How to Create a New IACUC Protocol

1. Go to https://colostate.kuali.co/protocols/ and select “CSU System” to log in with your CSU
NetID and password.

kuali

CSU System

2. After signing in, protocol personnel with full access will be directed to the “Manage Protocols”
screen where all protocols will be stored once submitted (for review or actively approved). The
title, number given to the protocol, and the status of each protocol are shown (Hint: You can
search and filter protocols).

a. Click + New Protocol and choose the IACUC from the drop-down menu.
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3. Accessing the first IACUC- General Information page will ask for PI name, Department, and


https://colostate.kuali.co/protocols/

Project Title

a. Select Pl name and Department from drop-down menu.
b. All sections must be filled out before proceeding.
c. Click NEXT to continue.

IACUC - General Information

X Cancel

Please note that Personnel and Department Lists include information across the entire CSU System. If you cannot find your name or

= Next
department or need students to access your protocols, please submit a ticket using the VPR Service Desk.

+ CO = Fort Collins campus
» PB = Pueblo campus

Principal Investigator (search by name, CSU EID, ID number, or email address)

Department/Unit (search by name or 4-digit Campus Delivery code)

Project Title

Enter response here

4. You will select the appropriate form for the project you are submitting: IACUC Waiver, IACUC

Protocol, and/or VTH Clinical Review Board (CRB) Form

a. The new IACUC protocol will be given a corresponding number.
b. Click NEXT to continue to the IACUC Protocol page.

Manage Protocols — IACUC: #2139 Test

Choose the appropriate form(s) for your study.

VTH Clinical Studies: If you require CRB review of your project/consent form, choose the VTH Clinical Review Board (CRB) Form in addition to either IACUC Waiver or IACUC
Protocol.

[ 1acuc waiver

[J 1ACUC Protocal

[] VTH clinical Review Board (CRE) Form

5.

IACUC Protocol page GENERAL LAYOUT:




a. After entering the IACUC Protocol page, clicking “BACK” will save your work and give the
protocol an “In Progress” status which can be accessed for further corrections by clicking
on the name of the protocol via the “Manage Protocols” home screen.

b. Abandoning the protocol at any time will not allow any edits to be done in the future.
The left sidebar menu allows for access to each section of the protocol, a " will appear
once each section is filled to completion, no " indicates an incomplete section. To jump
around to different sections, click on the corresponding section on the left sidebar menu.

d. Progressive logic is used throughout the form, so your answer may cause additional
question fields to appear -- requiring you to enter additional information.

e. Each section includes instructions pertinent to that section with hotlinks to their
additional information.

Protocal  ActivityLog  © Ancillary Review  Pemmissions
e o IACUC: #2116 BLANK TWO B Admin botes L Fies
©  Abandon
- & Subm
v . ’ & i
-

Protocol Information

General information

Please note that Persconel and Department Lists inchude information scross e entire C5U System. If you casnot find your name or department or need students % access your protocols, please submit a ticket swing the VPR Semvice Desk

= ©0 = Fort Calling campus
= P = Puskls eampus

Principal imsestigator [search by name, C5U EID, ID number, or email address)
Dpartment/Uni (search by name or 4-digit Campus Delsvery cod

Projesct Tisle

f. If arequired section is not complete, a red box will appear.

Project Description

Instructions:
1. Provide an overview of what will happen during the project from day 0 to end of study.
2. Provide a i iption of the pr the animals will undergo for this study, from day 0 to end of study. Each procedure should be completely described in terms of restraint, anesthesia, analgesia, and monitoring.
3. Include the drugs/compounds that will be used in each procedure. Details regarding route, dose, volume, and frequency will be requested in the Drugs and Compounds section of the protocol.
4. Include the study endpoint (when scientific aims and objectives have been reached), and/or the point at which animals in each study group will be euthanized or released from the study, e.q. tumor size, days, weeks, months, ete.
5. Define all ions and use that will be by indi outside of your field of expertise.
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Procedures Table:
- List all major procedures to be performed to achieve the study objective
- Please list them as close to sequential order as possible.
- Do not list a procedure more than once, even if it is done multiple times in this project.

@ Columns + Add Line

PROCEDURE TYPE =  PROGEDURE NAME =  PROCEDURE LOCATION =  ADVERSE EVENTS =

o s ] © Required © Required | | @ Required




6. General Instructions: provides different links for IACUC training, resources, OHSP, etc.

7. Personnel: include all researcher and admin roles, group personnel helping with the
project, and subsequent training records
a. Click + Add Line for each new researcher role OR admin role.
i. Atleast 1 role (Researcher or Admin) for each person must be selected, but
multiple roles may be selected.
ii. Full Access permissions may be designated individually.
b. Include any IACUC training records for all personnel listed in the Researcher role
(anyone who will have contact with animals) in the All Personnel Attachments
subsection by clicking + Add Info.

8. 4™ Year Renewal: If applicable, please provide a brief summary of work completed thus far and
a justification for the continuation of work.

9. Lay Summary: include a short summary of why this study_is relevant to human or animal
health, the advancement of knowledge, or the good of society. Avoid using overly
technical terms and be sure to define acronyms.

10. Project Description and Procedures: include an overview of what will happen during the
project from day 0 to end of study, types of animals used, description of the procedures
performed on the animals in sequential order, the drugs/compounds used in each procedure,
the duration of the study, study endpoint, euthanasia or release information, and disease
effects and how to treat or relieve pain.

11. Procedures Table Information: include type and location of procedures. Please be sure to list
them as close to sequential order as possible.

a. Click + Add Info for each procedure (+ Add Line for any new procedure(s) needed).

Procedures Tabile

« List all major procedures to be performed to achieve the study objective.
* Please list them as close lo sequential order as possible.
* Do not list a procedure more than once, even if it is done multiple times in this project.

@ Columns + Add Line
PROCEDURE TYPE = PROCEDURE NAM = PROCEDURE LOCATION =  ADVERSE EVENTS o
1d nfo

12. Drugs and Compounds Section: include any analgesics, anesthesia, or other compounds used for
relief of pain or distress.
a. Click + Add Info to add anesthetic, analgesic, or other compound (+ Add Line for any
additional anesthetic(s), analgesic(s), or other compound(s))
i. Ifthe drug or compound is Non-Pharmaceutical Grade (NPG), a justification is
needed.




b. If animals are anesthetized/sedated for the study, additional information will be

required from you (i.e. Anesthesia/Sedation Monitoring and Post-Anesthesia/Sedation
Monitoring).

Drugs and Compounds Section
Wil animals rwersthatized/ sedated for this project™
@) ves
) He
Anesthesia and Analgesia
@ Columns + Add Line
AL MAME T OTHER DRUG RAME T A FREGUENCTROUTE T SARETY CERTIRICATION T AANPG QUESTION T NPG CERTIFICATION =
+ Add Info
.
Arviesi i Sedalion Monitonng:
1. Identify the parameters moni P assess adequacy of Vg typically inchudes respiration rate, respanse W stimull, &.5. 102 pinch. heart rate, muscle tane, ate
2. Inchude information as 1o when additional anesthesia will be administered.
3. Wyou are using neuromsssoular blacking agemts, indicate how you will s55ess dequacy of anestiwsla
Post-fnesttesia/Sedation Monitoring:
1. Dascriba tha physiological parames 4 jssnicy of monstoeing during e px hesia and longer term past-surgieal recovery period.
2. Animals must be clessly monitored and not left unattended or returnad to the vivarium until fully awake and/'or ambulatary,
3. An anesthetic record must bel:umplﬂ:d_!uf survival Sungeny procedunes.
FLTF
Mher Compounds, including antimacrobials, expedimental substances, haZardous matenals, paralytics, ete.
& Caolumns

+  ddd Line




13. Surgery Section: surgical procedures requiring a pain category D or E must describe animal and
surgeon aseptic technique, select if surgery is terminal or survival and if there is Multiple Major
Survival Surgery (MMSS), and provide the surgery location(s).

a. If Multiple Major Survival Surgery (MMSS) is necessary, a justification is needed.
b. Click + Add Info to add surgery location and select building from drop down menu.

Surgery

e Sescrine animal and Swgeon asepu: Technique in seems of

ol Surgery outlines examgples of this and can be adjusbed a5 needed for other species

f00enE servival swgeries must Be periomed in accordance with the CEU 1AL

Survival Surgery (MMES)? The

autiet el imp

Surgery Location]s)

14. Species and Protocol Pain Categorization: include species, number of animals needed, and
pain category.

a. Click + Add Info to add species information (+ Add Line for any additional species
information)

b. Note: Pain Category E will need a justification

Edit B

Species/Animal Name

Number of Animals: Maximum number of animals for 3 years

Pain Category
E -

Pain Category E Justification: Provide justification for procedures involving pain and distress that cannot
be ameliorated with drugs or other treatments.



15. Source of Animals: multiple selections are possible: Outside vendor, privately-owned, etc.
a. The Pl must confirm that informed consent will be obtained for Privately-owned
animals. The study may require review by the Clinical Review Board.

Source of Animals

Choose all that apply.

O Outisoe wendor (&g, Tacon, Chares Rve, Jickaon Lab, (Faries Carle, #ic
Privinaty-gamied (g g cobnt facuty/ stat shuoent, sneiter rsgaas, fecel aremal Bpcibty, ¢be
(] Teansterfoom anotes aporovd BAOUC profocol

O Freeranging widife

Infarmed Conzent

s P of they study, | CBpfirm that informed consent will be obtsined for thess sctivities which involve privatisly cvwned snimals recrumed for panicipation

b. “Other” requires more information.

Source of Animals

Choose all that apply:

I:l Outside vendor (e.g. Taconic, Charles River, Jackson Lab, Charles Carter, efc.)

[ Privately-owned (e.q. client, faculty/ staff/student, shelter, rescue, food animal facility, etc.)
[ Transfer from anather approved IACUC protocal(s)
[ Free-ranging wildlife

Other (e.0. collaborator, institution, etc.)

Other Animal Source:

Enter re




16. Justification of Proposed Animal Use Numbers: select why living animals are required
for your project, why the species was selected, and justification of the number of
animals used/needed for the study.

Justification of Animals

Living animals are required for this project because: (choose all that apply)

[0 Complexity of the pracesses studied cannot be duplicated/modeled using in vitro medels

[ Preclinical studies in living animals are necezsary prior 1o human testing.

[0 This study requires tissue harvested from animals prior o in vitro testing

[0 currently this is the best methad to accomplish the required teaching.

[] Populstons 2rs being studied in neswrsl or ssminsturs | smvirenments

[ Animal behavior iz being studied

This species has been selected because: (choose all that apply)

[0 Anatomy. physiclogy, behavior or agent susceptibility of species is/are uniquely suited 1o the study

[0 tis the lowest phylogenetic species providing adequate size, tissue, or anatomy for proposed study

[] This species provides = particularly gosd madsl for human (or cther animal) disssss/process

[ Previous studies which form the background for this project used this species.

[0 The objective of this study s to provide information about the target species

Federal regulations and CSU IACUC require justification of proposed animal use numbers. If you wish to consult a statistician for assistance, please contact the CSU Graybill Stats Lab.
« For pilot studies: a descriptive justification is acceptable if it explains WHY the numbers of animals are chosen.
+ For experimental designs with multiple groups/treatments: provide the number of animals per group, as well as the total number of groups for the study. This typically includes a statistical justification with a power analysis for numbers of animals per group.




17. Alternative Search: enter information for literature search(es).
a. Click + Add Info for searches (+ Add Line for any new search(es) needed).

b. If “study is duplicative” is selected for Alternative Search Question, a justification is
needed.

Date Search was done

M Click here

Search Terms: Pravide the keywords and the Boolean terms such as AND, OR used to relate keywords (e.g.

APdmAN-ZEBET
BIOSIS

CAB Abstracts

Booghe Scholar

HEVMA Arematives Database

18. Husbandry, Social Housing, & Variances: confirm if a centralized unit will be providing daily
AND veterinary care, select if animals are socially housed or not, and any deviations from
standard diet, housing environment/conditions, restraint of animals, etc.

a. Centralized Unit: requires justification for non-centralized daily AND/OR veterinary care
of these animals.

"Husbandry & Variances

Daily and Veterinary Care

A Centralized Unit* will provide daily AND veterinary care for these animals.
*Centralized Units: LAR, ADL, AES (ARDEC, ECRC, Rouse Ranch), ARBL, ERL, EPAF, ETRC, VTH Barn Crew.

) Yes

(@) No

Provide justification for non-centralized daily AND/OR veterinary care of these animals.

Enter response here -




b. Social Housing: animals housed singly out of necessity must have a justification.

Sacial Housing

Whet social apecies are used an an IACUC protocod, CSU IACUC requings 20Cial housing, which includes compatibe housing with Condpecifics, a5 well &3 housing in he Same $eCONAary containmen
with visual, audiiory, clfactory, or tactile contact with conspecifics. Rederence: CSU JACUC Palicy on Social Management of Andmals.

[ animals will be socialty housed
B Animais will HOT be socially housed
[0 WA (nen-CHUowned animaty)

Justification for Single Housing: Indicate the experimental consiraints that requine sirgle housing.

Enier reaponss havs

c. Variances: any variances require justification
i. Deviation from standard diet — food or fluid requires a more in-depth
justification. Click + Add Info to add “food or fluid” information (+ Add Line for
any additional “food or fluid” information).

Add

Type of Restriction

Duatation of Resitiction

Susdification Faf Resiriction




d. Restraint of conscious animals - requires a more in-depth justification. Click + Add Info

to add restraint information (+ Add Line for any additional restraint information).

19. Final Disposition: Describe what happens to animals at end of study (terminal or not).
a. Euthanasia - requires a method(s) to be selected.

Final Disposition

O Adoption

Euthanasia

Other Disposition

Released into Home Territory

Returned to Owner

Sold &t Auction

0O 0O 0O 0O O

Transfer to other approved IACUC protocol(s)

Euthanasia Methods

Euthanasia Methods:
« Choose all possible euthanasia methods that may be used at end of study and/or in the event of unanticipated injury or illness.
+ Euthanasia methods are outlined in the latest edition of the AVMA Guidelines for Euthanasia, including confirming death.
« If applicable, please provide secondary euthanasia method.
+ References: AVMA Euthanasia Guideli and CSU IACUC Directions for CO2 Ei ia of Rodents.

Carbon Dioxide 30-70%, inhalation (followed by secondary euthanasia Method: Cervical di |t

Pentobarbital (euthanasia solution) 30-88 mayka, IV/IP

MS-222/Tricaine and/or AQUI-S®20E, immersion

Benzocaine, topical

0O 0O 0O 0O O

Other Euthanasia Method




b. Other Disposition — requires a brief description.

Final Disposition

Choose all options that apply:

[ Adoption

Euthanasia

Other Disposition

a 0O

Released into Home Territory

Returned to Owner

Sold at Auction

o o 0 O

‘Transfer to other approved IACUC protocal(s)

Other Disposition: provide a brief description

Enterr

c. Transfer to other approved IACUC protocol(s) — requires you to list protocol(s).

Final Disposition

Choose all options that apply:

[ Adoption
Euthanasia
Other Disposition

Released into Home Territory

Sold at Auction

Transfer to other approved IACUC protacal(s)

m}
m}
m}
[0 Returned to Owner
m}

Transfer to CSU IACUC Protocol(s):




20. IBC Information: include any biohazardous agent used for the study.
a. Click + Add Info to add biohazardous agent (+ Add Line for any additional biohazardous
agent(s)).
b. A PARF# is required for any biohazardous agent(s) used (radioactive materials, ionizing
radiation, human or human tissue research studies, or controlled substances - see the
CSU Biosafety Manual for details)

Edit

Biohazardous Agent

Name of Biohazardous Agent

Enter response here

PARF#

Enter response here

Biosafety Level (for animal housing)

A
- v

4

‘ X Cancel ‘

21. Quality Assurance (QA) and Regulatory Affairs: include any QA and RA information regarding
the work/data from this study.
a. Click + Add Info to add agency and product information (+ Add Line for any additional
agency and product information).

‘Where is the product manufactured or made?

*



https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.research.colostate.edu%2Forcc%2Fwp-content%2Fuploads%2Fsites%2F46%2F2024%2F01%2FCSU-Biosafety-Manual-Approved-Dec-2023.docx&wdOrigin=BROWSELINK

b. If your study uses Colorado Legal CBD products, click + Add Info to add CBD information.

Add

Poarmiay of thas Dolir o Ligal CBO Product

Eriat semoonge hacp

Colorado Legal CED Product intended for
= ]

Whi I3 providing the Colorado Legal CBD Product(s)?
Piste: this mary be the saene peracnsenity aa the sponser listed in the Funding section
o

Erme segrie herg

22. Funding: describe the source of funding (approval of funding must be issued).

Funding

This project ks funded (in whale of in part) by a prime of sub-award)contract fram:

[0 MNeither PHS, nor DOD, nar VA
B Pubic Heallh Service (PHS): & 9. COC, FDA, HHS-BARDA, NIH, NSF, NASA
[0 Depanment of Defense (DOD): & g DTRA, DARPA, SOCOM, ONR - 8565 NOT inciude Ary Corps of Enginesrs

[0 Department of Vterans Affairs (WA)

[PHS Funding:
« If this project is funded by & PHS prime or sub ‘thien & grand to p | oeeur. This typically happens during IACUC protocal review whene the grant will be compared to the IACUC protocal to
ensure they are consistent (NIH Orants Policy Statement).
+ Attach the Anirmal Section (VAS) and Research Strategy Section (RS5) of the grant below.

[ Asthe Pl of this pratocal, | hat the. d ihed within this ds fior IACLIC review are with those d d I any gran, comtract, or sub-award/condract that has been submitted or swarded.

a. For Public Health Service funding, please ensure to attach any relevant PHS
documentation.

Please attach relevant PHS documentation:
+ Vertebrate Animal Section (VAS)
* Research Strategy Section (RSS)

Download Al + AddLine

PHS FUNDING ATTACHMENTS =

+ Add Info




b. Click + Add Info to add funding information in the table (+ Add Line for any additional
funding information)

c. The Funding Information Table subsection is required for any box chosen from the
checklist.

Edit

Funding administered by
s

Sponsor (Caze Sensitive)
Mate: for department, intermal, of self- funded activities, please choose "CSUN or "Colorado State
University” as the Spansar.

Tithe/Marme of Grant, Contract, Account, of Agreemeant
Enter tasporise here

Pi of Grant, Contract, Account, or Agreement

Last name, First name

If applicabile, please enter your KRPD #

KRFDE

23. PI Certification: checking this section ensures CSU IACUC that all personnel are properly
certified and trained, all procedures are conducted in accordance with IACUC regulations, all
personnel participate in OHSP with submission of medical history, and that the information,
procedures, and pain relief alternatives written are accurate to the best of the PI’s knowledge.

a. Protocol will not be submitted without checking this section.

Pl Certification

By submitting this protocol 1o the CSU IACUC, the Principal Investigator (P1) assures that:

1: All protocel personnel have:
« taken the CSU Online IACUC Training, which includes information on the regulatory responsibilities of the institution, the IACUC, and investigators, as well as the concepts of research or testing methods
that limit the use of animals or minimize distress, and the methods for reporting animal welfare concerns.
- enrolled in the Occupational Health and Safety Program (OHSP), including submission of all necessary medical history forms.

2: All pratocel personnel working with animals are:

- qualified through education and/or training to conduct precedures invelving animals under this propesal

* have received training in the biology, handling, and care of the species to be used; aseptic surgical methods and techniques; and the proper use of anesthetics, analgesics, and tranquilizers.
3 All p d will be conducted d with all applicable CSU IACUC Policies and Guidelines as well as 0 | Health and Biosafety requirements, including those pertaining to the use of
personal protective equipment.

4: ANY changes in the approved protocel will be submitted in writing to the IACUC as an amendment request and approved by the IACUC prior to implementation.

5: That as the Principal Investigator for this project, | assume ultimate responsibility for:
- all animal work done by all protocel personnel for this protocol.
* sub ion of timely eontinuing reviews and reports of any unexpected events due to protocel procedures.

u I understand that this application and my animal us= privileges may be revoked by the LACUC if | viclate any of the above statements.




24. Once all sections are completed, and accurate to the best of the PI's knowledge, the protocol

may be submitted for review.

a. Submission does NOT mean the protocol is approved. The protocol must be reviewed by

a designated member of the CSU IACUC approval board.

Al Manage Protocols — IACUC: #2116_
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25. After a designated member of the CSU IACUC approval board has reviewed the protocol, the
protocol may be returned for edits. Comments will appear throughout the protocol page as
“Action Items.” The left sidebar menu will show which section has an action item (shown as a
yellow/orange circle with a number for amount of comments in each section).

PROTOCOLS

Kuali

Manage Protocols — IACUC: rzoao_

Protocol  Activity Log @ Ancillary Review My Checklist  Checklists  Permissions

Jumpt: IACUC: #2049

Selested Version:

3| New | Revisions In Progress

General Instructions 7

Personnel
Protocol Information
Lay Summary ./
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Drugs and Compounds Se

Surgery s
Spectes @

Source of Animals

Justification of Animals Mar 18,2024

~
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Print



a. Click on the “Action Item” box to read comments/action items.

Project Description

Instructions:

1. Provide an overview of what will happen during the project from day 0 to end of study.

2. Provide a sequential description of the procedures the animals will undergo for this study, from day 0 to end of study. Each pi should be ibed in terms of restraint, anesthesia,
analgesia, and monitoring.

3. Include the drugs/compounds that will be used in each procedure. Details regarding route, dose, volume, and frequency will be requested in the Drugs and Compounds section of the protocol.

4. Include the study endpoint (when scientific aims and objectives have been reached), and/or the point at which animals in each study group will be euthanized or released from the study, e.g. tumor size,
days, weeks, months, etc.

5. Define all

use y that will be by indivi outside of your field of expertise.

B Action Items: (1

Sans Serf  $ Normal

1. Provide an overview of what will happen during the project from day 0 to end of study

2. Provide a sequential description of the procedures the animals will undergo for this study, from day 0 to end of study. Each procedure should be completely described in terms of restraint, anesthesia, analgesia, and
monitoring

3. Include the drugs/compounds that will b used in each procedure. Details regarding route, dose, volume. and frequency will be requested in the Drugs and Compounds section of the protocol

4. Include the study endpoint (when scientific aims and objectives have been reached), andior the point at which animals in each study group will be euthanized or released from the study. e.g. tumor size, days, weeks,
months, ete

5. Define all iations and use

gy that will be by indivi outside of your field of expertise.

26. At the top of the page, each version of the protocol can be accessed via the drop-down menu
next to the “Version” heading. This includes the NEW version of the protocol with any revisions
required after submission and any amendments.

PROTOCOLS kuali

Manage Protocols — tacuc: #2112

Protocol  Reportable Events  Activity Log Ancillary Review  Permissions
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Jump ta: JACUC: #2112 O Compare Versions

‘Action ltems Summary

@ Admin Notes & Files
Amendment o
2L Review Assignments
* & Print
v
v 3| Renewal | Abandaned
Show Less A
2| Amendment | Abandaned
tial | Approved Ravien Trpe Stahus Intisl Apperai Date
e - Abandoned Now 08, 2023
v
N
Sedafion Question

a. By checking the “Compare Versions” box, the OLD and NEW review request edits and
amendments will be shown (in red and green, respectively). The OLD edits will be
crossed out throughout the protocol page.

27. When edits are finished, resubmit edited protocol (top right of page) to be reviewed by the CSU
IACUC.



	b. Abandoning the protocol at any time will not allow any edits to be done in the future.

