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Guide to Submitting Animal Use Protocols

This guide supports researchers using York University’s YU Ethics Review System to prepare and submit
protocols to the York University Animal Care Committee (ACC).

The YU Ethics Review System replaces the previous paper-based process and allows for entirely electronic
submission, review, revision, approval, and record management.

All research, teaching, or field work involving vertebrate animals or cephalopods must be reviewed and
approved through the ACC workflow in the YU Ethics Review System before any work begins.

The information in this guide aligns with:

e The Canadian Council on Animal Care (CCAC) standards
e The Ontario Ministry of Agriculture, Food and Agribusiness (OMAFA)
e York University’s Animal Care and Use Program

Do You Need to Submit via the YU Ethics Review System?

Use this reference table to determine if you require a YU Ethics Review System submission:

Research Type Researcher Role Requires YU Ethics Review System Submission?
Campus-based animal | Faculty / Staff Yes — Create a Campus Research protocol in the YU
research Ethics Review System

Teaching involving live | Course Director Yes — Create a Teaching protocol in the YU Ethics
animals Review System

Field-based animal Faculty / Course Director | Yes — Create a Field Research protocol in the YU
research Ethics Review System

Amendment (personnel PI/Lab Manager Yes — Create an Amendment in the YU Ethics Review
or procedure change) System

Renewal of approved PI Yes — Create a Renewal in the YU Ethics Review
protocol System

Projects without animal Faculty / Student /Staff No — ACC submission not required, consult Humans
use or Biosafety Unique Protocol Information document

Who Should Use This Document?

This document applies to all York University faculty, staff, and students who:
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Conduct research or teaching involving animals

Oversee or participate in animal-based fieldwork

Supervise trainees or personnel involved in animal care or handling
Require renewal or amendment of an existing protocol

If your project involves human participants or biosafety materials, please refer to York’s corresponding
Humans or Biosafety Unique Protocol Information document.

What to Prepare Before Submitting

All submissions in the YU Ethics Review System are completed electronically. You may upload supporting
files as attachments where indicated.

A. Core Information

e Select the correct protocol type (Campus, Teaching, or Field Research).
e Enter the project title, start and end dates, and funding information.
e Confirm the Primary Investigator (PI) and all research team members.

B. Required Supporting Information

Prepare and upload the following materials as applicable:

Standard Operating Procedures (SOPs) related to animal care, surgery, or handling

Permits, licenses, and safety approvals, including Biosafety and Radiation Safety

Material Safety Data Sheets (MSDS) for any hazardous materials

Peer review or pedagogical review documents (for teaching protocols)

Health and safety training records (CCAC Moodle/eClass completion, Medical Surveillance approval)

C. Supplementary Materials

Flowcharts or tables explaining animal numbers and procedures

Lay summary written in plain, non-technical language

Justification for animal use, number, and welfare impact

Any supporting documentation from external partners or institutions

All declarations, attestations, and certifications are completed digitally within the YU Ethics Review System
form. No physical signatures are required.

Common Pitfalls to Avoid

To avoid review delays or returns in the YU Ethics Review System:

e Selecting the wrong protocol type (e.g., Field vs. Teaching)
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e Leaving required sections blank or incomplete

e Forgetting to upload permits or SOPs mentioned in the protocol
e Omitting justification for animal numbers or endpoints

e Using outdated templates or offline documents

e Not adding all team members before submission

e Submitting renewals after protocol expiry

e Ignoring ACC feedback in the revision cycle

All revisions and responses must be completed within the YU Ethics Review System; email submissions are
no longer accepted.

How to Use this Document

This document has been developed to accompany the online submission process for your Animal Use
Protocol within the YU Ethics Review System. We recommend keeping it open as a reference while
completing your application, as it provides guidance and clarification to support your responses to the
submission questions.

The content of this document corresponds directly to the sections of the online submission form. It also
includes additional background information, explanatory notes, and examples to help you provide
comprehensive and accurate responses, ensuring that all required details are included in your submission.

Need Help?

Any questions related to the ACC protocol submission can be sent to the Animal Care Committee:

e Email: accinfo@yorku.ca
e Web: YU Ethics Review Web Portal Page

For technical or systems-related questions, please email: oretech@yorku.ca

Note: Access to research funds will not be granted until the appropriate
approvals are in place.
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Protocol Section Reference Information

ACC - General Information

This opening section of the Animal Use Protocol (AUP) form collects the basic administrative information
that identifies your project and determines which workflow applies in the YU Ethics Review System. It
links your protocol to the correct Principal Investigator, Faculty, and Department, and defines whether the
submission is new, a renewal, or an amendment to a previously approved AUP.

FIELDS AND INSTRUCTIONS

Principal Investigator
Begin typing the last
name or York email of
the Principal
Investigator (PI) or
Course Director. The
field will auto-
populate with eligible
York faculty or Vivaria

York University
Office of Research Ethics
Animal Use Protocol (AUP)

* Principal Investigator
Begin typing the last name or email to select the

* Faculty of PI
Begin typing the name and select York University

staff Pl or Course Director. Must be York faculty or if you cannot find the desired faculty, Centre or
: Vivaria staff member. Institute.
Begin typing last name or email Add Facuity here
e Only York
niversity facult
Univers ytaculty Department of PI
members or )
. Add department here
authorized

Vivaria personnel
can be listed as
PI Add text here

* Protocol title or Course number and name

e Ifyouarea * Initial Submission Reason

student or (O New Protocol

]E)C)lftdOCtO ral () Renewal of Previously Approved Protocol
ellow, your

facu lty (®) Amendment to Previously Approved Protocol

supervisor must

be entered as PI. * Previous Protocol Number

ndicate the previous certificate or protocol number

Faculty of PI

Start typing the name
of the Faculty,
Centre, or Institute where the PI is appointed.

Select the appropriate option from the dropdown menu. If your Faculty does not appear, type “York
University” to proceed.
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e Department of PI
Enter or select the department associated with the PI's primary appointment.
This ensures proper routing for internal review and reporting.

e Protocol Title or Course Name & Number
Provide a clear, descriptive protocol title.

e Forresearch projects, use a concise scientific title that identifies the focus of the work (e.g., Neural
Adaptation in Zebrafish).

e For teaching activities, enter the course name and number (e.g., BIOL 3120 — Animal Physiology
Laboratory).

¢ Initial Submission Reason
Select one of the following options to indicate the purpose of your submission:

¢ New Protocol - for new animal research, teaching, or fieldwork not previously approved.

¢ Renewal of Previously Approved Protocol — for ongoing work that requires annual review before the
expiry date.

e Amendment to Previously Approved Protocol — for modifications to an active, approved protocol
(e.g., changes in personnel, animal numbers, or procedures).

The option you select determines which additional questions and workflow steps will appear in the YU Ethics
Review System.

¢ Previous Protocol Number
If renewing or amending an existing protocol, enter the previous protocol or certificate number exactly as

it appears on your last approval notice.
This connects your submission to the prior record for version tracking and continuity.
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1B General Questionnaire

e Protocol Type

Select the category that best describes the overall purpose
of your work:

e Teaching - Select this if animals are used solely for {prOtOCOI Type
educational or training purposes in a course, Teaching
laboratory, or teaching module.

Examples include teaching animal handling,
anatomy, or surgical technique. ") Campus Research

(@) Field Research

e Field Research — Select this if animals will be

observed, captured, or handled outside of campus * Is this also a teaching protocol?
facilities, including natural habitats, conservation Y Yes

sites, or other field locations. '

Selecting this option opens the Field Research ) No

Protocol sections in the form.

e Campus Research — Select this if all animal work will
be conducted within York University’s laboratories
or vivaria.

This includes housing, experimental procedures, and in vivo research taking place on campus.
Selecting this option opens the Campus Research Protocol sections.

e Is this also a teaching protocol?

This question appears when field research or campus research is selected. If your research also includes a
training or educational component (e.g., students will gain practical experience or course credit while
participating), select Yes.

Selecting “Yes” links your submission with the Teaching Protocol workflow, allowing the ACC to assess both
activities together.

Select No if your submission involves only research or administrative preparation.

RENEWAL QUESTIONS

This section appears only when “Renewal of Previously Approved Protocol” is selected in the Initial
Submission Reason field.

It allows researchers to provide a concise annual update on their approved Animal Use Protocol (AUP) and to
confirm whether any changes have occurred since the last approval.
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¢ Is this a Pilot Study?

Indicate whether the protocol represents a pilot study Renewal Questions
(a short-term or small-scale project designed to test
feasibility or new methods). « 15 this a Pillt Study?

Pilot studies should provide a report on the results of your study
° If “Yes ] summarize any results obtained regardless of whether you will be pursuing the study immediately or
’ . N not, in order to preserve important data on various approaches to
regardless of whether the study will continue animal based studies.
immediately. ® Yes
e Reporting pilot outcomes helps preserve valuable i

data and informs future animal-based research at
York. For Pilot Studies, please provide a report on the results of your
study regardless of whether you will be pursuing the study
immediately or not, in order to preserve important data on
e For Pilot Studies, please provide a report on the various approaches to animal based studies.

results of your study, regardless of whether you will
be pursuing the study immediately or not, in order to
preserve important data on various approaches to
animal-based studies.

Use the Drag & Drop or Choose button to upload your

Drag & Drop a
File or

+ Choose

report.
* Provide the number of animals (by species where relevant)
e Summarize objectives, outcomes, and whether used in the preceding calendar year.
the project will continue. Sans Serif ¢ Normal B —

BISU A®R E= @
e Accepted file formats typically include PDF or
Word documents.

¢ Provide the number of animals (by species where
relevant) used in the preceding year:
Enter the total number of animals used since the last
approval or renewal.

e List numbers by species, if multiple species were involved.

e If no animals were used, enter “0” and provide a short explanation (for example, project delayed or in
preparatory stage).

e Were there any complications encountered relative to animal use?
Select “Yes” if any unexpected outcomes occurred, such as illness, injury, or mortality beyond what was
anticipated.
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e If “Yes,” describe the circumstances briefly,
including corrective actions or refinements
introduced to prevent recurrence.

e If “No,” select “No” to confirm that no
unanticipated welfare issues arose.

¢ Please provide a brief progress report describing
the complications/problems and any resolutions.

e Describe what occurred, how it was addressed,
and any measures implemented to prevent
recurrence.

e Include veterinary consultation or other
corrective actions, if applicable.

¢ Briefly describe progress towards achieving the
scientific or educational objectives of the study in
the last year, including, but not limited to, any
publications (since last renewal):
Summarize the overall progress made since the last
approval.

e Include outcomes such as data collection
milestones, methodological developments, or
educational objectives achieved.

e You may note any publications, presentations,
or student projects arising from the work.

¢ Report any progress made with respect to the
Three Rs of Replacement, Reduction, and
Refinement of animal use

* Were there any complications encountered relative to animal
use (e.g. unpredicted outcomes and any animal pain, distress
or mortality)?

Yes

No

* Briefly describe progress towards achieving the scientific or
educational objective of the study in the last year, including, but
not limited to, any publications (since last renewal):

* Report any progress made with respect to the Three Rs of
Replacement, reduction and refinement of animal use:

| confirm this is a renewal request with no changes from the
previously approved protocol.

Please note that any proposed changes should be submitted in a
separate amendment request at a later date.

(O !confirm

This is the end of the Renewal request form.
Please copy your previously approved
protocol information into the form below.
There should be no changes to procedures
nor personnel at this time. Please also attach
a copy of your last approved Animal Use
Protocol form in Section 13.

Describe specific steps taken in the last year to apply the Three Rs:

e Replacement — use of non-animal methods or alternatives wherever possible.

¢ Reduction - strategies that minimize the number of animals required.

e Refinement — procedural or environmental changes that improved animal welfare.
Include examples, such as updated SOPs, adoption of improved housing conditions, or use of shared

datasets to reduce duplication.

o List any other feedback relating to the original protocol that is relevant:
Provide additional information or clarifications that may assist the ACC in understanding your project’s

progress or context.
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e Examples include changes in collaborating institutions, facility use, or other administrative updates
not requiring a formal amendment.

e Confirmation of Renewal Status
Check the box to confirm that this is a renewal request with no changes from the previously approved
protocol.

Note: Any proposed procedural, personnel, or animal-number changes must be submitted separately through
an Amendment Request in the YU Ethics Review System.

System Note: At the bottom of this section, a system message appears reminding researchers that this is the
final step of the renewal form.

Renewals should copy the existing, previously approved information into the form.

No new procedures, personnel, or animal use changes should be introduced at this stage.

AMENDMENT QUESTIONS

This section appears only when “Amendment to Previously Approved Protocol” is selected under
Initial Submission Reason (1f).

It allows you to specify the type of amendment you are requesting and provide a concise overview
of the proposed changes.

e Type of Amendment
Request Amendment Questions
Select the option that best
describes the nature of your

Type of Amendment Request
amendment:

Personnel changes only

e Personnel changes only Procedural changes only
— Choose this if the
amendment is limited to

adding or removing
personnel on the Briefly describe all changes to procedures in the approved protocol.

Personnel and Procedural changes

existing protocol.

e This includes new

students, staff,

postdoctoral This is the end of the Amendment request form. Please copy your previously approved
protocol information into the form below. You will be asked to complete the table of
concordance at the end of the form to summarize all changes made at this time. Please
collaborators. also attach a copy of your last approved Animal Use Protocol form in Section 13.

fellows, or external

e Ensure all new
personnel have completed the required Medical Surveillance and CCAC Moodle/eClass
training before submission.
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e These requests typically undergo an expedited review process.

¢ Procedural changes only — Select this if you are making updates to animal use methods, procedures,
or experimental design, without altering the personnel list.

e Examples include changes to dosage, sampling frequency, euthanasia method, or animal
numbers.

e Provide a clear and concise description of what has changed in the field below.

¢ Personnel and Procedural changes — Select this if both research staff and experimental
procedures are being updated.

e These amendments require full review by the ACC or its designated subcommittee.

¢ Briefly describe all changes to procedures in the approved protocol.
Use this text box to summarize all changes included in the amendment.

i

e Clearly identify the affected sections of the approved protocol (for example, “Section 7 — Animal Use’
or “Section 8 — Procedures”).

e Describe the rationale for each change and how it impacts animal welfare, research design, or
personnel responsibilities.

e Ifthe amendment involves animal numbers, provide justification and reference the original totals
approved.

Tip: Keep your summary concise. You will complete a Table of Concordance at the end of the form
to provide a detailed, section-by-section summary of all modifications.

Note: After this page, the system continues into the full Animal Use Protocol form.

The YU Ethics system automatically highlights any revised fields and provides an option to attach the Table
of Concordance at the end of your submission.

This ensures all reviewers can easily identify the updates made as part of this amendment.
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Important Guidance on Submitting Renewals and Amendments for
Existing Approved Protocols

Please be aware that the Renewal and Amendment options available on the initial start-up page are
intended only for the first time an existing approved protocol is entered into the ethics system. These
options are provided solely to assist researchers in transferring previously approved protocols into the
system during the initial onboarding period.

Once a researcher has used the start-up page to submit a renewal or amendment for an existing approved
protocol, any future renewals or amendments for that same protocol must be submitted from within the
protocol record itself. This is done by selecting the appropriate Amendment option located in the right-hand
menu of the approved protocol within the system.

After the transition period is complete and after existing approved protocols have been entered, the renewal
and amendment options will be removed from the system start-up page. At that stage, all new renewals
and amendments for previously approved protocols must be initiated directly from the specific protocol
record.

This process ensures accurate tracking, consistency in record-keeping, and proper management of ongoing
protocol amendments and renewals.
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2. Primary Information

This section captures foundational information about your study or course, including project dates, faculty

appointment details, and peer review or conflict-of-interest disclosures.
The content you see may vary slightly depending on whether your submission type is New, Renewal, or
Amendment.

For renewals and amendments, additional fields will appear to confirm when the protocol was originally
approved and when the proposed changes or renewal period will begin.

FIELDS AND INSTRUCTIONS

No research with animals can begin until ethics approval is in place.

¢ Initial Commencement
Date
Enter the date the
original version of this
protocol was first
approved (for renewals
or amendments).
This provides continuity
with your previous ACC-
approved record. - -

2. Primary Information

Provide approximate dates for proposed study.

No research with animals can begin until ethics approval is in place
* Initial Commencement Date * Proposed Commencement Date

Specify the date the protocol was initially approved
(mm-dd-yy).

Specify the estimated date to commence research/
renewal with proposed changes/ amendment:

e Proposed
Commencement Date
Enter the estimated
start date for the

* Protocol Completion Date

&)

Page 14 of 60

current renewal period
or proposed
amendment activities.
No animal work may
begin until full ACC
approval has been
issued in the system.

Protocol Completion
Date

Provide the expected
completion date for
your project or renewal
cycle.

Include all planned
activities, such as data
collection, analysis, and
reporting.

* Is the Principal Investigator/Researcher a new Faculty member (within 5 years at York University)?

) Yes

) No

* Has this protocol been peer-reviewed for scientific merit?

Note: If the research was not funded but was deemed to have merit and/or was awarded a score which indicates
that the project has merit, then the research can be considered to be "peer reviewed® regardless of whether it has
been successful in obtaining the funding. Researchers shall provide their score and/or proof of merit (where
applicable) to the ACC to demonstrate peer review.

Yes
No
Not Applicable
Conflicts of interest can arise naturally from a researcher's engagement inside and outside the institution,

and the mere existence of a conflict of interest does not necessarily imply wrongdoing on anyone's part.
However, conflicts of interest must be recognized, disclosed, and assessed.
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Remember that protocols require annual review, so extensions or renewals must be submitted before
expiry.

¢ Is the Principal Investigator/Researcher a new Faculty member (within 5 years at York University)?

e Select Yes if the PI joined York within the past five years.
This allows the Office of Research Ethics (ORE) to provide additional support on institutional
processes and expectations.

e Select No if the PI has been a faculty member longer than five years.

e Has this protocol been peer-reviewed for scientific merit?
This field verifies that the study has been evaluated for methodological and scientific soundness.
Select one of the following:

e Yes — The project has undergone formal peer review (for example, through a funding agency or review
committee).
When selected, a new field appears:

¢ Provide the granting agency, peer review committee number, and date (mm/yyyy) of review or
decision.
Enter this information and attach supporting documentation if available.

e No - The study has not been peer-reviewed.
When selected, a new field appears:

¢ Indicate why peer review for scientific merit has not been completed.
Briefly explain why (e.g., internal pilot project, preliminary data collection, or pending funding decision).

¢ Not Applicable — Choose this for Teaching Protocols or projects that are pedagogically rather than
scientifically reviewed.
When selected, a new field appears:

¢ Please provide an explanation as to why peer review is not applicable.
Example: “This protocol is for a teaching course and has undergone pedagogical merit review.”

Peer review (scientific or pedagogical) helps demonstrate that animal use is necessary, well-designed, and
justified.
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e Has this protocol/course been peer-reviewed for pedagogical merit?
Select Yes if thisis a
teaching protocol that * Has this protocol/course been peer reviewed for pedagogical merit?
has undergone
pedagogical merit
review.
This review evaluates
whether the use of

® Yes

No

* Date of Last Pedagogical ReviewPlease note that pedagogical merit reviews shall remain valid as long as
the Animal Use Protocol remains valid, to a maximum of three years. Before you submit you protocol, if

animals supports the applicable, please attach a copy of your completed Pedagogical Merit Review form in Section 13
learnlng objectlves and Attachments, or you may contact the ACC coordinator to obtain a copy of the Pedagogical Merit Review
whether alternatives i

were considered.
If Yes, two additional

fields appear. Attach the previous review comments/outcomes from the relevant person/institution.

e Date of Last

Pedagogical Review
Drag & Drop a File or + Choose

e Enter the date of
the most recent
pedagogical
review.
Pedagogical merit reviews remain valid for up to three years or for the duration of the approved
Animal Use Protocol.

e Attach the previous review comments/outcomes from the relevant person/institution.

e Upload your completed Pedagogical Merit Review Form or outcome letter here.
If you do not have a copy, contact the ACC Coordinator for assistance.
Select No if no pedagogical review applies.

Conflicts of interest do not necessarily imply misconduct, but they must be disclosed, assessed, and
managed to maintain transparency and research integrity.

¢ Is there a possibility of an apparent, actual, or potential conflict of interest on the part of researchers,
the University, or sponsors?

e Select Yes if any individual or institutional party involved in the project may have a real or perceived
financial or personal interest in the research outcomes.
Examples include:

e Self-funded or industry-funded research
e Partnerships with commercial entities
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e Ownership of intellectual property or patents related to the project

If Yes, a follow-up field appears:

e Elaborate and outline

how the potential or
real conflict of interest
will be addressed.
Briefly describe the
nature of the conflict
and your management
plan (for example,
independent data
analysis or oversight).

e Select Noif there
are no actual or
potential conflicts.

Does this protocol
involve another
institution?

e Select Noifall
research activities
occur exclusively
under York
University’s
jurisdiction.

* Is there a possibility of an apparent, actual or potential conflict of interest on the part of researchers, the
University or sponsors?

(e.g. commercialization of research findings; self-funded research; funding from a commercial enterprise)

® Yes

No

* Elaborate and outline how the potential or real conflict of interest will be addressed:

* Does this protocol involve another institution?

(® Yes

) No

* Attach Approval from the other institution.

Drag & Drop a File or + Choose

e Select Yes if any part of the research involves another institution or facility (e.g., field sites, shared
animal housing, or collaborative experiments).
If Yes, a new upload field appears:

e Attach Approval from the Other Institution

Upload the external institution’s Animal Care Protocol approval or letter of authorization.
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3. Funding

This section records all
sources of financial
support for the
proposed research or
teaching activities
described in your
Animal Use Protocol
(AUP).

You must list every
public, private, or
internal entity that
provides or reviews
funding related to this
protocol.

The information you
enter allows the
Animal Care
Committee (ACC) and

3. Funding

Funding Entities/Agencies

List the full names of all private and public entities/agencies funding this research protocol and list the title(s) of the
protocol(s), as submitted to the funding entities/agencies. Indicate which funding agencies have approved.

Instructions

Select the Edit Pencil next to the Principal Investigator to add required details.
+ Add a Line for each person on the research team

Select the Edit Pencil next to a person to edit or update

® Columns + Add Line
—  TITLE OF PROTOCOL AS —
NAME OF ENTITY/AGENCY T g onre =  FUNDING APPROVE
4+ Add Info
G b

Office of Research Ethics (ORE) to confirm that your AUP aligns with the objectives, scope, and conditions of
the associated grants or awards.

FIELDS AND INSTRUCTIONS

¢ Funding Entities/Agencies

Use the “Add Info” or “Add Line” buttons to enter details for each additional funding source.
When you are finished entering all information, click “Done.”

¢ Name of Entity/Agency

Enter the full name of the funding organization supporting or reviewing the project.

Examples include:

e Tri-Council agencies (e.g., NSERC, CIHR, SSHRC)

e Other government bodies

e Foundations, industry sponsors, or charitable organizations

e Internal York University grants or departmental funds

If multiple sources are involved, click “Add Line” to list each separately.

e List the title(s) of the protocol(s) as submitted to the funding entities/agencies
Provide the exact title(s) used in the corresponding funding applications.
This allows the ORE to match your animal protocol with the grant documentation for compliance review.
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¢ Has funding been approved by this funding agency/agencies?
This helps the ACC distinguish between pending and confirmed funding streams.
e Select Yes if the funding has been officially awarded.
e Select No if the application is still under review or was not funded.

¢ Please indicate why funding was not approved
If you selected No above, provide a short explanation.
Examples:

e Funding competition still under review
e Application declined; resubmission planned next cycle
e Project received merit but was not selected for budgetary reasons

o If the review was not successful for funding but was deemed to have scientific merit, please provide
the Index of Merit score/rank
If your proposal received a merit score or rank that demonstrates the project’s scientific quality, record
that value here.
Even if funding was not granted, the ACC can recognize the project as having undergone peer review based
on this evidence.
Attach the relevant review summary or score sheet if available.

Note: If no formal peer review has occurred, the ACC may request a scientific merit review prior to approval of
the AUP.
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4. Personnel

This section identifies all individuals who will be involved in the care, handling, or use of animals in your
research, teaching, or field activities.

It is essential for ensuring that all personnel listed are trained, medically cleared, and authorized to
participate under the Animal Care Committee (ACC) and Canadian Council on Animal Care (CCAC)
requirements.

Only individuals with York University accounts will appear automatically in the system.
External personnel must be added manually as collaborators.

FIELDS AND INSTRUCTIONS
Use “Add Line” to create a new personnel entry. Use the Edit Pencil icon to add or update individual details.

All new personnel must have valid CCAC Animal Care training and Medical Surveillance clearance before
participating in animal work.

e Does this protocol include any researchers from another institution?
If your project includes collaborators from other institutions, select Yes for “Does this protocol include any
researchers from another institution?”
A new table will appear, allowing you to enter:
e Name, email, and institutional affiliation
e Rolein the project (e.g., external researcher, consultant, co-investigator)
e Any relevant permits or agreements that authorize their participation
Use “Add Line” to list each external collaborator.

e Emergency Contact Lab Personnel (4w-4x)

List a minimum of two laboratory personnel who can be contacted in the event of an animal welfare or
facility emergency.

e The Principal Investigator must be one of these contacts.
e Enter a contact phone number or email for each.

e Incases where designated contacts cannot be reached promptly, decisions regarding animal welfare
will be made by veterinary staff.
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e Person

Begin typing the last Edit

name or York email

address to select a Person

person from the Begin typing the last name or email of the York person you wish to add

internal directory.

External collaborators

WhO dO not have a YOI’k Institute/Research Center/Department or Home Faculty
account must be added

manually under

External Personnel (see

* Researcher Role
below).

Principal Investigator / Course Director
e Institute/Research
Centre/Department or
Home Faculty
Enter the researcher’s
department, centre, or
faculty affiliation.

Degree/Diploma

* Current position

* Researcher Role
Select the individual’s Work experience with research animals and number of years worked with each species.
role in the project, such
as:

e Principal
Investigator /
Course Director

Species specific skills

e Co-Investigator
e Research Associate

Each person’s responsibilities should correspond to their role (e.g., animal handling, surgical procedures,
data collection).

e Degree/Diploma
List the academic or professional qualifications relevant to the individual’s role in the project.

e Current Position
Enter the person’s current job title or student status.

e Work Experience with Research Animals and the Number of Years Worked with Each Species
Provide a concise summary of the individual’s animal-related experience, including specific species and
duration of experience.

This information demonstrates competency and familiarity with the proposed procedures.
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e Species-Specific Skills
Identify specific animal handling or procedural skills relevant to the protocol (for example, venipuncture,
surgical procedures, behavioural testing, or field capture methods).

e CCAC Moodle/eClass Completed?

e Select Yes if the

individual has * CCAC /eClass Completed? [Please note that full approval will not be granted until all personnel have
successfully completed CCAC eClass]

completed the o

CCAC Animal Care Yes

Moodle/eClass ) No

training.

Other institution equivalent

e Select Noonly if
the person has not
yet completed

Medical Surveillance completed and approved by Health, Safety and Employee Well Being? [Please note
that full approval will not be granted until all personnel have completed their Medical Surveillance]

training—approval s

will be conditional No
until training is

verified. Email Address

akajor@yorku.ca

e Select Other

Institution _ ,

. . * Mobile Phone Number or Email
Equ“’alent if Required for Pl and Emergency contact(s)
equivalent
certification was
obtained

elsewhere (you
may be asked to provide proof).

o Elaborate on Other Training
Use this space to describe any additional training related to biosafety, fieldwork, or specialized animal care
methods.

¢ Medical Surveillance Completed and Approved by HSEWB?
Select Yes if the individual’s medical surveillance form has been reviewed and approved by Health, Safety
and Employee Well-Being (HSEWB).
Select No if approval is pending. The amendment or new personnel cannot be approved until this step is
complete.

e Email Address
Provide the individual’s York or institutional email address for official communication.

e Mobile Phone Number or Email
Required for PI and Emergency contact(s)
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e Protocol Permissions

Specify the level of access the person should have in the YU Ethics Review System:

e Full Access — may edit and submit protocol information.

e Read Only — may view but not edit or submit.

Please note: You must select only one option; do not choose both. The Principal Investigator (PI) should be
granted full access, and only the PI will have the submission privileges.

e External Personnel

If your project includes
collaborators from other
institutions, select Yes for
“Does this protocol
include any researchers
from another institution?”
A new table will appeatr,
allowing you to enter:

e Name, email, and
institutional
affiliation

e Rolein the project
(e.g., external
researcher,

* Does this protocol include any researchers from another institution or are external to York?
@® Yes

No

* External personnel

Instructions

+Add Info to enter the first external researcher

+ Add a Line for each person on the research team
Select the Edit Pencil next to a person to edit or update

@® Columns + Add Line
NAME = EMAL =  INSTITUTION/OR
+ Add Info
4 G b
© Required

consultant, co-investigator)

e Any relevant permits or agreements that authorize their participation

Use “Add Line” to list each external collaborator.

e Emergency Contact Lab Personnel

List a minimum of two laboratory personnel who can be contacted in the event of an animal welfare or

facility emergency.

e The Principal Investigator must be one of these contacts.

e Enter a contact phone number or email for each.

e Incases where designated contacts cannot be reached promptly, decisions regarding animal welfare
will be made by veterinary staff.

¢ Procedural Contacts in Emergency
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e Include the trained lab personnel responsible for responding to emergencies while conducting
procedures and provide their contact details.

Page 24 of 60 YU Ethics Review — Animals — Unique Protocol Information

YORKIL




5. Lay Summary/Public Relations

The Lay Summary section provides a clear, non-technical overview of your project for individuals who may

not have a scientific background.

It serves as a public-facing explanation of your study’s purpose, value, and animal use procedures.

This summary must be written in plain, accessible language and should stand on its own without referencing

other protocol sections. It may be used by York University or the Animal Care Committee (ACC) for public
communication, reporting, or media inquiries.

FIELDS AND GUIDANCE

¢ Briefly describe the objectives
of the project
Summarize what the study aims
to achieve.

Lay summary instructions:

1. The lay summary must use language that can be understood by the general public,
who may not have a scientific background. Do not use any scientific terminology.

2. The lay summary should be a standalone section of the protocol. Please provide all
information required without making reference to other sections of the protocol form.

3. Should the need arise, the lay summary may be used as a press release.

e Focus onthe overall
purpose or goal rather than
detailed hypotheses. Add text here

* Briefly describe the objectives of the project.

e Example: “This study aims
to understand how
environmental factors affect
stress responses in birds.”

* Describe the potential value of the protocol with respect to human or animal health and/or
the advancement of scientific knowledge.

¢ Describe the potential value of
the protocol with respect to
human or animal health and/or
the advancement of scientific Add text here
knowledge
Explain why the project is
important.

* Briefly describe the experimental approach.

* Describe the details of what happens to the animals including a brief overview of
procedures for the animals. The detail provided should include sufficient information to
e How could the results understand the category of invasiveness.
improve animal welfare, s
scientific understanding, or
contribute to human or

. PSP
veter hary medicine’ * Describe the endpoints for the animals (e.g., humane euthanasia). The method of
euthanasia is not required.

e Avoid technical terminology
or acronyms.

e Example: “Findings may help improve rehabilitation techniques for injured wildlife.”

¢ Briefly describe the experimental approach
Provide a short, clear description of what will be done.
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e Qutline the general type of study (e.g., observation, behavioral testing, or tissue sampling).
e Mention the species involved, but keep the explanation simple.
e Example: “Animals will be observed in their natural environment to study foraging behavior.”
e Describe the details of what happens to the animals, including a brief overview of procedures for the
animals

Explain what the animals will experience from start to finish.

e Describe procedures, housing, handling, and any interventions (e.g., feeding trials, monitoring,
imaging, training).

e Provide enough information to help reviewers and the public understand the Category of
Invasiveness (e.g., minimal handling, minor surgical intervention, behavioral observation).

e Keep the description factual and neutral.

¢ Describe the endpoints for the animals (e.g., humane euthanasia)
State how and when the use of animals will end.

e This may include humane endpoints, observation limits, or return to housing/field environments.

e You do not need to specify the euthanasia method here—only the condition or event that defines the
endpoint (e.g., “Animals will be released back into their habitat after observation,” or “Animals
showing signs of distress will be humanely euthanized”).
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6. Experimental Outline

This section provides a comprehensive description of your study design and experimental procedures,
including the use of tracking devices, capture or restraint methods, marking techniques, and any surgical or
medical interventions.

The level of detail provided here allows the Animal Care Committee (ACC) to assess animal welfare impacts,
ensure that appropriate monitoring and refinements are in place, and confirm that procedures align with
Canadian Council on Animal Care (CCAC) standards

FIELDS AND INSTRUCTIONS
e Describe the protocol/study objectives and experimental outline

e Provide a concise, high-level summary of the research or teaching plan, including study goals, general
methodology, and key experimental steps.

e Avoid repeating your lay summary. This section should focus on scientific or procedural details.

e Ifthisis field research, include the study site(s) and a brief explanation of why these locations were
chosen.

e Will any tracking equipment/devices, radio, or otherwise, be used on animals in the study?

e Select Yes if any devices will be attached to or implanted in animals (e.g., collars, radio tags, data
loggers, transmitters).

e If Yes, click “Add Info” to open the Device Details pop-up (see below).

e Select No if no equipment will be used.
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Tracking Equipment Details Pop-Up
Add X

e Name/Type of Device
Enter the specific name or type of tracking or

) ; Name/Type of Device
recording device to be used.

e Weight of Device

Weight of device

; ; : ; / houll han 5% of / body weigh
° PFOVIde the total deVICG Welght in grams. Devices should not be more than 5% of the animal body weight

e Devices should not exceed 5% of the

. ’ .
animal’s bOdy Welght- * Average weight of animals
Devices should not be more than 5% of the animal body weight

e Average Weight of Animals
Indicate the typical body weight for the animals
that will carry the device, to verify compliance
with the 5% guideline.

* Describe the potential impact on animal's well-being.

¢ Describe the potential impact on animals’

well-being

Explain how the device may affect animal * Temporary or Permanent?
behavior, movement, or welfare, and describe Temporary

steps to minimize impact. PTG

e Temporary or Permanent?
Select whether the device is intended to be
temporary (to be removed) or permanent (implanted or long-term).

e Specify how the removal of temporary equipment will occur
If devices are temporary, describe how and when they will be removed, including sedation or handling
procedures as needed.

Where live animals are trapped/captured and restrained, detail the type of trap and restraint

e If trapping or physical restraint is part of the study, describe all capture methods (e.g., live traps, nets,
snares) and provide details on frequency, duration, and monitoring.

e Include safety measures for both animals and staff and specify environmental conditions considered
during capture (e.g., temperature, daylight hours).

Field studies must clearly describe how animals will be located, trapped, and handled to ensure humane
care and compliance with field research ethics.

¢ Provide details of all permanent and non-permanent marking strategies and include short-term and
long-term effects

e Explain how animals will be marked or identified for tracking (e.g., microchips, tags, tattoos, natural

markings).
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e Note any potential impacts or risks (e.g., tissue irritation, infection) and describe how these are
minimized.

e Will any surgical or medical procedures be completed?
Select Yes or No.

e If Yes, click “Add Info” to open the Surgical/Medical Procedure Details pop-up (see below).
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Surgical or Medical Procedure Details Pop-Up

e Name of Surgery or Procedure

Enter the specific name or description of the Add 8
procedure (e.g., blood collection, biopsy,
implantation)- * Name of surgery or procedure

e Under what field conditions will the

procedure be completed?

Describe whether the procedure takes p[ace in * Under what field conditions will the procedure be completed?

a laboratory, field setting, or specialized :

facility.

. . . * Who will be responsible for completing the procedure?

e Who will be responsible for completing the

procedure?

List the name(s) or role(s) of the individual(s)

conducting the procedure, confirming that * Consulting Veterinarian

each is trained and authorized.

e Consulting Veterinarian
If a veterinarian is consulted or directly
involved, list their name and institutional
affiliation. No

* Will multiple procedures be performed?

Yes

. . 2
° will mu"tlple procedures be performed * * Will any samples be obtained from any live animal?

e Select Yes if animals will undergo more Yes

than one procedure (e.g., repeated No
sampling, multiple surgeries).

e If Yes, ensure cumulative effects are
addressed in later welfare sections.

e Drug or Agent Used
List all drugs, anesthetics, or agents used for procedures, including any for pain management.

e Dose of Drug/Agent
Enter dosage information (mg/kg or concentration).

e Route of Administration
Describe how the agent is administered (e.g., oral, intraperitoneal, subcutaneous).

¢ Interval and Duration
Indicate how often and for how long the procedure or treatment occurs.

¢ Will any samples be obtained from live animals?

e Select Yes or No.
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e If Yes, complete the next field.

¢ Include all samples obtained that may involve live animals
Specify sample type, site, collection method, volume, and total frequency (e.g., “Blood collected via tail
vein, 0.2 mL per week for 8 weeks”).

¢ Provide details of monitoring the animals during capture, handling, and release

e Describe who will monitor the animals and how they will be observed for stress, injury, or abnormal
behavior.

e Explain post-procedure monitoring until full recovery or release.

e What precautions will be taken in wood capturing/shooting/to target animals and what action will be
taken if those animals are captured?

e If applicable, outline safe handling procedures for wildlife capture, darting, or tranquilization.
e Describe how unintended or non-target species will be released unharmed.

¢ Provide details of any housing/holding of the animals and include details of permits/endurance,
duration of housing, and provision of food and water.
If animals will be temporarily housed (e.g., in traps, holding pens, or vivaria), describe conditions and
duration, ensuring compliance with species-specific welfare standards.

¢ Is pain and/or distress expected/associated with any indicated procedure or manipulation?
e Select Yes or No.
e If Yes, complete the next field.
e Describe how pain and/or distress will be mitigated or alleviated
Outline measures to minimize or prevent pain or distress, including the use of anesthetics, analgesics, or

refined handling techniques.

e Where animals encounter unanticipated pain or distress, what criteria will be used to terminate the
procedure/manipulation and possibly require euthanasia of the animal?
Explain the humane endpoint criteria used to decide when to end an experiment or euthanize an animal
(e.g., weight loss, behavior changes, signs of pain).
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7. Animal Use

This section captures the full rationale for using animals in your study or course and gathers detailed
information about species, quantity, sourcing, and application of the Canadian Council on Animal Care
(CCAC)’s Three Rs Principles — Replacement, Reduction, and Refinement.

It ensures that the decision to use animals
is scientifically or pedagogically justified,
that animal numbers are appropriate, and
that all possible alternatives have been
considered.

For teaching protocols, additional
qguestions confirm how animals are
integrated into instructional objectives and
how student competency is assessed.

FIELDS AND INSTRUCTIONS
Specify the animal common name, genus
and species, life stage or age and projected
quantity for use in Field Study within 12
months.

Multiple animals requires using the add
line feature “Use add line for multiple
species”

7. Animal Use

* Field Study Animal List
Specify the animal common name, genus and species, life stage or age and projected
quantity for use in Field Study within 12 months.

Multiple animals requires using the add line feature “Use add line for multiple species”

Researchers that have a substantial number of genus and species, please contact our
office at accinfo@yorku.ca for further guidance.

Instructions
Select the Edit Pencil next to the Principal Investigator to add required details.

+ Add a Line for each person on the research team
Select the Edit Pencil next to a person to edit or update

® Columns + Add Line

SPECIES = COMMON NAME =

+ Add Info

4 G

Researchers that have a substantial number of genus and species, please contact our office at

accinfo@yorku.ca for further guidance.

Click “Add Info” in this section, and a pop-up window appears for entering detailed information about each

animal species used in the study or course.

e Species
Select the species from the dropdown list.

e Common Name

Enter the plain-language name of the animal (e.g., mouse, frog, zebra finch).

e Animal Genus and Species
Provide the full scientific name.

o Life Stage or Age
State life stage/age (or range).

¢ Quantity to use within 12 months

Enter the total number of animals you expect to use over the next year.
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e What consideration has been given to the use of alternative methods that do not need to use live
animals?

e What is the justification/rationale for using live animals (including their blood and/or tissues) in this
protocol?
Explain why animals (or animal tissues) are required for your objectives and why non-animal options
cannot fully replace them.

e Can invitro systems, mathematical models, and/or computer simulations be used in any capacity to
fulfill some, if not all, of the experimental objectives in this protocol?

e Select Yes or No
e If Yes, complete the next field.
¢ Provide details about the other system, model, or simulation.

e What is the rationale for the number of animals required in this protocol? In accordance with the
CCAC’s 3R Principle, describe the considerations given to reducing the use of animals/animal tissues
in this protocol.

Show how totals were determined (e.g., power/statistics, pilot data, effect sizes, attrition assumptions).

e What is the justification/rationale for using live animals (including their blood and/or tissues) in this
protocol? Include an explanation for the use of each animal species, taxon, and/or strain used in this
protocol. In accordance with the CCAC’s 3R Principle, describe the considerations given to replacing
the use of animals/animal tissues in this protocol.

e In accordance with the CCAC’s 3R Principle, describe the considerations given to refining the use of
animals/animal tissues in this protocol.
Describe concrete Reduction steps (group-size justification, shared controls, re-use of data, etc.).

e Are alternatives to the use of live animals available for this course?
e Select Yes/No.

e If Yes, complete the next field.

e Specify how those alternatives are applied in this protocol/course.
Describe where simulations, videos, models, or preserved materials are used.

* How many students are expected to be enrolled in this course?
Enter the anticipated enrollment.

¢ How many sessions are there in the course, and how many of those sessions use live animals (blood,
tissues)?
Show how totals were determined.
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e What is the expected ratio of instructors to students?
Enter the typical ratio during any live-animal sessions.

¢ Are students expected to learn live animal handling and manipulations as part of the course
objectives?
Select Yes/No.

¢ Are the planned live animal handling and manipulations pertinent to knowledge/experience required
for this course?
Explain how tasks align with learning outcomes and are appropriate to student level.

e Who will be performing the procedures on the live animals (including euthanasia)?
Identify personnel (and, if students, describe training and supervision by species/procedure).

e How are students assessed for competency?
Describe assessment methods (checklists, OSCEs, direct observation, sign-off criteria).
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8. Procedures

FIELDS AND INSTRUCTIONS

This section details all experimental, instructional, or procedural activities involving animals under this
protocol.

You must describe every
intervention, drug, sample
collection, or surgical
procedure in the order it
occurs and provide

enough information for
vete rinary assessment, * Briefly describe all interventions, practices and/or procedures, in the sequence of order as they are performed in/on the

8. Procedures

* Describe the protocol/course objectives and experimental outline specific to each species identified in this protocol.

animal model.

and compliance with
CCAC ethical standards.

e Describe the
protocol/course
objectives and
experimental outline
specific to each
species identified in
this protocol.
Provide a concise
description of the
purpose and overall Drag & Drop a File or + Choose
design of the study or
course.

Sans Serif 2 MNormal s = B I s U A N

i
iii
&

Procedures Attachment

Optional: upload a file with schematics or charts

* Will any drugs/pharmaceuticals/agents be administered in the animal model?

o Briefly describe all
interventions,
practices and/or
procedures, in the
sequence of order as
they are performed
in/on the animal
model.

List every manipulation
chronologically (e.g., injections, behavioural tests, blood sampling, surgery).
Include any anesthesia, restraint, or euthanasia performed during the sequence.

) Yes

) No

* Will the procedures include any tissue, blood or body fluid collection/sampling?
) Yes

) No

¢ Procedures Attachment
(Optional) Upload a schematic, flow chart, or diagram illustrating experimental steps, timeline, or workflow.

e Will any drugs/pharmaceuticals/agents be administered in the animal model?
Select Yes or No.
If Yes, complete the Substance Administration List using Add Info and record details for each drug.
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Substance Administration Fields

e Species
Choose species receiving the substance.

e Drug name
Enter full name of the agent.

¢ Is this a controlled drug/agent/pharmaceutical product?
Select Yes or No.

e If Yes, complete the next field.
e Have you received your Controlled Drug Exemption License, for scientific research, per the Controlled
Drugs and Substances Act (CDSA)?
Select Yes or No.
e If Yes, complete the next field.

¢ Please provide the exemption license #

¢ Please upload a copy of the license
Upload the document in PDF or JPEG format.

e Purpose of Drug Administration

Select one or more (analgesic, pre-anesthetic, anesthetic, other).
e Other - please specify

Use if “Other” is selected.
¢ Dosage/Dose Range (mg/kg, %)

Provide the amount and units.
e Total Volume (ml)

Enter administered volume.
¢ Route of Administration

Include the route of administration, e.g., IP, IV, SC, PO.
e Interval

Frequency of administration.
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e Duration
Total length of treatment.
e Are substances to be administered of pharmaceutical grade?
Yes/No.
¢ Are any substances administered known to be toxic or irritating to the animals?
e Select Yes or No.
e If Yes, complete the next field.

¢ You indicate in previous question that there are substances administered known to be toxic or
irritating to the animals, please list all such substances here.

Identify each agent and describe mitigation or monitoring.

e Will the procedures include any tissue, blood or body-fluid collection/sampling?
Select Yes or No.
If Yes, complete the Sample Collection List.

Survival Sample Collection
e Species
Identify species sampled.
e Sample Description
Describe material (e.g., blood, serum, tissue).
e Sampling Route/Method
Indicate vein, puncture site, or biopsy technique.
e Sample Volume/Mass
Provide volume or mass per sample.
¢ Number of times sampled
Indicate sampling frequency per animal
e Sampling Intervals

Specify timing between collections.
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e Study Duration

Duration of the sampling phase (hours, days, weeks).

Euthanasia
Describe methods used for euthanasia or humane endpoints.
List the species-specific method of euthanasia.

Euthanasia methods that deviate from the acceptable CCAC Guidelines must be justified.

**If you are using CO2, then please provide a justification in line with Gradual-Fill Methodology.

e Species

Identify species.

Life Stage or Age

State approximate age or life stage.
e Method

Describe the technique (e.g., COz inhalation, overdose of anesthetic).
e Dosage or Dose Range (mg/kg, %)

Specify if drug-based.
¢ Route of Administration

Include the route of administration, e.g., IP, IV.
e Acceptable with CCAC guidelines?

Select Yes, Conditionally Acceptable, or Not Acceptable.
e Justify method

Provide justification if the chosen method deviates from CCAC guidance.
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9. Classification

This section defines how your project is categorized under current CCAC and OMAFRA standards based on

the procedures performed, the level of invasiveness, expected welfare impact, and the intended purpose of
animal use.

It allows the Animal Care Committee (ACC) to ensure your project is reviewed with the appropriate level of
scrutiny and that the ethical justification for animal use is clearly documented.

FIELDS AND INSTRUCTIONS

¢ Select the procedural category(ies) that 9. Classification
apply to this protocol.
Select all that apply. These categories

describe the general type of procedure
. . Acute (non-survival procedures or one-time-only procedures, in the animal
performed on animals in your study. 0 model

* Select the procedural category(ies) that apply to this protocol.

e Acute - NOﬂ'SUI’ViV&l or one-time- [C] Chronic (multiple survival procedures, in the animal model)
only procedures in which the animal

. [OJ Non-Surgical (procedures not requiring general anesthesia, in the animal model)
is not expected to recover from

anesthesia. [] Surgical (procedures requiring general anesthesia, in the animal model)
e Chronic - MUltiple survival Field Research Locations

proced ures where animals recover List all locations where this field work will be completed.

between procedures. @ Columns & addUne
e Non-Surgical — Procedures that do

not require general anesthesia (e.g., counTRy = | STATEPROVINCE -

behavioral testing, injections, + Add Info

Observation)' 4 G >

e Surgical — Procedures that require
general anesthesia.

Field Research Locations

If you chose “Field Research” for your Protocol Type in the 1B General Questionnaire, please list all
geographic locations where any field-based animal work will be completed."

Use “Add Line” to include multiple sites.

Complete the following fields for each:

e Country

e State/Province

e City

e Site Name
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Category of
Invasiveness

Select the Category of
Invasiveness (A—E) that
best describes the
most invasive
procedure or
experience animals will
undergo during the
study, according to
CCAC guidelines.

Category A:
Experiments on most
invertebrates or on live
isolates.

Example: Tissue
culture, eggs, protozoa,
or metazoan larvae.

Category B:
Experiments that cause
little or no discomfort
or stress.

Example: Routine
holding, observation, or
short-term restraint.

Category C:

CATEGORY OF INVASIVENESS

CATEGORY A - Experiments on most invertebrates or on live isolates.
* Examples: T

sue culture, tissues oblained at necropsy or from the slaughterhouse use of eggs, single celled organisms, protozoa and

CATEGORY B - Experiments that cause little or no stress or discomfort

+ Examples: Main

ance of stic herd ocks commercial herd

CATEGORY C - Experiments which cause minor stress or pain of short duration. Procedures in Category C should cause no
significant alterations to the animals appearance, or physiological parameters such as respiratory and heart rates, food and water
intake and urine and fecal output. In addition, Category “C” animals must not demonstrate any self mutilation, dehydration, anorexia or
alterations in behaviour (aggression, withdrawal, increased or decreased recumbency or dormancy, social interactions)

* Examples: Cannulation or catf zation of blood vess - r :

els or body cavities under anesthesia, minor surgical proc

CATEGORY D - Experiments which cause moderate to severe distress and discomfort. Procedures in Category D should not cause
prolonged or severe distress evident by the following clinical signs: abnormalities in behaviour, absence of grooming, dehydration,
abnormal vocalization, immobility, prolonged anorexia, indications of severe local or systemic infection or extreme lethargy

* Examples: Major surviva

CATEGORY E - Experiments that cause severe pain near, at or above the pain tolerance threshold of conscious, unanesthetized
animals. Category E is not necessarily confined to surgical procedures, but may include exposure to noxious stimuli or agents whose
effects are unknown; exposure to drugs or chemicals at levels that (may) markedly impair physiological systems and which cause
death, severe pain, or extreme distress; completely new biomedical experiments which have a high degree of invasiveness, behavioral
studies about which the effects of the degree of distress are not known; use of muscle relaxants or paralytic drugs without
anesthetics; burn or trauma infliction on unanesthetized animals; a euthanasia method not approved by the CCAC; any procedures
(e.g., the injection of noxious agents or the induction of severe stress or shock) that will result in pain which approaches the pain
tolerance threshold and cannot be relieved by analgesia (e.g., when toxicity testing and experimentally-induced infectious disease
studies have death as the endpoint)

Experiments that cause minor stress or pain of short duration.
Example: Minor surgical procedures under anesthesia, behavioural testing, or repeated sampling with

minimal distress.

Category D: Experiments that cause moderate to severe distress or discomfort.
Example: Major surgery, prolonged restraint, or exposure to disease models that produce clinical symptoms.

Category E: Experiments causing severe pain near or beyond the animal’s pain tolerance threshold, often

without anesthesia.

Example: Lethal toxicity studies or procedures likely to cause death.

e Select the Category of Invasiveness that applies to this protocol.
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e Category(ies) of Welfare Impact

Pr0V|de a Category of Welfare * 9h. Category(ies) of Welfare Impact
. Please provide a Category of Welfare Impact as per CCAC guidelines: Categories of welfare impact. There is now an
Impact (CWI) as def| ned by the expectation that a welfare assessment be performed on animals under experiment at various frequencies. Please

curre nt CCAC’S G u ideli nes on choose a Welfare Assessment scheduling interval:

(O Weekly (for animals used in active research that have a COI D or higher OR who have experienced significant event

Categories of Welfare Impact. or change in circumstance (e.g., surgical procedure, injury)

This classification considers the O Monthly (for animals used in active protocols with a COI C or lower)

entire animal experience, including O Quarterly (for animals used in breeding programs OR teaching protocols OR inactive in research)
housing, handling, and cumulative O Other (for animals needing assessments as needed, o to help determine Cumulative End Points for
stress, not just the specific indeeidhuste/groues)

procedures.

Choose how frequently welfare assessments will be performed:

e Weekly - For active research animals with COI D or higher, or those recovering from significant
interventions.

e Monthly - For active research animals with COI C or lower.
e Quarterly — For animals in breeding programs or teaching protocols not involving major procedures.

e Other - Specify if assessments are conducted on a different schedule (e.g., after each lab session, or
based on individual health events).

e Purpose of Animal Use Guidance
Select to review more guidance and
examples Of each Purpose Of Animal O Select to review more guidance and examples of each Purpose of Animal Use
Use

9i. Purpose of Animal Use Guidance

*9j. Purpose of Animal Use Checkbox
Select only one OR select all that apply and best describe the purpose of animal use in this protocol.The choice of

° Pu rpose of Animal Use checkbox more than one PAU will require the principal investigator to provide animal use numbers for each PAU for annual
CCAC and OMAFRA reports.
(PAU) 0 PAU 0 - Breeding Colony/Stock Animals held in breeding colonies (e.g. fish, rodents, farm
Select one Option that best describes animals) that have not been assigned to a particular research, teaching or testing protocol.
the primary pu rpose Of animal use O PAU 1 - Studies of a fundamental nature in sciences relating to essential structure or function

Basic science studies, including biology, psychology, biochemistry, pharmacology, physiology).

If your study covers more than one

PAU 2 - Studies for medical purposes, including veterinary medicine, that relate to human or

PAU, each grou p Of an | mals m USt be O animal diseases or disorders Studies carried out to better understand a specific disease or
disorder and to help find therapies for it.
counted separately under the
. “ O PAU 3 - Studies for regulatory testing of products for the protection of humans, animals, or the

corresponding category. The choice of environment
more than one PAU will require the PAU 4 - Studies carried out to investigate potential therapies (as determined following studies of

. o o o o O PAU 2) for humans or animals, before regulatory testing (PAU 3) is carried out on the most
principal investigator to provide promising therapies.
anlmal use numbers for eaCh PAU for o PAU 5 - Teaching or training programs where animals are used to introduce students to scientific
annual CCAC and OMAFRA reports work and teach manual skills and techniques.

PAU Code  Description
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PAU-0 Breeding Colonies: Animals maintained specifically for the purpose of producing offspring,
tissues, or other biological materials for research, teaching, or testing. Includes all breeding
animals and their offspring that are not otherwise used under another PAU.

PAU-1 Studies of a fundamental nature in science relating to essential structure or function (basic
biological, psychological, or physiological research).

PAU-2 Studies for medical purposes, including diagnosis, treatment, or prevention of diseases and
disorders in humans or animals.

PAU-3 Regulatory testing of products for the protection of humans, animals, or the environment.

PAU-4 Development and quality control of products or devices for humans or animals, before
regulatory approval.

PAU-5 Teaching and training programs where animals are used for demonstration or student skill
development.
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10. Location of Animals

This section records where animal procedures, housing, and breeding activities will take place, both
within and outside of the Vivaria.

Researchers must list all rooms, locations, and housing types, ensuring that all animal use occurs only in
ACC-approved facilities.

This section also addresses animal housing conditions, environmental enrichment, and breeding details.

FIELDS AND INSTRUCTIONS
Animal Procedure Locations

10. Location of Aremals

Animal Handling, Procedures, and Housing

¢ Building
Enter the full building name e o s DS
where the animal work will o
occur (e.g., Life Sciences, SIS SRS
Sherman Health Science
Research Centre, Field site).

e Room Number
List the specific room number
in which the animal
procedures will be carried
out.

e Procedures
Describe briefly the type of work taking place in this location (e.g., behavioural testing, injections, data
collection).

¢ Has this room approved by the ACC?
Select Yes, No, or Unknown.
All rooms must have prior Animal Care Committee (ACC) approval before animal work can begin.

¢ You indicated that this room has not been approved by the ACC, please elaborate.
If you selected No, please elaborate.
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Vivaria Requirements

e Indicate Species

Select the species that will be housed in the Vivaria. Add *
e Vivaria Building and Room " 10e. Indicate Specles ‘
List the Vivaria location (building and room number) M
where animals will be held. *10f. Vivaria Building and Room
¢ Housing/Holding Requirements o
Check the type(s) of housing required for this species,
SUCh as: * 10g. Housing/Holding Requirements
[ Conventional housing
e Conventional housing
[ Non-sterile ventilated housing
e Non-sterile ventilated housing 01 Sterile ventilated housing
e Sterile ventilated housing [ BSL2housing
BSL-2 h . g [0 Quarantine/BSL2 ventilated housing
° -2 housin
e Quarantine/BSL-2 ventilated housing ' '
X Cancel + Done
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Housing and Enrichment

e Will animals need to be housed individually?
Select Yes or No.

e Species-specific environmental enrichment is a standard practice during short- and long-term animal
housing. Are there any reasons why environmental enrichment should be withheld from all/any/some
of the animals in this protocol?

Select Yes or No.

* Please provide a rationale for withholding the environmental enrichment.
If Yes, explain why enrichment (e.g., nesting material, shelters, toys) cannot be provided for some or all
animals and describe any planned compensations.

¢ Please list any forms of restraint, exposure to stressful environments, or use of metabolic cages,
including the duration for which animals will be held in each condition.
Describe all restraint methods or environmental stressors and specify how long each will be applied.

e Will you be breeding the animals?
Select Yes or No.
If yes, follow the next questions.

e Who will do breeding?
Please elaborate.

¢ Are the animals genetically engineered?
Select Yes or No.

o Describe any phenotypes known, especially clinical issues:
Please elaborate.

¢ Are all offspring used?
Select Yes or No.
If yes, follow the next questions.

e What percentage will be used?
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11. Veterinary Care, Endpoints

This section documents the veterinary monitoring, humane endpoints, and mortality expectations for your
protocol.

It ensures all potential adverse outcomes are anticipated and that Humane Intervention Points (HIPs) are
clearly defined to minimize animal pain, distress, and suffering in accordance with CCAC guidelines and York
University’s Animal Care Committee (ACC) policy.

FIELDS AND INSTRUCTIONS

e Procedure
Identify the surgical or non-surgical procedure associated with potential adverse health outcomes.
Examples: surgery, behavioural testing, restraint, tumour induction, injection, or drug administration.

¢ Condition(s)
List 3-5 specific clinical signs that will be used as humane intervention endpoints, such as:
e > 20 % body-weight loss
e Labored breathing
e Severe lethargy
e Unresponsive posture
e Persistent self-injury or uncoordinated movement
e Intervention

Describe the specific humane interventions that will be taken when animals show the conditions listed
above.
Examples include:

e Increased monitoring or supportive care (fluids, food, warmth)
e Veterinary consultation

e Analgesic or anesthetic treatment

e Humane euthanasia

¢ Please review the SOP on Endpoints and confirm which of the options below you have selected.
Check the applicable boxes:

e Humane endpoints will be discussed with the Veterinarian.

e Health Scoring Criteria lists, etc., will be developed in consultation with the Veterinarian and will be
attached to this protocol.
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e In the event an animal is gravely ill, moribund or dead, please contact Vivaria staff.

e Species
List each species used in the Add *
study.

Species
e Expected baseline mortality
rate (%) for each. If no
mortality is expected, state
‘0’.
Provide anticipated mortality
based on SpeCieS, strain, and * Provide justification for the expected mortality based on known characteristics of the strain, the

* Expected baseline mortality rate (%) for each. If no mortality is expected, state ‘0'.

procedures involved, or relevant historical data

procedure type.

e Provide justification for the
expected mortality based on
known characteristics of the
strain, the procedures
involved, or relevant
historical data.

Explain why the listed
mortality rate is considered
typical or acceptable.

Describe the frequency of monitoring when the animal is clinically stable (e.g., once daily, twice weekly)

* Describe the monitoring frequency during critical periods (e.g., post-surgical recovery, drug
administration, peak disease stage), including the duration and specific timepoints as applicable

e Describe the frequency of monitoring when the animal is clinically stable (e.g., once daily, twice
weekly).
Indicate how often animals will be observed during normal (non-critical) phases.

¢ Describe the monitoring frequency during critical periods (e.g., post-surgical recovery, drug
administration, peak disease stage), including the duration and specific timepoints as applicable.
Outline intensified observation schedules during high-risk periods.

e List the protocol endpoints for disease or conditions arising from surgical and non-surgical
procedures, upon which euthanasia will occur in the affected animal.
Describe the precise criteria used to determine when euthanasia is appropriate (e.g., tumor size limit,
severe neurological signs, non-ambulation).
Include a brief justification for each endpoint based on welfare considerations.

¢ 11e. Please see SOP on Endpoints and provide confirmation.
Check the applicable boxes:

Page 47 of 60 YU Ethics Review — Animals — Unique Protocol Information

YORKIL




e Humane endpoints will be discussed with the Veterinarian.

e Health Scoring Criteria lists, etc., will be developed in consultation with the Veterinarian and will be
attached to this protocol.
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12. Health & Safety

This section identifies any health and safety risks to personnel and animals arising from the work described

in your protocol.

It includes biological, chemical, radiological, and genetic safety considerations, as well as any institutional

approvals (e.g., Biosafety or Radiation Safety).

Information provided here ensures that all activities are compliant with York University’s Occupational
Health & Safety requirements and CCAC animal care standards.

FIELDS AND INSTRUCTIONS

¢ Name of contact species
List each animal species that staff or students will
handle in this protocol.

e Genus and Species
e Animal Exposure Health Risks

Describe any potential health risks to personnel that
may arise from contact with or handling of this species
(e.g., allergies, zoonotic disease transmission, bites,
scratches, or exposure to secretions, dander, or
waste).

e Prevention/Prophylactic Measures

Outline the preventive steps or medical precautions
required to mitigate risk.
Examples include:

Add =

* Name of contact Species

Genus and Species

* Animal Exposure Health Risks

* Prevention/Prophylactic Measures

e Use of personal protective equipment (PPE) such as gloves, lab coats, masks, or eye protection

e Vaccination requirements (e.g., rabies, tetanus)
e Hygiene and disinfection procedures

e Specialized training or supervision

e Will human or animal biological agents/pathogens or recombinant DNA molecules be used in the

animal model?
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e Select Yes or
No.

e If Yes, all agents
and
containment
procedures
must be
described below
(12j-12n), and
biosafety
documentation
must be current
and approved.

¢ Indicate the status
of Biosafety
approval

Select one of the
following:

* Will human or animal biological agents/pathogens or recombinant DNA
molecules be used in the animal model?

Agents/pathogens will be listed later in the protocol.

(® Yes

) No

Indicate the status of Biosafety approval

(® Yes -1 have a Biosafety Permit(s).

) No - | understand this protocol will not be reviewed until the Biosafety
Permit(s) is in place.

Biosafety certificate or protocol number

Add number here

e Yes —I have a Biosafety Permit(s)

e No - I understand this protocol will not be reviewed until the Biosafety Permit(s) is in place.

* Biosafety certificate or protocol number

e Provide the permit or certificate number associated with this work.

e If approvalis pending, enter “Pending” and update once the permit is issued.

For more information on Biosafety please contact the Occupational Health Coordinator and Biosafety Officer,

ext. 44745

Page 50 of 60 YU Ethics Review — Animals — Unique Protocol Information

YORKIL




Biological Agents/Pathogens
If biological agents are being used, complete the pop-up form using “Add Info.”

e Agent Name

Enter the name of Add X
each biological

agent (e.g.,

bacterial strain, * Agent Name

virus, or pathogen).

e Agent Origin
Specify the source
of the agent (e.g.,
human isolate,
animal isolate,
commercial
supplier, or * Provide the details for safe handling and administration of this agent.

collaborator).

* Agent origin

text here

e Provide the
details for safe
handling and
administration of
this agent Add text here
Describe safe-
handling protocols
and any
containment * Provide the details for disposal of animal carcasses and affected bedding/housing.
procedures used
when
administering the
agent to animals.

* Provide the containment details for this agent.

Add text here

e Provide the
containment details for this agent
List containment level (e.g., CL2, CL3) and describe how containment is maintained (e.g., biosafety
cabinets, isolation housing).

e Provide the details for disposal of animal carcasses and affected bedding/housing
Explain how all contaminated materials will be decontaminated or disposed of (e.g., autoclaving,
incineration).

Carcinogenic or Similar Agents

e Will carcinogenic or other similar agents be used in the animal model?

e Select Yes or No.
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e If Yes, you must complete the carcinogen table and upload Material Safety Data documentation.

e Carcinogenic or

X
other agent Add
name
List each agent
used. * Carcinogenic or other agent name

e Provide the e
details for safe
handling,
administration,
and Add text here
containment of
this agent
Describe
required PPE, * Provide the details for disposal of animal carcasses and affected bedding/housing.
fume hood use,
and procedures Addt
for
administration
or storage.

* Provide the details for safe handling, administration and containment of this agent.

xt here

+
]

e Provide the details for the disposal of animal carcasses and affected bedding/housing
Specify waste disposal methods for carcasses and bedding (e.g., incineration, chemical neutralization).

¢ Material Safety Data

e Attach the Material Safety Data Sheet (MSDS) or Safety Data Sheet (SDS) for each carcinogenic or
hazardous compound.

e Upload the file using the Drag & Drop or Choose button.

Page 52 of 60 YU Ethics Review — Animals — Unique Protocol Information

YORKIL




Radiation Safety
e Will radioisotopes be used in the animal model?
e Select Yes or No.
If Yes, provide the following details and attach the required institutional approvals.

e Indicate the

status of * 12u. Indicate the status of Radiation Safety approval
Radiation Safety @ Yes - | have Radiation Safety approva
approval No - | understand this protocol will not be reviewed until the Radiation Safety Permat is in place
Select one of the
. 12v. Radiation Safety approval certificate number
following:

e Yes—1Ihave
Radiation
Safety
approval.

e No-1I
understand
this protocol
will not be
reviewed until
the Radiation
Safety Permit
is in place.

Radiation Safety
approval
certificate number
Provide the current
permit or approval
number for
radiation use.

For more information on Radiation training please contact the Radiation Safety Officer (RS0), Department of Occupational Health and Safety,
ext. 44745

LIST ALL RADIOISOTOPES
Provide the details for safe handling, administration, containment and disposal of animal carcasses and affected bedding/housing

© Columns + Add Line

12W. RADIOISOTOPE NAME T 12X RADIOISOTOPE HANDUNG = 12Y. RADIISOTOPE DISPOSAL DETA —

v A kil

* 12z. Will dedivery vectors such a Lentivirus, Adenovirus and/or the CRISPR/Cas system be used in the animal model?
® Yes
) No
VECTORS LIST

List all delivery vectors, target and pertinent details.

Provide the details for safe handling, administration, containment and disposal of animal carcasses and affected bedding/housing

© Columns + Add Line
- — 12AB. TARGET AND OTHER — 12AC. VECTOR HANDUING, —_ 1ZAD. VECTOR DISPOSAL
12AA. VECTOR NAME DETAILS = ADMINIST = DETAILS

<+ Add Info
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Radioisotopes Table
If radioisotopes are used, complete the pop-up form:

¢ Radioisotope Name %
Enter the name of Add
each isotope.

* Radioisotope Name
e Provide the details

for safe handling,
administration, and

ex ere

containment of this * Provide the details for safe handling, administration and containment of this radioisotope.
radioisotope

Describe the
procedures,
protective

equipment, and * Provide the details for the disposal of animal carcasses and affected bedding/housing.
containment area.

xt here

xt here

e Provide the details
for the disposal of
animal carcasses
and affected
bedding/housing
Explain how radioactive carcasses, bedding, or waste will be securely stored and disposed of, in
accordance with Radiation Safety Office guidelines.

Delivery Vectors

e Will delivery vectors such as Lentivirus, Adenovirus, and/or the CRISPR/Cas system be used in the
animal model?

e Select Yes or No.
e If Yes, complete the fields below for each vector.

e Vector Name
List each delivery vector used in the protocol.

e Provide the vector target and other pertinent details
Describe the genetic target or modification, and specify the organism or tissue involved.

e Provide the details for safe handling, administration, and containment
Include biosafety measures and PPE required for working with each vector.
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e Vector Disposal Details
Describe how animal tissues, Add s
carcasses, or bedding exposed to
vectors will be managed and

* Vect
disposed of safely. ector name

Add text here

* Provide the vector target and other pertinent details.

Add text here

* Provide the details for safe handling, administration and containment.

Add text here

* Vector disposal details
Provide the details for disposal of animal carcasses and affected
bedding/housing.

Add text here
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13. Attachments

e Use this section to upload all
supporting documents referenced
anywhere in your Animal Use Protocol

13. Attachments

A P * You indicated carcinogenic or other similar agents will be used in the animal model. Attach all
( U ) Material Safety Data Sheets (MSDS) documentation specific to this protocol.

The system may display alerts at the
top when earlier answers require

Please remember to upload any supporting documentation.

. . P . . Example :
specific files (e.g., “You indicated MSD Review Documents
carcinogenic or similar agents...” - Peer Review Documents
Standard Operating Procedure
upload MSDS for those agentS). Health Canada Exemption of controlled substance
. Permit, License, other Approval
Examples of commonly required Heaith Scoring Criteria
files: Collaborating Institution Approval
©@ Columns + Add Line
e Material Safety Data Sheets
(MSDS) for hazardous agents Hasbnn = 13B.ATTACHMENTTYPE =  13C.NAM
e Peer review documents (funded + Addinfe
x. b

or merit-reviewed)

e Standard Operating Procedures
(SOPs) cited in the protocol

e Health Canada exemption for controlled substances

e Permits / licenses / other approvals (e.g., wildlife, import/export)
¢ Collaborating institution approval (if Section 2q = Yes)

e Pedagogical Merit Review form/outcome (if Section 2k = Yes)

¢ For renewals or amendments of a previously approved protocol, you must submit a copy of your
previously approved protocol

Please upload only the current versions you intend reviewers to use.

FIELDS AND INSTRUCTIONS

¢ Protocol Attachments File
Click Choose (or drag & drop) to upload the file.

e Attachment Type

Select the type that best matches the file (e.g., MSDS, SOP, Peer Review, etc.).

¢ Protocol Attachment Name
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e Enteraclear, specific name so reviewers
can recognize the file at a glance.

e Recommended convention: YYYY-MM-
DD_Type_ShortDescription
Example: 2025-01-
15_MSDS_Isoflurane.pdf

e Attachment Comments (optional)

Add short context if needed (e.g., “Covers all
volatile anesthetics used in 6q,” or “OMNRF
wildlife permit for Algonquin site”).

Add

* Protocol Attachments File

i Drag & Drop a File or + Choose

* Attachment Type

Protocol Attachment Name

Add text here

Attachment Comments

Add text here
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14. Amendment Summary

This section provides a Table of 14. Amendment Summary
Concordance that summarizes all changes
being made to a previously approved York Table of Concordance

University Animal Care Committee
(YUACC) protocol.

It helps reviewers quickly locate each
amendment and understand its purpose,
scope, and corresponding section(s) within
the current Animal Use Protocol (AUP). .

List all proposed changes to an Approved YUACC Protocol.

@ Columns + Add Line

14A. SECTION TO BE AMENDED =  14B. SUMMARY OF PROPOSED CHANGES —

*

L]

L L3

If this submission is a new protocol, this
section will not appear. It only displays for
amendments.

FIELDS AND INSTRUCTIONS

e Section to be Amended
Use the dropdown menu to select which section(s) of the approved protocol are being changed.
Examples include:

e Section 4 - Personnel (e.g., new staff or students added)

e Section 6 — Experimental Outline (e.g., new procedures or species added)
e Section 7 — Animal Use (e.g., revised numbers or welfare measures)

e Section 13 - Attachments (e.g., new SOP or MSDS uploaded)

e If your amendment affects multiple sections, add a new line for each using “Add Line.”

e Summary of Proposed Changes
Briefly describe the nature of the change(s) for each section listed.
Include enough detail for reviewers to understand what was modified and why, without repeating the
entire protocol text.
Examples:

e “Added two graduate students as new research personnel.”
e “Revised anesthesia procedure to include isoflurane inhalation.”
e “Updated number of mice per group from 5 to 8 based on statistical recalculation.”

e Tip: Keep each summary concise and focused on what changed. The full details should already be visible in
the revised protocol sections.
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15. Declarations

This section contains the Principal Investigator (PI) Declaration, which must be reviewed and completed
before the protocol can be submitted for review.

By checking all four declaration boxes, the PI confirms that the information provided in the Animal Use
Protocol (AUP) is accurate, that all procedures comply with institutional and regulatory standards, and that
they accept full oversight responsibility for the project and personnel.

This declaration serves as the digital signature for the submission in the YU Ethics Review System. No

physical signatures are required.

FIELDS AND INSTRUCTIONS
¢ Principal Investigator Declaration

The declaration text summarizes the
PI's responsibilities under the
Canadian Council on Animal Care
(CCAC) guidelines and the
Government of Ontario’s Animal
Research Act (2020).

It confirms that all animal work will
be conducted ethically,
competently, and under approved
conditions.

e The PI must read the declaration
and check all four boxes to confirm
the following statements:

1. Accuracy of submission

15. Declarations

* 15b. Principal Investigator Declaration

This animal care and use protocol submission accurately describes all proposed animal
use. All procedures will be carried out by or under the direct guidance of trained and
competent personnel, using approved techniques. All animals used in this experiment
will be cared for in accordance with the recommendations of the Canadian Council on
Animal Care and the requirements of the Government of Ontario’s Animal Research Act
(2020).

This animal care and use protocol submission accurately describes all proposed animal
use.

O

All procedures will be carried out by or under the direct guidance of trained and
competent personnel, using approved techniques.

O

All animals used in this experiment will be cared for in accordance with the
[[] recommendations of the Canadian Council on Animal Care and the requirements of the
Government of Ontario’s Animal Research Act (2020).

The Principal Investigator (Pl) accepts full responsibility for all aspects of the research
project, including the oversight and supervision of all personnel and activities involved.

Please check all four boxes of the declaration before you submit.

o “This animal care and

use protocol submission accurately describes all proposed animal use.”

o Confirms that the information provided is complete and reflects all planned procedures.

2. Supervision and training

o “All procedures will be carried out by or under the direct guidance of trained and competent
personnel, using approved techniques.”

o Ensures that only qualified individuals handle or perform procedures on animals.

3. Compliance with regulations

o “All animals used in this experiment will be cared for in accordance with the recommendations
of the Canadian Council on Animal Care and the requirements of the Government of Ontario’s

Animal Research Act (2020).”
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o Confirms adherence to federal and provincial animal welfare standards.
4. Accountability of the Principal Investigator

o “The Principal Investigator (PI) accepts full responsibility for all aspects of the research
project, including the oversight and supervision of all personnel and activities involved.”

o Affirms that the PI holds ultimate accountability for ethical conduct and compliance.

e Important: The system will not allow you to submit your protocol until all four boxes have been checked.
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