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[bookmark: _Toc400536138][bookmark: _Toc400622067][bookmark: _Toc400622241][bookmark: _Toc400622513]Page-Level Help
[bookmark: _Toc400536139][bookmark: _Toc400620920][bookmark: _Toc400622068][bookmark: _Toc400622242][bookmark: _Toc400622514]Procedure Pages
[bookmark: _Toc400536140][bookmark: _Toc400620921][bookmark: _Toc400622069][bookmark: _Toc400622243][bookmark: _Toc400622515]Administration of Substances Page
Use this page to add the substances that will be used in the procedure. If the substance already exists in the system, click Add and then select the appropriate substance. If not, you can create a new substance using the Create Substance link.
Tip: If you create a new substance, be sure to add it to the procedure.
[bookmark: _Toc400536141][bookmark: _Toc400620922][bookmark: _Toc400622070][bookmark: _Toc400622244][bookmark: _Toc400622516]Protocol Pages
[bookmark: _Toc400536142][bookmark: _Toc400620923][bookmark: _Toc400622071][bookmark: _Toc400622245][bookmark: _Toc400622517]Experiments Page
Use this page to add all your experiments to the protocol. When you add an experiment, you will select the procedures that apply and identify the variations to the selected procedures. You will also specify the number of animals used in the experiment and their pain categories.
Tip: If your experiments are similar, speed up the process by adding the first one, then copying and making changes to the copy: 
Click Copy to the right of the experiment you want to copy.
Click the experiment name ending in "- Copy" and make the appropriate changes. 
Click OK.
Once you have added experiments and related procedures, the experiments table includes links so you can edit the experiment and view procedure details.
[bookmark: _Toc400536143][bookmark: _Toc400620924][bookmark: _Toc400622072][bookmark: _Toc400622246][bookmark: _Toc400622518]Procedure Personnel Assignment Page
Use this page to assign protocol team members to the procedures used in the experiments. You must assign at least one member to each procedure.
Note: Review the training information below to ensure protocol team members have the necessary training before assigning them to a procedure.
[bookmark: _Toc400536144]

[bookmark: _Toc400620925][bookmark: _Toc400622073][bookmark: _Toc400622247][bookmark: _Toc400622519]Animal Justification Page
Use this page to explain why you require the number and types of species used in this protocol. 
As you justify the animal usage in this protocol, ensure you have applied the 3Rs of experimentation where possible:
Reduce animal numbers used
Refine animal procedures to minimize discomfort as much as possible
Replace animals in research, teaching, and testing when possible
[bookmark: _Toc400536145][bookmark: _Toc400620926][bookmark: _Toc400622074][bookmark: _Toc400622248][bookmark: _Toc400622520]Alternatives Page
Use this page to record what you have done to find alternatives for procedures causing high pain levels (category D or E). 
Using alternatives is one way to apply the 3Rs of experimentation:
Reduce animal numbers used
Refine animal procedures to minimize discomfort as much as possible
Replace animals in research, teaching, and testing when possible
[bookmark: _Toc400536146][bookmark: _Toc400620927][bookmark: _Toc400622075][bookmark: _Toc400622249][bookmark: _Toc400622521]Duplication Page
Use this page to record what you have done to ensure the same research has not already been performed. 
Avoiding duplicate research is one way to apply the 3Rs of experimentation:
Reduce animal numbers used
Refine animal procedures to minimize discomfort as much as possible
Replace animals in research, teaching, and testing when possible
[bookmark: _Toc400536147][bookmark: _Toc400620928][bookmark: _Toc400622076][bookmark: _Toc400622250][bookmark: _Toc400622522]Supporting Documents Page
Add any information that you did not include on other pages, for example:
Flowcharts outlining the flow of research or proposed experiments
Detailed explanations of science, including scientific notations or graphics
Clinical trials documents related to the submission
Other information relevant to the protocol that is not attached elsewhere (e.g., breeding or restraint device details, safety information, or departures from the Guide)
These documents will list on the Documents tab of the protocol workspace.
[bookmark: _Toc400536148]

[bookmark: _Toc400620929][bookmark: _Toc400622077][bookmark: _Toc400622251][bookmark: _Toc400622523]Activity Pages
[bookmark: _Toc400536149][bookmark: _Toc400620930][bookmark: _Toc400622078][bookmark: _Toc400622252][bookmark: _Toc400622524]Add Comment Page
Anyone who can view this submission can see your comment. This includes the protocol team, IACUC staff, and committee members. It may also include ancillary reviewers and other individuals that the protocol team adds to the submission's guest list.
[bookmark: _Toc400536150][bookmark: _Toc400620931][bookmark: _Toc400622079][bookmark: _Toc400622253][bookmark: _Toc400622525]Add Private Comment Page
Private comments only appear in the history log for IACUC staff and committee members. Protocol team members will not see them.
[bookmark: _Toc400536151][bookmark: _Toc400620932][bookmark: _Toc400622080][bookmark: _Toc400622254][bookmark: _Toc400622526]Assign Primary Contact Page
Select the person who will act as the protocol's main point of contact for communications with the IACUC. The primary contact receives notifications, in addition to the Principal Investigator, when the IACUC communicates a decision or requires the protocol team to take action.
Note: If the primary contact is engaged in the research, be sure to add that person to the protocol team. 
[bookmark: _Toc400536152][bookmark: _Toc400620933][bookmark: _Toc400622081][bookmark: _Toc400622255][bookmark: _Toc400622527]Close Protocol (Admin) Page
Use this activity to close protocols for which active research has ceased, for example, the PI requested closure or the PI has left the institution.
[bookmark: _Toc400536153][bookmark: _Toc400620934][bookmark: _Toc400622082][bookmark: _Toc400622256][bookmark: _Toc400622528]Discard Page
Discarding your submission will permanently remove the submission from the review process. If you wish to remove the submission from the IACUC review process and resubmit it later, use the Withdraw activity instead. Doing so will return the submission to the Pre-Submission state and return it to your inbox.
Tip: You can find discarded submissions on the Archived tab of the IACUC Submissions workspace. Archived submissions are read-only, however, you can copy them.
[image: ]
[bookmark: _Toc400536154][bookmark: _Toc400620935][bookmark: _Toc400622083][bookmark: _Toc400622257][bookmark: _Toc400622529]Edit Pre-Review Page
Update information previously provided about this submission. IACUC staff can update pre-review information any time before the committee or designated member review decision is submitted.
[bookmark: _Toc400536155][bookmark: _Toc400620936][bookmark: _Toc400622084][bookmark: _Toc400622258][bookmark: _Toc400622530]Manage Related Safety Protocols Page
Associate safety protocols to the submission, for example, Institutional Biosafety Committee (IBC) or Occupational Health and Safety protocols.
[bookmark: _Toc400536156][bookmark: _Toc400620937][bookmark: _Toc400622085][bookmark: _Toc400622259][bookmark: _Toc400622531]Withdraw Page
Withdrawing your submission removes it from the IACUC review process so you can resubmit it later. The submission will appear in your inbox in the Pre-Submission state. 
Tip: Use the Discard activity if you wish to permanently remove the submission from the review process. Doing so will move the submission to the Archived tab of the IACUC Submissions workspace. Archived submissions are read-only, however, you can copy them.
[image: ]
[bookmark: _Toc400536157]

[bookmark: _Toc400622086][bookmark: _Toc400622260][bookmark: _Toc400622532]Field-Level Help
[bookmark: _Toc400536158][bookmark: _Toc400620938][bookmark: _Toc400622087][bookmark: _Toc400622261][bookmark: _Toc400622533]Research Team Information Page
[bookmark: _Toc400536159][bookmark: _Toc400620939][bookmark: _Toc400622088][bookmark: _Toc400622262][bookmark: _Toc400622534]Team Members
If you are not the PI on the research team, ensure you add yourself as a research team member, if appropriate, so you can create and edit that research team's substances and procedures.
Research team members can create and edit all procedures and substances created by the research team, however, they can only edit submissions (that are in an editable state) for which they are also members of that protocol's team.
[bookmark: _Toc400536160][bookmark: _Toc400620940][bookmark: _Toc400622089][bookmark: _Toc400622263][bookmark: _Toc400622535]Team Default Species
Select the species that will appear by default when research team members create a new procedure or experiment in a protocol. This can save time if the team often works with a particular species.
[bookmark: _Toc400536161][bookmark: _Toc400620941][bookmark: _Toc400622090][bookmark: _Toc400622264][bookmark: _Toc400622536]Substance Information Page
[bookmark: _Toc400536162][bookmark: _Toc400620942][bookmark: _Toc400622091][bookmark: _Toc400622265][bookmark: _Toc400622537]Supporting Documents
Add any substance-related documents, for example: 
Material Safety Data Sheets (MSDS)
Chemical characteristics and the intended effects and/or side effects of the substance
Detailed steps for administering the substance
These documents will list on the Documents tab of the substance workspace.
[bookmark: _Toc400536163]

[bookmark: _Toc400620943][bookmark: _Toc400622092][bookmark: _Toc400622266][bookmark: _Toc400622538]Procedure Pages
[bookmark: _Toc400536164][bookmark: _Toc400620944][bookmark: _Toc400622093][bookmark: _Toc400622267][bookmark: _Toc400622539]Procedure Identification Page
[bookmark: _Toc400622094][bookmark: _Toc400622268]Select Procedure Type
Select the option that reflects the type of procedure. What you select here will affect the remaining pages that appear for this procedure.
[bookmark: _Toc400622095][bookmark: _Toc400622269]Identify Expected Symptoms from Administering This Procedure
List any symptoms you expect as a result of performing this procedure. For example: 
Animals lose weight
Animals develop lesions due to an open tumor
[bookmark: _Toc400622096][bookmark: _Toc400622270]Identify Criteria under Which Animals Will Be Removed from Research
List any criteria you will use to determine if animals are removed from research. For example: 
Animals are no longer able to move to get food or water
Animals are lifeless, unresponsive, etc.
[bookmark: _Toc400536165][bookmark: _Toc400620945][bookmark: _Toc400622097][bookmark: _Toc400622271][bookmark: _Toc400622540]Substance Administration Pages
[bookmark: _Toc400622098][bookmark: _Toc400622272]Administration of Substances Page
[bookmark: _Toc400622099]Description of the Administration Procedure
Describe the procedure for administering the substance to the animal, for example:
If by injection, provide the step-by-step procedure
If supplied in the food, describe the quantities provided and the steps taken to ensure enough food is always present
[bookmark: _Toc400622100][bookmark: _Toc400622273]Add Substance for Procedure Page
[bookmark: _Toc400622101]Route
Specify where the substance will be introduced into the animal (e.g., oral, intravenous, and subcutaneous).
[bookmark: _Toc400536166][bookmark: _Toc400620946][bookmark: _Toc400622102][bookmark: _Toc400622274][bookmark: _Toc400622541]Survival Surgery Page
[bookmark: _Toc400622103][bookmark: _Toc400622275]Surgery Type
Select whether the surgery is major or minor according to the definitions contained in the Guide for the Care and Use of Laboratory Animals. Examples of major and minor surgery include: 
Major: Laparotomy, thoracotomy, craniotomy, joint replacement, and limb amputation 
Minor: Wound suturing, peripheral vessel cannulation, percutaneous biopsy, and most routine procedures performed in a veterinary clinic 
[bookmark: _Toc400622104][bookmark: _Toc400622276]Describe how Postoperative Pain and Distress will be Assessed
Include the clinical signs you will use to determine if veterinary care, euthanasia, or another procedure or treatment is needed.
[bookmark: _Toc400536167][bookmark: _Toc400620947][bookmark: _Toc400622105][bookmark: _Toc400622277][bookmark: _Toc400622542]Procedure Documents Page
[bookmark: _Toc400622106][bookmark: _Toc400622278]Supporting Documents
Add any information related to the procedures, for example:
Pictures or diagrams of procedures
Detailed steps for performing the procedure
These files will list on the Documents tab of the procedure workspace.
[bookmark: _Toc400536168]

[bookmark: _Toc400620948][bookmark: _Toc400622107][bookmark: _Toc400622279][bookmark: _Toc400622543]Protocol Pages
[bookmark: _Toc400536169][bookmark: _Toc400620949][bookmark: _Toc400622108][bookmark: _Toc400622280][bookmark: _Toc400622544]Basic Information Page
[bookmark: _Toc400622109][bookmark: _Toc400622281]Select Research Team
If you are on more than one research team, select it in the list. If the research team does not appear in the list, you will need to create it first before creating the protocol. Return to My Inbox and use the Create Research Team activity on the left.
[bookmark: _Toc400622110][bookmark: _Toc400622282]Select Admin Office
Select the admin office within your institution that should oversee or review the protocol.
[bookmark: _Toc400622111][bookmark: _Toc400622283]Short Title
Type a short title for your protocol. You can use the sponsor's short title or any other unique name. As a guideline, keep it shorter than 50 characters.
The short title identifies the protocol throughout the IACUC system, for example, in My Inbox.
[bookmark: _Toc400622112][bookmark: _Toc400622284]Summary of Research
Type a short, high-level overview of the research. Include:
The central question the research is intended to answer
The primary objectives
The methods or approach used
For example: This research uses mouse models to study the effects of drug X on early childhood. The general approach is to ...
[bookmark: _Toc400622113][bookmark: _Toc400622285]What is the Intention of the Animal Protocol
Select the option that reflects the nature of the protocol. What you select here will affect the remaining pages that appear for this protocol.
Important: If you are doing experimental research with breeding, select Experimental Research. On the next page, you can indicate that the research includes breeding.
[bookmark: _Toc400536170][bookmark: _Toc400620950][bookmark: _Toc400622114][bookmark: _Toc400622286][bookmark: _Toc400622545]

Experimental Research Protocol Addition Page
[bookmark: _Toc400622115][bookmark: _Toc400622287]Will the Protocol Include Breeding
Indicate if the protocol will include breeding. The answer you specify here will affect the remaining pages that appear for this protocol.
[bookmark: _Toc400536171][bookmark: _Toc400620951][bookmark: _Toc400622116][bookmark: _Toc400622288][bookmark: _Toc400622546]Protocol Team Members Page
[bookmark: _Toc400622117][bookmark: _Toc400622289]Identify Each Additional Person Involved in the Design, Conduct, or Reporting of the Research
When creating the protocol, the research team will list by default, but you can add and delete protocol team members.
Notes:  
The PI is specified on the Basic Information page. Do not add that person again here.
Only the PI, PI proxy, and people on the protocol team can view and edit the protocol. If a research team member is not a protocol team member, that person will not be able to access the protocol.
If the primary contact is engaged in the research, be sure to add that person to the protocol team. 
[bookmark: _Toc400622118][bookmark: _Toc400622290]External Team Member Information
Attach information about protocol team members that are not in the IACUC system (the person is not available for selection in the previous question). External members could be people outside your institution or students or other groups your institution doesn't include in the system. 
Important! Do not attach information about team members you were able to select in the previous field. For people listed in the system, member information should be added to their profiles instead. 
If you are unsure how to proceed, contact your IACUC staff for assistance.
[bookmark: _Toc400536172][bookmark: _Toc400620952][bookmark: _Toc400622119][bookmark: _Toc400622291][bookmark: _Toc400622547]Funding Sources Pages
[bookmark: _Toc400622120][bookmark: _Toc400622292]Identify Each Organization Supplying Funding for the Protocol
Identify all external funding sources, such as industry sponsors and government agencies. The main purpose is to help the IACUC identify all protocols associated with particular grants. If funding comes from a specific internal funding program, also identify that funding source.
Details about specific questions:
Select the Funding Organization
Sponsor's Funding ID
Grants Office ID
[bookmark: _Toc400622121][bookmark: _Toc400622293]

Indicate the Protocol Team Members who Have a Financial Interest in this Research
A protocol team member (including PI) has a financial interest in the research if the person or their immediate family has received anything of value from a funding source, such as:
Salary or payment for services
Equity interest (e.g., stocks, stock options, other ownership interest)
Income related to intellectual property (e.g., patents, copyrights)
Reimbursed travel expenses
[bookmark: _Ref-2099399352][bookmark: _Toc400622122][bookmark: _Toc400622294]Add Funding Source Page
[bookmark: _Toc400622123]Select the Funding Organization
If your funding source is new and does not appear in the list, contact the IACUC staff to add it.
[bookmark: _Ref-947227815][bookmark: _Toc400622124]Sponsor's Funding ID
Type the ID assigned by the funding organization to identify the award, for example, DAMD17-01-1-0461 or G12AP20082.
[bookmark: _Ref-365230100][bookmark: _Toc400622125]Grants Office ID
Type the ID assigned by the internal organization (such as Sponsored Programs Office or Central Office) that manages the proposal/award.
[bookmark: _Toc400536173][bookmark: _Toc400620953][bookmark: _Toc400622126][bookmark: _Toc400622295][bookmark: _Toc400622548]Scientific Aims Page
[bookmark: _Toc400622127][bookmark: _Toc400622296]Scientific Aims of the Research
Type the goals or objectives of the research.
[bookmark: _Toc400622128][bookmark: _Toc400622297]Significance and Benefits of the Research
Explain why the research is important and how society will benefit from the research (e.g., improvement to human or animal health, advancement of knowledge, etc.)
[bookmark: _Toc400536174][bookmark: _Toc400620954][bookmark: _Toc400622129][bookmark: _Toc400622298][bookmark: _Toc400622549]Experiments: Edit Experiment Page
[bookmark: _Toc400622130][bookmark: _Toc400622299]Species
Select the species used in your experiment. The species list indicates if the species is a USDA-covered species. Refer to Animal Welfare Act Regulations for the definition of USDA-covered species.
If your research team has a default species set up, that species will already be selected. You can choose a different species if appropriate.
[bookmark: _Toc400622131][bookmark: _Toc400622300]

Select Common Procedures
Add the procedures that will be conducted on all animals in the experiment. The list of procedures that appears contains only those procedures for the animals in the experiment.
Tip: You can start typing text and the system will list all procedures that contain the typed text.
If a procedure does not appear in the list, go back to the Experiments page and use the Create Procedure link at the top to add it.
[bookmark: _Toc400622132][bookmark: _Toc400622301]Select Variable Procedures
Add the procedures that will be conducted on some animals or conducted differently across animals in the experiment. For example, you might use a substance administration procedure in the experiment, but the doses, routes, or concentrations may vary across animals in the experiment.
The list of procedures that appears contains only those procedures for the species in the experiment.
Tip: You can start typing text and the system will list all procedures that contain the typed text.
If a procedure does not appear in the list, go back to the Experiments page and use the Create Procedure link at the top to add it.
[bookmark: _Toc400622133][bookmark: _Toc400622302]Describe the Variables of the Experiment
List and explain the variables (the items that will change) in the variable procedures. Examples include agents (substances), dosages, concentrations, routes, and frequency.
[bookmark: _Toc400622134][bookmark: _Toc400622303]Describe Any Variations to the Procedures Selected
List and explain the variations applied to the procedures. For example, in a substance administration procedure where the dose (variable) will differ across animals, list the dose along with the number of animals that will receive each dose.
[bookmark: _Toc400622135][bookmark: _Toc400622304]Procedure Timing
Specify the order procedures will occur and the interval between performing them. 
For example: Perform the following procedures in the order listed. Each procedure is performed immediately after the previous one is completed. Repeat for each animal in the experiment.
Procedure #1. Aerosol administration of agents
Procedure #2. Non-invasive Plethysmography (Pulmonary Function Testing)
Procedure #3. Invasive pulmonary function testing
[bookmark: _Toc400622136][bookmark: _Toc400622305]

Number of Animals by Pain Category
Type the number of animals in each USDA pain category. Include each animal in only one pain category, the highest pain category applicable. The numbers must add up to the total number of animals in the experiment.
Pain Category B: Animals are those that are being "bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery but not yet used for such purposes." These animals have not been used for any research procedure, however minor.
Pain Category C: Animals are not subjected to procedures that involve pain or distress or would require the use of pain-relieving drugs. Routine procedures such as injections and blood sampling from veins that produce only mild, transient pain or discomfort are reported in this category.
Pain Category D: Animals are those subjected to potentially painful procedures for which anesthetics, analgesics, or tranquilizers will be used. The important concept is that animals are given appropriate anesthesia and/or pain relief to limit their pain and distress as much as possible.
Pain Category E: Animals are those that are subjected to painful or stressful procedures without the use of anesthetics, analgesics, or tranquilizers. Withholding of anesthetics, analgesics, or tranquilizers can only be allowed if it is scientifically justified in writing and approved by the IACUC.
[bookmark: _Toc400622137][bookmark: _Toc400622306]Supporting Documents
Add any information related to the experiments, for example:
Methods of alleviating pain and distress, monitoring criteria, and schedules
Details about husbandry exceptions, exception schedules, monitoring criteria, or weight loss justification
These documents will list on the Documents tab of the protocol workspace.
[bookmark: _Toc400536175][bookmark: _Toc400620955][bookmark: _Toc400622138][bookmark: _Toc400622307][bookmark: _Toc400622550]Procedure Personnel Assignment Page
[bookmark: _Toc400622139][bookmark: _Toc400622308]Select the Team Members Who Will Be Performing This Procedure
Review the training information on the Procedure Personnel Assignment page to ensure protocol team members have the necessary training before assigning them to a procedure.
[bookmark: _Toc400536176][bookmark: _Toc400620956][bookmark: _Toc400622140][bookmark: _Toc400622309][bookmark: _Toc400622551]Animal Justification Page
[bookmark: _Toc400622141][bookmark: _Toc400622310]Click Update to Indicate the Actual Number of Animals to be Used or Produced
The table shows the total number of animals reported across experiments for each pain category, by species. If you will be producing more animals than the number to be used in your experiments or reusing animals across experiments, then update the actual animal count for the highest pain category. 
For example: Two experiments will use the same five animals. In the first experiment, the animals will be in pain category B. In the next experiment, the same animals will be in pain category C. Type 0 for the actual animal count for pain category B and 5 for pain category C.
[bookmark: _Toc400622142][bookmark: _Toc400622311]

Supporting Documents
Add any information that helps justify the numbers and/or types of species used in the protocol. These documents may elaborate on how you have applied the 3Rs of experimentation:
Reduce animal numbers used
Refine animal procedures to minimize discomfort as much as possible
Replace animals in research, teaching, and testing when possible
[bookmark: _Toc400622143][bookmark: _Toc400622312]Edit Animal Count Page
[bookmark: _Toc400622144]Indicate the Actual Number of Animals to be Used or Produced
Type the actual number to be used or produced under the highest pain category. 
For example: If the same animals are used in multiple experiments with different pain categories, count these animals only once under the highest pain category. If all the animals are accounted for in their highest pain category, type 0 in the remaining pain categories.
[bookmark: _Toc400536177][bookmark: _Toc400620957][bookmark: _Toc400622145][bookmark: _Toc400622313][bookmark: _Toc400622552]Holding Details Page
[bookmark: _Toc400622146][bookmark: _Toc400622314]Describe the Holding Duration and the Reasons for Holding the Animals
Explain how long the animals will be held and why the holding protocol is required. You may wish to reference your institution's standard operating procedures (SOPs) or explain any departures from the SOPs.
For example, "Animals are being transferred to this holding protocol while a renewal is being processed. Animals will be housed only; no research will take place. It is anticipated that the holding protocol will only be required for 14 days.”
[bookmark: _Toc400536178][bookmark: _Toc400620958][bookmark: _Toc400622147][bookmark: _Toc400622315][bookmark: _Toc400622553]

Annual and Triennial Review Pages
[bookmark: _Toc400536179][bookmark: _Toc400622148][bookmark: _Toc400622316]Describe any Unanticipated Results Involving Animal Health
Examples of unanticipated results are:
The number of animals required was higher than initially anticipated
Actual experiment results were different than expected
You could also list a summary of amendments submitted during the current review period and reasons for them.
[bookmark: _Toc400536180][bookmark: _Toc400620959][bookmark: _Toc400622149][bookmark: _Toc400622317][bookmark: _Toc400622554]Amendment Pages
[bookmark: _Toc400536181][bookmark: _Toc400622150][bookmark: _Toc400622318][bookmark: _Toc400622555]Amendment Short Title
Type a short title that identifies the amendment, for example, protocol team changes or increase in pain categories. As a guideline, keep it shorter than 50 characters.
The short title identifies the amendment throughout the IACUC system.
[bookmark: _Toc400536182][bookmark: _Toc400622151][bookmark: _Toc400622319][bookmark: _Toc400622556]Select the Type of Amendment
Select one or both amendment types to reflect the changes you are making to the protocol..
Examples of amendment types include:
Significant: Major changes to a protocol, such as, changes to the following items:
Scientific aims (purpose/objectives) of the protocol
Principal Investigator (PI)
Degree of invasiveness of a procedure or pain/distress to an animal
Species to be studied
Methods of euthanasia
Duration, frequency, or number of procedures performed on an animal
Anesthetics or analgesics
All Other: Minor changes to a protocol, such as changes to the protocol title, funding sources, or personnel (except PI).
[bookmark: _Toc400536183][bookmark: _Toc400620960][bookmark: _Toc400622152][bookmark: _Toc400622320][bookmark: _Toc400622557]Describe the Changes
Write only a brief overview of the changes here. On subsequent pages, you can change the protocol document as necessary.
[bookmark: _Toc400536184][bookmark: _Toc400620961][bookmark: _Toc400622153][bookmark: _Toc400622321][bookmark: _Toc400622558]

Concern Pages
[bookmark: _Toc400536185][bookmark: _Toc400620962][bookmark: _Toc400622154][bookmark: _Toc400622322][bookmark: _Toc400622559]Basic Information Page
[bookmark: _Toc400622155][bookmark: _Toc400622323]Name
Type a name that will distinguish this concern from others in the system, for example, "Animals screeching loudly several nights" or "Swine cages not cleaned for days." As a guideline, keep it shorter than 50 characters.
The name identifies the concern throughout the IACUC system.
[bookmark: _Toc400622156][bookmark: _Toc400622324]Select the Category
Choose the category that describes the concern. Administration refers to anything that does not affect the animal's well-being, for example, missing information on cage cards or paint peeling in a lab. Animal welfare refers to anything that may affect the animal's well-being, for example, overcrowding of animals in cages.
[bookmark: _Toc400622157][bookmark: _Toc400622325]Select the Source
Select the source of this concern. Concerns can arise as a result of facility inspections, IACUC program reviews, or audits of approved protocols. Additionally, a user can submit a concern at any time that is not related to a specific IACUC event (ad hoc). 
[bookmark: _Toc400622158][bookmark: _Toc400622326]Is This a Deficiency
Refer to your institution's policies for determining if a concern is actually a deficiency.
[bookmark: _Toc400536186][bookmark: _Toc400622159][bookmark: _Toc400622327]Identification Page
[bookmark: _Toc400622160]Describe the Concern
Provide specific and verifiable details that will help the IACUC investigate your concern. Include the following information if available: 
Personnel involved
Protocol details
Location and time of concern
Animals affected
[bookmark: _Toc400536187][bookmark: _Toc400622161][bookmark: _Toc400622328]Deficiency Details Page
[bookmark: _Toc400622162]Identify the Severity
A significant deficiency is one that may or does cause harm to the animal's health or safety. Refer to your institution's policies for determining if a deficiency is minor or significant.
[bookmark: _Toc400622163]Is This a Repeat Deficiency
Refer to your institution's policies for determining if a deficiency is a repeat deficiency.
[bookmark: _Toc400536188][bookmark: _Toc400620963][bookmark: _Toc400622164][bookmark: _Toc400622329][bookmark: _Toc400622560]Inspection Pages
[bookmark: _Toc400536189][bookmark: _Toc400622165][bookmark: _Toc400622330]Inspection Information Page
[bookmark: _Toc400622166]Name
Type a name that will distinguish this inspection from others in the system, for example, "2014 June - Lab East Inspection". As a guideline, keep it shorter than 50 characters.
The name identifies the inspection throughout the IACUC system.
[bookmark: _Toc400622167]Select Inspection Locations
To find a particular location, filter the list by the building name to see the rooms for that building. 
For examples and a list of operators you can use, click the Help icon. 
[image: ]
[bookmark: _Toc400622168]Select Inspectors
Select IACUC committee members to perform the inspection. For facility inspections, if the facility houses USDA-covered species, then two inspectors are required. If not, then only one inspector is required.
[bookmark: _Toc400622169]Supporting Documents
Add any inspection document, for example: 
Completed checklists
Images or photos of areas or items inspected
These documents will list on the Documents tab of the inspection workspace.
[bookmark: _Toc400536190][bookmark: _Toc400622170][bookmark: _Toc400622331]PAM Audit Page
[bookmark: _Toc400622171]Select Protocols to Be Audited
Select from the list of approved protocols that you want to audit.
[bookmark: _Toc400536191]

[bookmark: _Toc400620964][bookmark: _Toc400622172][bookmark: _Toc400622332][bookmark: _Toc400622561]Activity Pages
[bookmark: _Toc400536192][bookmark: _Toc400620965][bookmark: _Toc400622173][bookmark: _Toc400622333][bookmark: _Toc400622562]Concern Activity Pages
[bookmark: _Toc400622174][bookmark: _Toc400622334]Submit Page
[bookmark: _Toc400622175]Select the Committee
Select the IACUC committee that should review the concern.
[bookmark: _Toc400622176][bookmark: _Toc400622335]Submit Response Page
[bookmark: _Toc400622177]Clarification Response
Text added here does not become part of the concern but rather the concern history.
[bookmark: _Toc400622178]Clarification Response Documents
Documents added here do not become part of the concern but rather the concern history.
[bookmark: _Toc400622179][bookmark: _Toc400622336]Submit Committee Determination Page
[bookmark: _Toc400622180]Is This a Deficiency
Refer to your institution's policies for determining if a concern is actually a deficiency.
[bookmark: _Toc400622181]Severity
A significant deficiency is one that may or does cause harm to the animal's health or safety. Refer to your institution's policies for determining if a deficiency is minor or significant. 
[bookmark: _Toc400622182]Category
Choose the category that describes the concern. Administration refers to anything that does not affect the animal's well being, for example, missing information on cage cards or paint peeling in a lab. Animal welfare refers to anything that may affect the animal's well being, for example, overcrowding of animals in cages.
[bookmark: _Toc400622183]Comments
Comments added here do not become part of the concern but rather the concern history.
[bookmark: _Toc400622184]Supporting Documents
Documents added here do not become part of the concern but rather the concern history.
[bookmark: _Toc400536193][bookmark: _Toc400622185][bookmark: _Toc400622337][bookmark: _Toc400622563]

Inspections Activity Page
[bookmark: _Toc400622186][bookmark: _Toc400622338]Inspection Documents
Documents added here do not become part of the inspection but rather the inspection findings. You can view these documents on the inspection's Findings tab.
[bookmark: _Toc400536194][bookmark: _Toc400622187][bookmark: _Toc400622339][bookmark: _Toc400622564]Protocol Activity Pages
[bookmark: _Toc400622188][bookmark: _Toc400622340]Manage Departures: Add Departure Page
[bookmark: _Toc400622189]Type
Select the item or area that departs from the Guide for the Care and Use of Laboratory Animals.
[bookmark: _Toc400622190][bookmark: _Toc400622341]Submit Committee and Designated Review Pages
[bookmark: _Toc400622191]Last Day of Annual Review Period
Specify the last day of the annual review period. Typically, this is: Date of Approval + 1 Year - 1 Day
Note: If the next review for a submission is a triennial review, then set the last day of the annual review to be in the year after the last day of the triennial review period. The last day of the annual review period should not be in the same year as the triennial review.
If your institution does not require an annual review for all protocols, leave this field blank for protocols without USDA-covered species. 
[bookmark: _Toc400622192]Last Day of Triennial Approval Period
Specify the last day of the triennial approval period. Typically, this is: Date of Approval + 3 Years - 1 Day
Note: If your institution requires an annual review, then set the last day of the annual review to be in the year after the last day of the triennial review period. The last day of the annual review period should not be in the same year as the triennial review.
[bookmark: _Toc400622193]Approval Date
Specify the date the IACUC decision was made. If you are submitting a committee review, select the date the committee made the decision, not the date that you are submitting the committee review.
[bookmark: _Toc400622194]Identify the Modifications Required or the Reasons for Withholding Approval
If the determination selected was the following, then:
Approval Withheld: Type the reasons the IACUC committee withheld approval
Modifications Required...: Type the changes required to the submission before it can be approved
Your description will be used:
In the determination letter sent to the investigator
In the protocol history that is visible to protocol team members
By an IACUC coordinator or other reviewer to verify the necessary changes were made to the submission
[bookmark: _Toc400622195]If Modifications are Required, Enter Them
If the determination selected was "Modifications Required...", then the information you include here will be used:
In the determination letter sent to the investigator
In the protocol history that is visible to protocol team members
By an IACUC coordinator or other reviewer after changes are made to verify that the changes meet your requirements
[bookmark: _Toc400622196][bookmark: _Toc400622342]Submit Pre-Review Page
[bookmark: _Toc400622197]Forward Directly to Full Committee Review
Implications of this choice:
Yes: Moves the submission to the Meeting Assignment state so the IACUC coordinator can assign it to an IACUC meeting for review. 
No: If the submission will not be forwarded directly to a full committee review, it will move to the Grace Period state so IACUC committee members can review it and determine whether it should go to full committee review.
[bookmark: _Toc400622198]Pre-Review Documents
Documents added here do not become part of the submission but rather the submission review. You can view these documents on the submission's Reviews tab.
[bookmark: _Toc400622199]Are You Ready to Submit This Pre-Review
Implications of this choice:
Yes: If this submission will be forwarded directly to a full committee review, then submitting the pre-review will move the submission to the Meeting Assignment state so the IACUC coordinator can assign it to an IACUC meeting for review. If the submission will not be forwarded directly to a full committee review, it will move to the Grace Period state so IACUC committee members can review it and determine whether it should go to full committee review.
No: Enables you to return and finish the review at another time (by clicking the activity again). 
Note: After submitting the pre-review, an IACUC coordinator can change some of the pre-review information by clicking Edit Pre-Review. This is possible until the decision from a designated member or committee review is submitted.
[bookmark: _Toc400622200][bookmark: _Toc400622343]Comments
Comments added here do not become part of the submission but rather the submission history.
[bookmark: _Toc400622201][bookmark: _Toc400622344]Supporting Documents
Documents added here do not become part of the submission but rather the submission history.
[bookmark: _Toc400536195]

[bookmark: _Toc400622202][bookmark: _Toc400622345][bookmark: _Toc400622565]File Mappings to Topic IDs
The following entries show the mapping of files to topic IDs. The file names should be reasonably easy to associate with topics shown earlier in this document. The topic IDs are used in the product to map a view or attribute to a help topic using the ClickIACUCHelpMap custom data type (CDT). You can override the current help topic using the ClickCustomHelpMap CDT. For more details, see the IACUC Deployment Guide.
Tip: Some help topics are mapped to multiple views, so make sure you check the ClickIACUCHelpMap CDT for IDs that are used more than once.
<Map Name="AddCommentPage" Link="PageLevelHelp/ActivityPages/AddCommentPage.htm" Skin="HTML5fieldHelp" ResolvedId="4038" />
<Map Name="AddPrivateCommentPage" Link="PageLevelHelp/ActivityPages/AddPrivateCommentPage.htm" Skin="HTML5fieldHelp" ResolvedId="4041" />
<Map Name="AdministrationOfSubstancesPage" Link="PageLevelHelp/ProcedurePages/AdministrationOfSubstancesPage.htm" Skin="HTML5fieldHelp" ResolvedId="4022" />
<Map Name="AlternativesPage" Link="PageLevelHelp/ProtocolPages/AlternativesPage.htm" Skin="HTML5fieldHelp" ResolvedId="4051" />
<Map Name="AmendmentShortTitleField" Link="FieldLevelHelp/Amendments/AmendmentShortTitleField.htm" Skin="HTML5fieldHelp" ResolvedId="4059" />
<Map Name="AnimalJustificationPage" Link="PageLevelHelp/ProtocolPages/AnimalJustificationPage.htm" Skin="HTML5fieldHelp" ResolvedId="4045" />
<Map Name="AnimalJustificationSupportingFilesField" Link="FieldLevelHelp/Protocols/AnimalJustification/SupportingDocsAnimalJustificationField.htm" Skin="HTML5fieldHelp" ResolvedId="4043" />
<Map Name="AntibodyProductionSupportingDocumentsField" Link="FieldLevelHelp/Protocols/AntibodyProduction/SupportingDocumentsAntibodyField.htm" Skin="HTML5fieldHelp" ResolvedId="4048" />
<Map Name="ApprovalDateField" Link="FieldLevelHelp/Activities/SubmitCommitteeAndDesignatedReview/ApprovalDateField.htm" Skin="HTML5fieldHelp" ResolvedId="4055" />
<Map Name="AssignPrimaryContactPage" Link="PageLevelHelp/ActivityPages/AssignPrimaryContactPage.htm" Skin="HTML5fieldHelp" ResolvedId="4040" />
<Map Name="ClickUpdateToIndicateActualNumbersField" Link="FieldLevelHelp/Protocols/AnimalJustification/ClickUpdateToIndicateActualNumberOfAnimalsField.htm" Skin="HTML5fieldHelp" ResolvedId="4062" />
<Map Name="CloseProtocolAdminPage" Link="PageLevelHelp/ActivityPages/CloseProtocolAdmin.htm" Skin="HTML5fieldHelp" ResolvedId="4063" />
<Map Name="CommentsField" Link="FieldLevelHelp/Activities/Comments.htm" Skin="HTML5fieldHelp" ResolvedId="4066" />
<Map Name="CommentsFieldConcerns" Link="FieldLevelHelp/Activities/Concerns/CommentsConcernActivities.htm" Skin="HTML5fieldHelp" ResolvedId="4073" />
<Map Name="CommentsFieldInspections" Link="FieldLevelHelp/Activities/Inspections/CommentsInspectionActivities.htm" Skin="HTML5fieldHelp" ResolvedId="4083" />
<Map Name="ConcernNameField" Link="FieldLevelHelp/Concern/ConcernShortTitleField.htm" Skin="HTML5fieldHelp" ResolvedId="4056" />
<Map Name="DescribeAnyUnanticipatedResultsField" Link="FieldLevelHelp/AnnualTriennialReview/DescribeAnyUnanticipatedResultsField.htm" Skin="HTML5fieldHelp" ResolvedId="4064" />
<Map Name="DescribeAnyVariationsField" Link="FieldLevelHelp/Protocols/Experiments/DescribeAnyVariationsField.htm" Skin="HTML5fieldHelp" ResolvedId="4094" />
<Map Name="DescribeTheChangesField" Link="FieldLevelHelp/Amendments/DescribeTheChangesField.htm" Skin="HTML5fieldHelp" ResolvedId="4044" />
<Map Name="DescribeTheConcernField" Link="FieldLevelHelp/Concern/DescribeTheConcernField.htm" Skin="HTML5fieldHelp" ResolvedId="4068" />
<Map Name="DescriptionOfTheAdministrationField" Link="FieldLevelHelp/Procedures/DescriptionOfTheAdministrationProcedureField.htm" Skin="HTML5fieldHelp" ResolvedId="4027" />
<Map Name="DiscardPage" Link="PageLevelHelp/ActivityPages/DiscardPage.htm" Skin="HTML5fieldHelp" ResolvedId="4039" />
<Map Name="DuplicatesPage" Link="PageLevelHelp/ProtocolPages/DuplicationPage.htm" Skin="HTML5fieldHelp" ResolvedId="4052" />
<Map Name="EditPreReviewPage" Link="PageLevelHelp/ActivityPages/EditPreReviewPage.htm" Skin="HTML5fieldHelp" ResolvedId="4037" />
<Map Name="EmailNotificationForComment" Link="FieldLevelHelp/Activities/AddComment/EmailNotificationForComment.htm" Skin="HTML5fieldHelp" ResolvedId="4089" />
<Map Name="EmailNotificationForPrivateComment" Link="FieldLevelHelp/Activities/AddPrivateComment/EmailNotificationForPrivateComment.htm" Skin="HTML5fieldHelp" ResolvedId="4090" />
<Map Name="ExperimentsPage" Link="PageLevelHelp/ProtocolPages/ExperimentsPage.htm" Skin="HTML5fieldHelp" ResolvedId="4006" />
<Map Name="ExternalTeamMemberInformationField" Link="FieldLevelHelp/Protocols/ProtocolTeamMembers/ExternalTeamMemberInformationField.htm" Skin="HTML5fieldHelp" ResolvedId="4008" />
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