Section 4 — Submitting Protocol Modifications in eSirius

Protocol Modification in eSirius

eSirius allows you to request ‘Protocol Modifications’ to an approved AUP by re-submitting the
protocol itself with requested updates to the form content. The protocol modification review process is
similar to the new AUP application review process outlined in Section 3 — AUP Review & Committee
Approval — Workflow Process. During the Protocol Modification review workflow process, you will
not be able to access the protocol to make any further changes until the modification has been assigned
either an ‘Approved (w/out Stipulation)’ or ‘Not Approved (w/ Stipulation)’ status by the AUS
Office. Once the modifications to the AUP have been approved, the protocol is updated as per your
requested changes in eSirius and you may choose to submit additional protocol modification(s) at this
point.

4.1 — Pl Submits a Protocol Modification For An Approved AUP (General Instructions)

a) PI Selects an AUP to be Modified=> eSirius>P1 Home Page—> Animal Use Protocol Options
section—> Click ‘Submit Protocol Modification Form for an Approved AUP’ link-> List of
Approved Protocols page-> Lists all of YOUR approved protocols (Note: To View protocol, Click
Protocol # link)—> Select protocol from the list-=>Click ‘Continue’ button.

ANIMAL USE PROTOCOL OPTIONS

Submit - Animal Use Protocol - AUP Form

Submit - Animal Use Protocol (AUFP) Form FROM an Existing ALUFP
Submit - Protocol Modification Form for an Approved AUF =Click Here!
Transfer Ownership of Protocol to Another Researcher

Search - Animal Use Protocol

Search - AUP Species Usage Reqgister

Search - Protocol Modification

Search - Protocol Revision

Reports - Protocol

Reports - Regulatory Compliance

Reports - Protocol Contacts
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Submit an Amendment for an Existing Protocol Bear, Yogi
List of Approved Protocols

To start a protocol modification, select the desired protocol and click Continue, To View
in its entirety, click the protocol number link,

Select] Protocol # Protocol Tile
Selecf  PI____ |  Protocol# |  ProtocolTite |
Bear, rogi 2003-00327F FILL IM THE BLAMNKS!
O
O Bear, ¥ogi O10-0001 Protocal for Designated Raview
O Bear, rogi Select desired protocol Antibady praduction in pigs
R exposed to human cancer cells

) Bear, Voo from the List of Approved esT
O B voai ¢ Protocols by ChECklng the Cardiocyte Myeloma and its

gar, Tagl P 'Select' hox beside the relationship to Acute Colitis
{3 Bear, Wogi ’ correct AUP # TEST
O . The Effects of Campers on Mational

Parks
ear, Yogi 2010-045 Stress-induced tachycardia in pigs

®

. — —— | Click Here once you've
[ CDmmue{ i BN I selected an AUP

b) PI Selects Specific AUP Sections to be Modified = Choose Protocol Modification Sections
page—> Enter reason/justification for the protocol modification and select section(s) to be modified
from list; Ensure that you fill out all sections related to your requested modification> The
‘Instruction’ section will indicate whether there are any associated sections to be filled out (e.g. If
you are adding a new procedure to the Procedures Narrative list, you not only must select
Modification Section 10.2 — Procedures Narrative, but also Section 11.15 — Procedural
Consequences)->NOTE: eSirius only allows protocol modifications to be processed ONE AT A
TIME — therefore, you will NOT have the ability to submit additional protocol modification sections
until requested modification has been APPROVED. Please ensure that you have included all of the
required sections to be modified BEFORE you send the request to the AUS Office>Click
‘Continue’ button:



Choose Protocol Modification Sections

Protocol Info

FI_FULL_NAME[ZETTME T

2010-045
Y T O R0Y= Stress-induced tachycardia in pigs Provide the reason for

Protocol Modification > Justification the protocol modification
Humbe /
| Date Started/J)

Reason/Justification fo Reazon for adding new procedure goes here; This is & reguired
Protocol Modificatio field

FProtocol Modification > Choose Applicable Section(s)

|t | 2 s R ton D s |
O 15 Protocot Brsonnl s SR e
O 1. Investigater Contact Information Select if PI contact infermatien has changed
1 2. Protocal Tithe & Projack Type Galact f Pratocol Title hae changed
O 3. Lay Semmary & Glessary Salact if Lay summany or glogsary raquines updam
Ll 4. CCAC Anirnal Procedural Outline Salact ta updats CCAC procadursl autling
M| 3.1 Funding Seurce List
D 5.1.1 Funding Source Datail: Ontarc Mantal Healt)
- :"“"‘:_"’::‘ s Select the section(s) of your
= 6";;::’“: = I“‘ e AUP that you would liketo £
5 s : ";: ':" ':'"' modify and all related e
.1 Hazardsus Material Types Use sections as well
Ll B, Acuts & Chrenic
O 9, Puspogs of Animal U
lwct 10,2 Proced Harrati dabe d Tlhilb
sule e s rrative bo u atails
| ¥ Cmari Ay 1&1.1 Spedes Infarmation i Anirnal h‘:mhrs have
angad
[ “® 102 Procudaras Masmative T
D 11, Spades List Select If change in spedes type
Pig: 11.15 Procedural Consequences Select if changes to procedural conzequences for AMY and
g Lh 4 ALL changes to this AP
Select if requestina chanan o obanae of
|:| Pig: 11.16 CCAC Categories of Invasiveness Invasziveness A
ConseqUences . .
] 12, Field/Wildlife Animal Rezearch Select if changes CIICk Here tu cuntlnue tu
selected section(s)
e
[ Continue il Feturn to Home Fage ]

c) Pl Updates Selected AUP Sections—=> Update Protocol Modification Sections page-> Click ‘Section’
Name link to access protocol page(s) to be revised—> If you have selected a Protocol Modification
Section in error, click the ‘Select’ checkbox beside the Section Name and select the ‘Remove Selected
Section’ button.



Submit an Amendment for an Existing Protocol Bear, Yogi PI
Update Protocol Modification Sections

Protocol Info

[ PI FULL NAME[PESRECT Click Section Link
| AUP_NUMBERENREEL to revise selected

LR NE Stress-induced tachycardia in pigs

T —

il section(s)

Protocol Modification = Justification

Numbe
Date Started|iFiEAk ]

Reason/fJustification fo o
Protocol Plodification woulk] [T i @i

7 'Ne' Indicates that section
/s —has not yet been revised i

e
Protocol Modification > Seleci#d Sections
Revised Click Here to remove a
O 10.2 Procedures Marrative Ma _— section Once it has been
O Pig: 11.15 Procedural Consegquences Mo - Selected
[ Fermowve Selected Section
[ Cantinue i Return to Protocal Modification Options‘ ” * Cancel Ur-finished Pratocal Modification ]%Finish Later ]
Click Here AFTER . . i i
Click Here to return Click Here to Click Here to Save & Modify

revising ALL required
sections

section(s) later - AUP will

how appear in your Alerts -
Un-Finished Protocol
Modifications® Section

to previous page cancel all changes

d) Instructions For the Next Page—>Protocol page opens—>Your original answers will appear beside
each question for you to view only (please see illustration on next page)—> You may choose between
the following modification options on this page:

e ADD information (e.g. new contact, new hazardous agent, etc.)

¢ REMOVE information (e.g. remove a contact from the protocol, remove a funding source,
etc.)

e EDIT information (change email address for protocol contact, change humbers assigned to
CCAC Categories of Invasiveness, etc.)

e NO CHANGE — Do NOT delete any of the previously entered text; Enter ‘No Changes
(MOD / Current Date)’ below the text to indicate that the information is current.

e) Save Changes—>Click ‘Save & Continue’ button->Update Protocol Modification Sections
page-> Verify all changes to protocol sections=> Click ‘Continue’ button OR if you would like to
finish your protocol modification(s) at a later time, click the ‘Finish Later’ button (do NOT close
out of eSirius before selecting one of these two save options or some information may be lost).



eSsinus

Pratocal Madification Info

appears at the top of the
selected page

iy all
cwerall project. IF pan, distress or impairment is antiopated, detail relief to be provided, If
af is not provided, offer scientific justification.

Hmmmmhmhﬂﬁmmdmﬂhw

tify Your original answers appear for
i youto VIEW as you make the

mhwwHW“mmhmihnnﬂnmm - required changes.

& mall it on Chnstmas Eve may result in physical stress due to & lack of rest as well a5
= ﬁ'ﬂd dun H'hlhﬂll and Buithy around the animali. . ;
Comstant exposure ©o lowd Christmes carcls may result in behavicural distress . All Previous ansWwers also IPP“\H'H'III'I

as vell as physical ispairsest (Cinging in che ears/deafness) . the modification text ﬂHdE. do NOT

The exposure Lo a mall environment on ChEistmas Eve may zesult in physical erase any information that is still relevant
steass dus o A lack of cest as well as emotional stcess dus b the Bustls to the ALIP as the protocol modification
Bt e scoid the Anlmils. revrites the protocol information itself

Cardisc Stress Test may cause the pigs' heEart race to rise very quickly
resulcing in skorcness of breach and chest pain.

~._| Enter any NEW information within
#. Detail RELIEF to be provided in response to the possibie s wces (dentified mithin 0.1, or 'u'l' plmcﬂlmdiﬁtﬁﬁﬂmﬁﬂd
aifer SCIENTIFIC JWSTIFICATION far not prow |'|||| rellief for this

R lﬂnnlbu mMuinmhmMmﬁmwhy hasmans during
the hohday seasen. Skauld ralief be provided, the results may not be entirely stcurate

Pelied will not be provided sp it iF necesseIy to create uundi.t'l.m whish
mirror those experienced by humans during the holiday sesscn. Should relief be If no changes to an AUP section,

provided, the resulcs may RoT be ENCirely SOCUTATE, - _ i please do HOT delete ﬂl'l}!'ﬂfthﬂ
|Wo changes (HOD O7.01.2010) bk previously entered text; Enter
'Ho changes (MOD ! current

| date)* below the text in order to
let the AUS Office know that the
BUTTON USE - content is still current

« SAVE & CONTIMNUE - Updates this page's current information and
automatically proceeds to the next Animal Use Protocol form guge

+ CLEAR PAGE REVISIONS - Defaults to previously saved fial Fen click
the 'Save & Continue" button, or click the next itern on the Table of
Contents {l=ft margin) to proceed with this Animal Use Protocol

« RETURMN TO SPECIES LIST - Click to return to web page 11. Species List
without saving and wrﬂ'ml.ll:fﬁr;pleunq details for c.rrentlvg;usen e

es, voler Complation subsequent spec

?peﬁn(amm are required before MMEQ.Mrssm e

- . : - — Click Here to Clear all
[ Sove & Contio ) Cioor Poge Asvisons gl | ¢ I
L g . 1 revisions that you have made

to the web page

| Click "Save & Continue'
when all revisions are
complete to Save

changes




Protocol Modification > Selected Sections

Revised
D 10.2 Procadures MWarrative ez . .

Y | 'Yes'indicates that
O Pig: 11.15 Procedural Consequences |\"est

R — sections have been
] modified

[ Remowe Selected Section

[ Cantinugl[ Return to Protocol Modification Options ][ Cancel Un-finished Protocol Modification ][ Finish Later

Click Here!l

f) Associated Web Pages within Protocol Modification Sections = When modifying an AUP
section with associated web pages (e.g. 15. Protocol Personnel List), you will automatically be
guided to fill out all associated pages (e.g. 15.1 — Personnel Information) as you complete the
modification. All additional sections will appear within the Protocol Modification > Selected
Sections list and will indicate ‘Yes’ since they have already been revised.

Protocol Modification > Selected Sections

T ™ T T ™ e |
Bigr 11,16 CCAC Categories of
Q Invasivensss m'*-_-_-_._ Indicates that sections
G -
O WW, — - have been modified New protocol modification sections are added
Q Lemon, Luly 2 — automatically when you add informationto a
1 Remove Selected Section ] section that has associated page(s) (e.g
Personne! Information

| S T— Il P e b Phocie oad Bl B o il

_____ W PRy, o ey s

g) Pl Enters Electronic Signature-> Electronic Signature page—>Enter your login password into the
‘Password’ field-> Click ‘Continue’ button

Submit an Amendment for an Existing Protocol Bear, Yogi PI
Electronic Signature

By electronically signing this protocol modification, you will confirm that you wish to
submit your changes to the AUS Office

| Investigator Name[=ECI Nl

| Protocol Numbere iR

N T S B 2 study of the effects of stress on pigs

Protocol Modification 0ooi
Numbe
Date Started|§FjrElil]

R R TS D le= (i B 5 [ would like to add another contact to this protocol as well as update the CCAC
e W Ol N Te=1400]y|Categories of Invasiveness

password

Continu I . Finish Later Click Here ‘

h) PI Submits a Protocol Modification to the AUS Office=» Submit Protocol Modification
page—>Click ‘Submit to AUS Office’ button—> Email notification is sent to the AUS



Office->Protocol Modification (#0001) will now appear in the Alerts-New Protocol Modifications
section of your Home Page.

Submit an Amendment for an Existing Protocol Bear, Yogi PI
Submit Protocol Modification

You have successfully completed your submission for a protocol modification. When you
click on Submit to AUS Office, an email notification is sent out. You may follow the
status of your application by periodically checking your eSirius alerts,

Protocol Modification Information

Investigator Namel=l=-T/M i
Protocol NumberrhlER k-]
e tiie WAL= Study of the effects of stress on pigs

Protocol Modificatio

I T Y T 01/05/2010

| would like to add another contact to this protocol as well as update the CCAC
el gy ot W OO T 4101y Categones of Invasiveness

[ Submitto AUS Ofice «g=——— Click Here to send email to the AUS Office i

es

T Comsulting Services.

Home Page Bear, Yogi PI SIGN QUT REFRESH |01/22/2010
Alerts... ALERTS - UN-FINISHED PROTOCOLS
Erotocals: Un-Finished AUP_NUMBER FORM TYPE AUP_TITLE UPDATED
Protocols: New 2010-0008 New 01/18/2010
Un-finished 2010-0010 New /!
ProtMods: New
ALERTS - NEW PROTOCOLS
. . AUP_NUMBER AUPYR PI_FULL_NAME SUBMITTED FORM TYPE FROM TO WORKFLOW DATE ACTION
Animal Use Protocol Options
20035-002% 1 |Bear, Yogi 11/09/2009 |New IACUC AUS 11/10/2009 Workflow Cancelled
2003-0037 i |Bear, Yogi 11/19/2009 |Mew - Under Revision AUS 01/08/2010
2009-0060 1 |Bear, Yogi 12/30/2009 Mew - Under Revision |Reviewer AUS 01/08/2010 Designated Reviewed
2010-0007 1 |Bear, Yogi 01/16/2010 |New PI AUS 01/16/2010 Reguests Review
Change Password 2009-0031 1 |Bear, Yogi 01/04/2010 |New - Under Revision |AUS Reviewer |01/19/2010 Review
2009-0035 1 |Bear, Yogi 11/25/2009 |New - Under Revision AUS Reviewer |01/19/2010 Review
2009-0052 1 |Bear, Yogi 12/16/2009 |New - Under Revision |AUS Reviewer |12/23/2009 Review
2010-0006 1 |Bear, Yogi 01/15/2010 |New AUS Rewiewer |01/15/2010 Review

ALERTS - UN-FINISHED PROTOCOL MODIFICATIONS

AUP_NUMBER AUPYR PROTMOD # AUP_TITLE ProtMod Date REASON_JUSTIFICATION
2010-0001 1 0001 Protocol for Designated Review 01/21/2010
2010-0003 1 0002 Effects of Apomaoxillan on immunodeficient pigs 01/19/2010

Protocol Appears
Here :. ALERTS - NEW PROTOCOL MODIFICATIONS

AUP PROT WORKFLOW
AUP_NUMBER YR PI_FULL_NAME MOD # AUP_TITLE FROM TO DATE REASON_JUSTIFICATION ACTION
2005-0056 1|Duck, Donald  |0001 Study of the sffacts of |, |aus|o1/0s/2010 il 8 4 s e G Cowporns REIUESES
stress on pigs of Irvasianans Review
Indicates that this is Indicates that Pl has sent
the first modification protocol modification to
for this protocol the AUS office for review

i) Pl Designate Completes a Protocol Modification on Behalf of the PI> A PI Designate will be
given access to the PI Group to which they belong: they will have the ability to sign in the PI’s
Home Page and complete a Protocol Modification on behalf of the PI, following the same process as
described previously=> The Pl Designate CANNOT submit an AUP directly to the AUS Office;
the Designate must submit the Protocol Modification to the Pl and the PI can then verify and send



the AUP to the AUS Office-> The Protocol Modification will appear within the Alerts-Un-Finished
Protocol Modifications section of the PI’s Homepage—> The following example illustrates the
Submit Page view for a Pl Designate who has completed an Protocol Modification for Doctor Blue:

The Pl Designate is signed in to
6.- \ Doctor Blue's Pl Group

Submit an Amendment for an Existing Protocol Designate, Pi/_BIue, Doctor PI
Step 5: Submit Protocol Modification

You have successfully completed vour submission for a protocol modification. When wvou
click on Submit to AUS Office, an email notification is sent out, You may follow the
status of vour application by pericdically checking yvour eSirius alerts,

Note for PI Designates: When yvou click Submit to PI, the application will be sent to
the Pl who will then forward the Protocol Maodification to the AUS Office for review.

Protocol Modification Information

N W ETTNRT = elue, Doctor

| AUP_NUMBEREETN

IS F RN = study of the neurological effects of eSirius Training over an extended period of time
| PROT_MOD_#[iili

A RN E10,/12/2010

Justification for Protocol Modification CIiCK lSmeIt to PII to _Send
the Protocol Modification to

the PI for verification. The PI
will then submit the AUP to
* Reeired Fields the AUS Office for review

Copyright © 2002-2005, NTM Consulting Services, Inc
3550 Mowry Avenue, Suite 201
Frernant, CA 94538
Phone: 510-744-3901 Fax: 510-744-3904
waw, nbrncs, cormn

SIGM SUT HOME

NTM Consulting Services, i

10/13/2010

j) Protocol Modification Review—> The protocol modification review process is similar to the review
process outlined in Section 3 — AUP Review & Committee Approval — Workflow Process. You
may track the progress of your requested protocol modifications(s) by clicking the protocol # link in
the Alerts-New Protocol Modifications section of your Home Page—> Protocol Modification
Workflow page—>Pages Under Protocol Modification section—>Once protocol is returned to you
by the AUS Office with Questions/Recommendations, you may access the modification sections
by clicking the Page Name link—=>You will receive an email notification (see Section 3.4 example)
from eSirius once your protocol has been assigned a status during the weekly or monthly AUS

Committee Meeting.



Submit an Amendment for an Existing Protocol Duck, Donald PI
Protocol Modification Workflow

Protocol Info

Principal Investigator(si= as el
Protocol NumbereliliERET
[ i M N l=Study of the effects of stress on pigs

Protocol Modification Info,

Indicates that protocol |
0001 modification has not
REEITEATETIES yet been approved Allows you to modify the

Protocol 3

Modification Start{STeETFI reason/justification for the
Date] / protocol modification
| Current StatusZotH i
Reason/Justif ¥lliblah *-_-—_ ] ] ]
for Protocol Click Page Name to access modification
Modification .
section once protocol has been sent |

back to you by the AUS Office with

Pages Under Protocol Modificatiol Questions/Recommendations
. Revised by PI| New Page Maodified by PI | Page marked by Reviewer
Pig: 11.16 CCAC Categories of Invasivensss Mo Mo No

Electronic Signature

T

[ Submitto AUS Office ][ Return to Home Page ][ Clear Form ][ Cancel Protocol Modification

4.2 — Pl Submits a Protocol Modification for a Change to Animal Numbers

a) PI Selects an AUP to Request an Increase in Animal Numbers > eSirius=> Pl Home
Page->Submit Protocol Modification for an Approved AUP-> List of Approved Protocols—>
Choose protocol to be modified from the list:

Submit an Amendment for an Existing Protocol Bear, Yogi PI

List of Approved Protocols

To start a protocol modification, select the desired protocol and click Continue. To View
in its entirety, click the protocol number link.

Protocol # Protocol Title
() Bear, Yogi 2009-0023 PI TEST
Study of the use of Ibuprofen and its
) |Bear, Yogi 2009-0031 potential relationship to cardiac
arrhythmia
() Bear, Yogi 2003-0027 FILL IN THE BLANKS!
() Bear, Yogi 2009-0052 Jellystone Park
X Study of the effects of stress on
() Bear Yogi 2003-0060 nigs for 2010
() Bear, Yogi 2010-0001 Protocol for Designated Review
Test of the anticoalulant drug
O Bear, Yogi 2010-0002 Apomaoxillan on pigs with
immunodsficiencies.
O Bear, Yogi 2010-0007 Study of the effects of stress on pigs
() Bear, Yogi 2010-0016 TEST
() Bear, Yogi 2010-008 TEST
Study of the use of Ibuprofen and
() Bear. Yogi 2010-013 its potential relationship to cardiac
arrhythmia

tudy of the use of Ibuprofen and its
Bear; Yogi 2010-015 potential relationship te cardiac
arrhythmia

[ Continue & Return to Home Page

Click Here!

b) PI Chooses Protocol Modification Sections—> For changes to animal numbers, please select
Section 11.1 — Species Information along with associated sections (11.2 and 11.16 — these sections



will automatically appear on the ‘Update Protocol Modification Sections’ page whether you select
them or not):

Submit an Amendment for an Existing Protocol  Bear, Yogi PI
Choose Protocol Modification Sections

Protocol Info

Sl T 5 Bear, Yoai
AUP NUMBE'EUI&UIE
AUP Etud\r of the use of Ibuprofen and its potential relationship to cardiac arrhythmia

Protocol Modification > Justification

Protocol Modification
Numbe
Date Started[fj

Additional mice are required for research

Indicate that you will be
changing animal numbers

Reason/Justification fo

Protocol Modification




Protocol Modification > Choose Applicable Section(s)

| Section | Instruction
Add, remaove or change personnel information,

15. Protocol Personnel List including their live animal activities associated with
this AUP.

1. Investigater Contact Information PI contact information changes

2. Protocol Title & Project Type Protocol Title, Project Type & Start Date changes

2. Lay Summary & Glossary Lay Summary or Glossary of Scientific Terms updates
CCAC Procedural Outline updates. May require update

4. CCAC animal Procedural Outline if new live animal procedures are added to web pages

10.2 and 11.1-11.16
Funding Source infarmation updates, including funding name,
5.1 Funding Source List title, type, grant number, contact information
(commercial/contract}, etc.
5.1.1 Funding Source Detail: Cancer Resesarch Society
Inc.
Scientific Peer Review requirements, including publications,
background, ratienale, hypothesis, ebjectives, and

experimental procedures for scientific peer reviewers if
reauested or renpired

5. Scientific Peer Review Requirements

= 5=%9 For changes to Animal Numbers, select protocol .
ary and other. Required

9. Purpose of modification section 11.1 - Species s Protocol
Information (Associated pages: 11.2 and 11.16 L« aso, ssiect 10.2

will automatically appear for revision on 'Update [ie. nave thanged

Protocol Modification Sections' page 2R LT

ier species-specific
g. if new surgery is
ladded, also complete 11.12.5 Surgery List

10.1 Animal

10.2 Procedu

11. Speci

L L (RO L L i DDDDDE

pecies type change
Change in species activities: If Animal Number change,
ALSO complete 11,2 AND 11,16,
YES/NO Questions re, Mon-Haz Bfor Haz Materials,
Breeding, Restraint, Surgery (ALS0 complete individual
information pages for these elements, see 11,12 sections
below)
Change in justification for CHOICE and/or NUMBER. of
Mouse: 11.2 Justification for Species Choice B Number species. If NUMBER change, also complete 11.1
Species Information page
Change in species source, e.g. commercial, nen-commercial
sources

f
Mouse: 11.1 Species Infarmation

Mouse: 11,2 Species Source

Mouse: 11.4 Species Strains Change in species strains

Change in animal halding or housing locations, If NEW
animal facility, also complete 11.8 Caging, Dietary
Requirements and Environmental Enrichment [view facilicy
specific E.E. SOPs)

Mouse: 11.5 Animal Halding/Housing Locations List

Mouse: 11.5.1. Animal Holding/Housing Location
Information: THAMES HALL

Mouse: 11.6 Non-Managed Holding/Housing Change in non-managed holding or housing location

Mouse: 11.7 Holding Period & Quarantine Change in holding period or quarantine requirements

Change in caging, dietary or envirenmental enrichment
requirements and if NEW animal helding facility is chosen
within 11,5 Animal Helding/Heusing location

Mouse: 11,8 Caging, Dietary Requirements & Environmental
Enrichment

Mouse: 11.9 Animal Procedure Locations List Change in animal procedure locations

Mouse: 11.9.1 Procedurs Location Information: THAMES

HALL

Mouse: 11.10 Animal Movement Between Sites Change in animal movemeant betwean sites
Mouse: 11.11 Monitoring & Early Euthanasia Endpoints Change in monitering er criteria for early suthanasia
Mouse: 11.12 Euthanasia Methods List Change to suthanasia method used

Mouse: 11.12.1 Euthanasia Method Information:
Exsanguination Under Anesthesia
Change in other procedures requiring CCAC training.
Mouse: 11.14 CCAC Reporting Checklist If personnel are involved, also modify 15. Personnel
Information - Protocol Activities section.
Changes te procedural consequences to animals for ANY
Mouse: 11,15 Procedural Consequences and ALL pracedural changes (2.g. manitaring, surgery,
agents use, restraints, injections, etc.) to this AUP
Change to CCAC Category of Invasiveness and

O
O
O
O
O
O
O
O
O
O
O
0
O
0
O

Mouse: 11.16 CCAC Categories of Invasiveness update 11.15 Procedural Consequences. Complete if
changs in AMIMAL NUMBERS on 11.1

I:‘ 12. Field/Wildlife Animal Research Changes to field or wildlife research

I:‘ 14.1 Teaching Information Change in teaching elements

[Contique [ Clear Form ” Return to Home Page

Click Here!

c) Pl Updates Protocol Modification Sections Related to Animal Numbers = Update Protocol
Modification Sections page—> Update all sections pertaining to a change in animal numbers (11.1,
11.2 and 11.16), then click ‘Continue’



|Submit an Amendment for an Existing Protocol  [Bear, Yogi 1 SIGN OUT HOME
Update Protocol Modification Sections

Protocol Info

PI_FULL NAMEToRTrT
AUP_NUMBER |2U 10-015
AUP_TITLI =|Stl..ldv of the use of Ibuprofen and its potential relationship to cardiac arrhythmia

Protocol Modification > Justification

Protocol Medification| 0002
Numbe

e e Tar03/03/2010

Reason/Justification fo . = .
Protocol Modiﬁcation mice are required for research

Protocol Modification > Selected Sections

Select]

)  |Mouse: 11.1 S;ia Information I
O

(@]

Select each Section link: You
must revise all associated
pages (they should all read

'Yes') before you can continue

Mouse: 11.2 Justification for Species
Choice & Mumber

Mouse: 11.16 CCAC Categories of
Invasiveness

Mo

Remove Selected Section ]

[ Continue ” Return to Protocol Modification Options H Cancel Un-finished Protocol Modification ” Finish Later

Amendment Info

Principal Investigator|[zZ=[fRi |
Protocol NumberpliliZik

s e M S Study of the use of Ibuprofen and its potential relationship to cardiac arrhythmia
Amendment No. [iis)]

Amendment Status Lzl Enter the New 4 Year Total Numbers for the species rather
Reason/Ju cation for —

pyesmriaed Additional mice are required|  thap entering the number of animals that you would like to

e T e 03/02/2010 add (E.g. If you would like to add 3000 more mice to a
11.1 Spedies Information protocol that was originally approved for 2000 mice over four

years, you must add the 2000 original mice + 3000
Choose the proposed species from the pick | additional mice fo request a four year tofal of 5000 mice).
Informr— - = - 6 for eacl Animal numbers now reflect the total required for the 4 year
not aval New Requested # dministrator| life of the protocol NOT the amount required annually.
to animal ni

Mouse

znun‘_l Original Authorized # I




To view Exampl_es of experim_ental proceelureﬁ -:uns_idered to be representative of
E:cl;r?rit:ﬁtosw listed above, link to CCAC's Categories of Iny Indicates the number
Expernments

change that you

requested on section 11.1-
Species Information

F i

The following fields pertain to the species listed below.
| Species Name{[JET

|
Total # Requested
e

| __Painlavel | __ #ofAnimals | Action | Description |
. o !

- ws |0 | o
nier new ]

o | Category of . Mod-Severs Distress/ Discomfort Please NOTE: You can only
~ | Invasiveness [« i - assign ONE Category of
& e S A Invasiveness to the selected

2000 Species; Please assign the
=] | \ Littha/Mo Discomfort or Strass hlghESt CEtEgOW of

- ; . Invasiveness per species

BUTTON USE - Indicates original # of

animals/Category of

+ SAVE & CONTINUE - Upd Invasiveness

automatically proceeds to .

+« CLEAR PAGE REVISIONS - Defaults to previously saved fields. Then click
the 'Save & Continue' button, or click the next item on the Table of
Contents (left margin) to proceed with this Animal Use Protocol

« RETURN TO SPECIES LIST - Click to return to web page 11. Species List
without saving and without completing details for currently chosen
species. Note: Completion of this page and subsequent species-specific
information are required before form submission.
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d) Animal Number Protocol Modification has been Approved by the AUS Office-> Once your
change in animal numbers has been approved, you may view the change to the species usage
register through the ‘Search — AUP Species Register’ feature on your Home Page (see instructions
for Section 6.3 — AUP Species Register)—> Please see example of an updated register due to an
approved animal number protocol modification:
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