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Reportable Incidents
1. What is the difference between an expected outcome and an unexpected
outcome?
2. What ifl am not sure the incident is reportable?
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General

1. Howdol access InfoEd?
e LogintoInfoEd here using your Clemson credentials.
e SelectlACUC (a) to create a new application, amendment, reportable incident,
etc.
e Select “Locate My Records” (b) to view your current AUPs.

Sponsored Progri

o IACUC
A8 Create New

a#w:uc Intial Application 2.0 Amendment | Amenament 2.0 Annual Review or Closure |
0 Devolopmantal Appication Reportabie Inccent | Management Submission Copy from existng |
Confictof interest Accessing Records/Reporting
y Locate records by using fiters Show a lsting of Allmy records | Adnoc Reporsng Pro-Defined Reports |

2. How do I contact the IACUC Office with questions?
a. You canreach us anytime via email or during our virtual office hours!



https://infoed.clemson.edu/EnableWeb/Portal/Home#createnew
mailto:iacuc@clemson.edu
https://clemson.zoom.us/j/91552249337?pwd=66NaEeCaMQJGnmb3vCXc8EpQf0NBHJ.1
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Initial Application 2.0

1. How do |l determine who needs to be listed on the AUP?

a. Anyone working with live animals must be listed in the AUP. Anyone listed in the
Personnel Section will be able to view the protocol in InfoEd and create/submit
amendments, annual reviews, and reportable incidents. The graphic below
shows how Personnel and Other Personnel are commonly determined. For
teaching protocols, students enrolled in a class are not required to be on the
AUP but are required to have completed the training protocols; please refer to
2.2 Training Requirements for more information.

Determining who should be listed on your AUP:

Personnel Information

Co-Pl | Preparer A Facility
(fapplicable) || Grappicanie | Manager

Other Personnel (if applicable)
students Personnel Staff/Technicians

2. How do | determine if my research and/or teaching is classified as Agricultural or
Biomedical?
a. Use the flowchart below or contact the IACUC office with any questions.

How to determine if your research is biomedical or agricultural:

Agricultural Biomedical

: : Health and . Health Drug Testing, Biology,
Animal Production Animal Gene Therapy, Genetics’,

Immunology

Husbandry Efficiency B Nutrition Relat_ed Medical

Management Studies Device

in the
context of
agriculture



https://media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-2.2-training.pdf
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3. How do I determine if my research is USDA-regulated?
a. Use the flowchart below or contact the IACUC office with any questions.

Is the species USDA Regulated?

Guinea Pigs, Other Warm
Hamsters, (Rattus) and Blooded
Rabbits Mice (Mus) Species

Livestock

Bred in
Captivity?

Agriculture
Use?

See Bird
Rule Flow
Chart

4. | am conducting research on birds. How do | determine if my research is USDA-

regulated?
a. Use the Bird Rule Flowchart below or contact the IACUC office with any
questions.

Bred in Captivity?

Will the bird be used in

Bred for Research? an invasive procedure?

Will the bird undergo
procdures that will

Bred for Agriculture? materially alter its
behavior?

Yes
includes food, fiber, hunting

Not USDA Regulated

USDA Regulated
Not USDA Regulated “when used, sold, or
transported”
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5. How do | determine if my wildlife study requires an AUP and how it is regulated?
a. Use the flowchart below or reference CU-IACUC Policy 2.1 Guidelines on
Which Activities Require an Animal Use Protocol and 3.16 Research
Involving Wildlife.

Wildlife Studies

Animals are not Warm Blooded
captured or handled, RaliiEE

and presence does not

Observational Studies Involving Studies Where
. Invasive Animal Behavior is
Studies procedures Materially Altered
i
Fish, Amphibians, Warm Blooded Fish, Amphibians,
and Reptiles Animals and Reptiles
impact animal
behaVIor
Requires an Requires an Redquires an Requires an
Approved AUP is q qui
Not USDA
Not USDA
6. Dol need to attach an SOP?
a. Ifthe SOP you are referencing is in the SOP Repository, you do not need to

attach it to your protocol. If you are using an SOP not in the database, you will
need to include it in your AUP application.

7. When to classify a protocol as “Farm Facility/Colony/Culture Management”
a. Thisis primarily used for general farm protocols and breeding protocols. If you
are unsure if your protocol requires this, please contact CU-IACUC via email or
during our virtual office hours.

8. Where can | find general details and contact information about radioactive,
biological, or chemical hazards used in my protocol?
a. The use of hazardous chemicals in vertebrate animals is regulated through CU-
OES.

9. Whenis an IBC protocol required?
a. Research thatincludes recombinant DNA, hazardous biological agents,
nanomaterials, and select agents may require an IBC Review.

10.How do |l upload a document?
a. Clickthe “Upload” button, and a pop-up window will generate where you can
upload a “New Document” and then browse for your file. Click “Add New” if
additional documents need to be uploaded.


https://media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-2.1-what-requires-an-aup.pdf
https://media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-2.1-what-requires-an-aup.pdf
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-3.16-research-involving-wildlife11.23.pdf
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-3.16-research-involving-wildlife11.23.pdf
https://www.clemson.edu/research/division-of-research/offices/animal-resources/univ-atten-vet/sop.html
mailto:iacuc@clemson.edu
https://clemson.zoom.us/j/91552249337?pwd=66NaEeCaMQJGnmb3vCXc8EpQf0NBHJ.1
https://www.clemson.edu/research/division-of-research/offices/orc/iacuc/forms.html
https://www.clemson.edu/research/division-of-research/offices/orc/iacuc/forms.html
https://www.clemson.edu/research/division-of-research/offices/orc/ibc/index.html
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11.1am a Clemson researcher conducting animal research at another institution or

facility. Do | need a Clemson University AUP?
a. Use the flowchart below or reference CU-IACUC 2.1 Guidelines on Which

Activities Require an Animal Use Protocol.

Clemson Personnel Conducting Research Outside of Clemson
University

Animals Owned By Clemson Animals Not Owned By
University Clemson University

Daily Care is the responsibility Daily Care is the responsibility Daily Care is the responsibility
Requires a Clemson University of CU personnel and is not of CU personnel and is of the owner but CU
Approved AUP defined in MOU or inter- defined in MOU or inter- personnel have full control of
institutional agreement institutional agreement procedures performed

Requires a Clemson University Requires a Clemson University
-lA 5
Approved AUP i il Approved AUP

12.1 have a large number of chemical hazards (11.2) for my protocol. Do | need to enter
them individually into Table 11.2.1?
a. Ifyou have a larger number of hazards, follow the directions for downloading the
“pre-chemical use spreadsheet” and input the hazard information. Upload the

spreadsheet using the & icon.

13.1 cannot lock the form. What do | do?

a. Make sure to complete all required sections before submitting the form. A pop-
up window will be generated with the incomplete mandatory questions to be
completed. Click “Dock” to be able to view the incomplete sections while
working on the application. If all required sections are complete, your AUP title
may be too long to submit.

14.How can | avoid common mistakes?
a. The most common error is inconsistency between sections in the AUP. Make
sure that your narrative, flowchart, and all generated sections are correct and
consistent, i.e., number of animals required, dosages, time points, and housing.


https://media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-2.1-what-requires-an-aup.pdf
https://media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-2.1-what-requires-an-aup.pdf
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Approval Process

1. In what ways can | ensure a more efficient approval process?
a. Quickly addressing modification requests can help streamline your approval
process. If you have questions about the requested modifications, you can
email the IACUC Office or attend virtual office hours.

2. How long does it take an AUP to be approved?
a. lIttakes 4-6 weeks for an AUP to be approved. This estimate can vary based on
the number of required edits, your responsiveness, and the review process
required.

3. Whatis the approval process?

The AUP Approval Process

Pl Development

In this phase, you are editing your AUP and preparing it for submission.

Dept. Head Approval (Average 2 business days)*

In this phase, your department chair reviews your protocol and sends it to IACUC.

A 4

Vet Pre-Review (Average 2-5 business days)*

In this phase, the veterinarian (or desi, L for y modification before submitting to

) reviews your p
IACUC Pre-Review.

IACUC Office Pre-Review (Average 2-5 business days)*

In this phase, the IACUC Compliance Analyst and Coordinator review prepares the AUP for committee review.
This review helps streamline the committee review with fewer modifications needed.

|¢

Committe Review (Average 7-14 business days)*

|¢

In this phase, the IACUC Committee the AUP for y modificaions before submitting for modifications or approval.

Chair Signature (Average 2 business days)*

|¢

After required modifications are made, the IACUC Chair signs off on the AUP and the protocol is approved.

*Please note that average times reflect protocols without edits. Approval time for protocols with edits will differ based on the Pl/facility manager and the time it takes to make modifications.
**If your AUP requires a full committee review it will be reviewed at the next monthly meeting before submitting for approval or requiring edits.
Please refer to meeting calendar to estimate your approval timeline.


mailto:iacuc@clemson.edu
https://clemson.zoom.us/j/91552249337?pwd=66NaEeCaMQJGnmb3vCXc8EpQf0NBHJ.1
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Requested Modifications

1. 1 have opened my AUP to begin modifications, but | cannot make changes.
a. Make sure the “Complete” button is unchecked, so the form is unlocked and
able to be edited. /f using Initial Application 1.0, look for the “Lock” button.

“' RESEARCH . [ Comments Pane! [l Resowrce Bar | Animal Use Protocol Form m
" COMPLIANCE

Protocol #: AUP2025-0118
Submission #: AUP2025-0118-01
Protocol Title: New Protocol Created for Alexandra Regine Thomas on 07-Feb-2025 3:... Status: In Development

2. What do the different modification icons mean?

* Indicates suggested modifications that do not require a response from the Pl to
resolve.

@ Indicates suggested modifications that require a response from the Pl to resolve.

of
v . .
” Indicates a “response required” comment has been resolved.

3. How do I return the form once my modifications are complete?
a. “Complete” locks the form, but it remains with you.
The “l am done” button at the top of the eForm returns the form to be reviewed
by the AV and IACUC Offices. If you do not click “l am Done” your edits cannot be
reviewed for approval.

4. | cannotlock the form. What do | do?
a. Checkthe comments panelfor the @ icon. Directly respond to all comments
with the @ icon, even if you addressed the comment by modifying your AUP. You

will be able to lock and submit the form when @ changes to f .

5. If modifications are required for attachments, how do | update the attachments?
a. Clickthe “Upload” button, and a pop-up window will generate where you can
upload a “Version of Existing Document” and then you can browse for your new
file and edit it.

10
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Division of Research

Amendments

1. Howdo |l create an amendment?
a. Accessthe InfoEd IACUC tab and click “Amendment” or “Amendment 2.0,” then
search for your AUP. You will need to uncheck “Complete” to make changes.

i. Select Amendment if you are amending an Initial Application
ii. Select Amendment 2.0 if you are amending an Initial Application 2.0
2. What does my amendment need to include?
a. The amendment form must include the summary and justification for
modifications. The narrative, flow chart, and other applicable areas must be

updated to reflect the amendment before it can be approved
\

-
Amendment Reminders:

If Increasing  J_ If Amendlngd ; If Updating
Animal Number: Procedure: Personnel:

( Wl Check that facility manager
o "
IS the oWty Baghested is correct and included in
number reflected in the personnel list
summary and justification? 2

Does the species table If Pl or facility manager is
include "Newly Requested"” updated:
today and the "Total *Is Training Personnel
updated?
*Are Assurances updated to

reflect this?

Number Requested for All
Amemdments?"

Are the new animal use
numbers reflected in
BrgjectNatiative ehd Are there any personnel that
Sloscliat (Rappicsuing can be removed from the
protocol?

Is 4.1.2 updated to reflect
Is all information included?

amendment?

11


https://infoed.clemson.edu/EnableWeb/Portal/Home#createnew
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Reportable Incidents

1. What is the difference between an expected outcome and an unexpected
outcome?

a. Anexpected outcome is something that was anticipated and is detailed in
the approved AUP. An unexpected outcome is not detailed in the approved AUP
and must be reported to the AV and the IACUC. For more information, please
reference 1.6 Reporting and Investigating Unexpected Outcomes or Adverse
Events.

2. Whatif | am not sure the incident is reportable?
a. Ifyouare unsure, you can contact the AV and/or the IACUC office to discuss
the incident.

3. What s the protocol for reporting an incident?

a. You mustreport any incident to the AV within 72 hours via phone or email
and submit a Reportable Incident on InfoEd. For more information on reporting
an incident, please reference 1.6 Reporting and Investigating Unexpected
Outcomes or Adverse Events.

12


https://media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-1.6-adverse-events-or-unexpected-outcomes.pdf
https://media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-1.6-adverse-events-or-unexpected-outcomes.pdf
mailto:mbreed@clemson.edu;lbright@clemson.edu
https://infoed.clemson.edu/EnableWeb/Portal/Home#createnew
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-1.6-adverse-events-or-unexpected-outcomes.pdf
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/media.clemson.edu/research/orc/iacuc/iacucpolicies/policy-1.6-adverse-events-or-unexpected-outcomes.pdf
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Annual Review or Closure

1. How do | submit my Annual Review or Closure?
e LogintoInfoEd here using your Clemson credentials.
e SelectlACUC (a).
e Select Annual Review or Closure (b).
e Enter your AUP humber (c) and search (d).
e Selectthe AUP and fill out the eForm.

Home  MyProfie  LocatoMyRecords  LocateRecords  Calendar  Messages  Assignments

Sponsored Programs JACUC
"B Croate New
a # 1acuc Initial Appication 2.0 Amendment Amendment 2.0 Annual Review or cwak b
Developmental Application Reportable Incident Management Submission Copy trom existing
Conflict of Interest Accessing Records/Reporting
My Projects Locate records by using fiters Show a listing of Allmy records Adhoc Reporting Pro-Defined Reports
Reviews Management

SPIN

Add Animal Protocol Close

Select by Number: [Type your AUP# Here| ] Search « Clear All

Apply Filters k
(o]

2. What s the difference between the Annual Review and Closure?
a. Your annualreview is submitted each year that your protocol is active. At the
end of your experiment or approved protocol time, you will submit it as
“Closure” which will inactivate the protocol.

3. When is my annual review due?
a. One year after your approval date, and every year that the protocol is active
during the maximum 3-year approval period. Field study reviews are due
annually on September 30™, as their dates are set to align with the federal

fiscal year.

13
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