agents.
i. Laboratory is registered by the CT DPH
Labs that use infectious agents need to be registered with the CT
Department of Public Health. List the expiration date of the registration
of your laboratory; if you need registration, contact the BSO.
v. Information about CCM biocontainment
Read and select all statements. The e-signature that you will generate when
answering this questions implies that you understand and agree to each
statement.
vi. Animal/materials flow
In order to properly assess whether an agent is hazardous in the circumstances
it will be used, the safety reviewers must completely understand how the
biohazardous agent(s) will be used. Click on the blue help button for
instructions on what needs to be entered into this text field. The timing
between when various agents are used on the animals and when they have to
leave the biocontainment facility or are euthanized determines when people
may be exposed to the biohazardous agent(s) used.
vii. Animals leaving biocontainment
Check off if animals are leaving biocontainment or not. If “yes” is selected;
a. Information about Leaving Biocontainment. You must read and check
off each statement.
b. Not Returning. Select yes or no. If “yes” is selected, an explanation and
justification for why infected animals will leave biocontainment and not
return must be provided. Be sure to address all bullet points.
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c. Leave and Return. Select yes or no. If “yes” is selected, an explanation
and justification for why infected animals will leave biocontainment and
return must be provided. Be sure to address all bullet points.

viii. Disposal of infected carcasses
Select the disposal method of the infected carcasses. If “other” is selected, a
dialogue box will generate and the method of disposal if infected carcasses must
be provided.
ix. Post-infection cage bedding disposal
Select disposal method of the contaminated bedding. If “other” is selected, a
dialogue box will generate and the method of disposal if contaminated bedding
must be provided.
x. Other potential infectious exposures to personnel
Select yes or no. If “yes” is selected, a dialogue box generates and a
description of procedure(s) that could cause exposure must be provided.
xi. Special instructions based on risk assessment
PI must consider the potential health status of individuals using the
biohazardous agent and note any health statuses that require special
restrictions (e.g., pregnancy, personnel with asthma, etc.).
xii. Pl assurances
Read and select all boxes.
h. Anesthetic gasses
1. |If anesthetic gasses are checked as a hazard, the Pl will have to list for what
purposes the anesthetic gas will be used.
2. Then the Pl will need to select all the methods of use from the selections
generated.
i. Paraformaldehyde
1. If aldehydes are checked as a hazard, the Pl will have to list for what purposes
the aldehydes will be used.
2. Then the Pl will need to detail what protections or controls will be used to
protect researchers.
j.  Radioactive Materials
The use of radioactive materials requires training, a radiation safety protocol, and an
animal safety protocol. The Pl must contact the BSO.
k. Recombinant DNA
The use of recombinant DNA requires registration with the IBC. The PI must contact the
BSO.
I. Irradiation
The use of irradiation requires training and fingerprinting. The Pl must contact the
radiation safety office
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m. CDC/USDA select agents
The use of select agents (other than exempt quantities of toxins) is prohibited at the
UCHC.
n. Imaging using ionizing radiation
Use of imaging that involves ionizing radiation requires training. The Pl must contact
the radiation safety office.
0. Other
1. If “other” is checked, the PI must contact the Research Safety Industrial
Hygienist or the BSO.
2. The PI must list all the “other” potentially hazardous materials which will be
used. DO NOT FILL OUT ANY SAFETY PROTOCOL.
p. Training Information
The Pl must select each applicable box.
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12. Investigator Assurances

a. This question is not only mandatory, but will require the e-signature of the PI. If you are
authoring the protocol and ARE NOT THE PI, DO NOT COMPLETE THIS SECTION. The PI
MUST complete it prior to submission.

b. Simply check off EACH BOX after you read the corresponding statement (yellow arrow).
When you hit the save button (red arrow) a dialogue box will generate which will ask
you for your username and password (blue arrows). Enter that information and then hit
the save button (orange arrow) which will not be grayed out.

Pohl, Alison

2/10/2011 10:41:12 AM

Assurance Statements

Animal Protocol Question Answered
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13. For ACC Use only
Do not write or change anything in this field. The ACC office will generate an individual as an
ACC Only Author; you will not be able to change this name.
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