Guide to Completing an Oregon State University
Animal Care and Use Proposal (ACUP) Form

Developed by the Institutional Animal Care and Use Committee (IACUC) 
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This guide was developed to provide assistance in completing an Oregon State University Animal Care and Use Proposal (ACUP) Form. Review and approval of procedures involving live vertebrate animals is required by Federal law and Institutional Policy, prior to initiating or obtaining live animals.
If you have any questions on completing the form, do not hesitate to contact the IACUC Office (541-737-2762 or IACUC@oregonstate.edu). The IACUC Compliance Administrator is more than willing to provide assistance with completion of the application. 
Do I need to submit an ACUP?
If your research, teaching, or testing projects involve the use of live vertebrates, then an ACUP must be completed. Please see the policy on “Proposal Submission” http://oregonstate.edu/research/ori/animal/submit.htm.  No work with live animals can be initiated without approval from the IACUC.  
If you will work with animal tissue, you may need to complete an ACUP.  Essentially, if you will euthanize an animal to begin your work, then an ACUP is needed. If you are obtaining tissues from another investigator, an ACUP is needed if the sole purpose for euthanizing the animal is to provide you with tissue.  If the collaborator has euthanized the animal as part of their approved research, you would not need an ACUP to obtain tissues.

Important Information:
Students cannot serve as a Principal Investigator (PI). There are no other restrictions at this time on staff or faculty submitting ACUPs. 
Becoming a PI on an ACUP is not a matter to be taken lightly. At a minimum, this individual is responsible for ensuring that all procedures to be performed are reviewed and approved by the IACUC, staff are properly trained for the procedures they will perform, and that necessary reports are submitted to the IACUC (including reporting the numbers of animals used). It is important to note that only procedures approved by the IACUC can be performed.  This approval must be obtained in advance of performing the work and includes specifying and justifying the number of animals that will be used. Failure to comply with this requirement can have serious ramifications for the individual PI, such as loss of the privilege to work with animals or loss of grant funding, and for the Institution, in addition to the animals involved in the study.  The IACUC will do their best to review and approve projects in a timely manner however, it is imperative to plan far enough in advance and have time allotted for approval to occur.  

Please recognize that the members of the committee are faculty colleagues, with busy schedules, who have volunteered to serve on the committee, and that there is no time guarantee. Submitting proposals well in advance of funding deadlines or needed start dates is strongly encouraged.
8-10 weeks should be considered the minimum amount of time to obtain approval. The review process may be longer and, rarely, shorter than this. 

The ACUP is divided into several sections and supplements.  These are listed below with the general information required in each section. Specific information to respond to questions in each section will follow this general overview. 
Sections that must be completed:

PI Assurance and Funding Information: PI assurance that they will comply with regulations and policy.  This section also requests funding and/or class information.
Justification for Use of Live Vertebrates: Explains why animals are needed for the work performed, the number of animals that are needed for the work, the expected levels of pain/discomfort/distress that animals may experience, and justification for duplication of previous work.

Animal Care: Provides information on proposed animal housing locations, provision of veterinary care, and other animal health related information.

Animal Use: Describes where procedures will be performed, the order and details of the procedures to be performed, and identifies any hazards or supplements that will be used.

Supplements, completed based on the project:

Participants (required for all projects): Contact information for PI and all personnel who will perform animal work. 

Field Study (F): completed for work involving study or capture of animals in their natural environment.

Surgery (S): completed when surgical manipulations will be performed.

Breeding Colony (BC) or Herd/Flock (HF): If animals will maintained as a herd or a breeding colony for use on other protocols, complete the appropriate supplement
Antibody Production (AP): completed when animals will be used for production of antibodies or when a contract company will use live animals to produce a specific anti-body.

. 
Death as an Endpoint (D): completed when animals are allowed to die, without intervention, to fulfill the goals of the research project. It should be noted that these studies are strongly discouraged, both institutionally and on a Federal level. Utilizing criteria to identify animals with end-stage illness and removing them prior to death is preferred. If pre-emptive euthanasia can be successfully applied, the study would not constitute death as an endpoint.

Category E: Projects with animals placed in Category E are required to provide the scientific justification for animals having unrelieved pain, discomfort, or distress, related to obtaining project objectives. 

PI Assurance and Funding Information

Question 1: 
List the Principal Investigator (PI) and Co-PI, if any, who will be responsible for activities related to this proposal.  The responsible individual should be of the appropriate authority level to fully implement the project or have the appropriate level of qualification or experience to ensure the project is carried out as approved. 
Question 2:
List the Department the PI works in or has a primary appointment in

Question 3:
(Assurance) By signing the assurance, the PI certifies that all applicable regulations, etc. will be followed and that any changes will be communicated to the IACUC. It is the PIs responsibility to alert the IACUC in advance of any changes and obtain IACUC approval prior to implementation of these changes.
Question 4:
Provide the project title or course name and number.  This can be a general title and different from any grant title(s), identified in the funding question. 
Question 5:
If this project is a continuation of previously approved project, please indicate “yes” and provide the previous ACUP number.

Question 6:
Provide the funding agency name(s) and the title provided to the funding agency. If there will be more than one funding agency for the project, list all and the associated titles.


Example: NIH, “Investigation of Processes for Harmony between the IACUC and PIs” 

· Grants: Electronic copies of the grant are preferred. For NIH or PHS funded projects, a comparison will be made between the animal procedures in the grant and the procedures proposed to or approved by the IACUC. 

Specifically:

· Animal numbers 

· Species 

· Rationale/appropriateness 

· Description of use 

· Procedures 

· Drugs to relieve pain and distress 

· Euthanasia methods 

If there are differences between the two, you will be asked to revise the appropriate document so the grant and ACUP match or explain the difference if it cannot be changed. Notification of changes in procedures should be sent to the funding agency; consult your grant agreement for specific information.

Classes: Provide an electronic copy of the syllabus for the class.

Justification for Use of Live Vertebrates

Question 7:
Explain for the non-scientist what the objectives/goals and significance/benefits of the proposed work will be. In other words, how will society, animal health, or human health benefit from the proposed work. Members of the IACUC can be non-scientists or may not have experience in evaluating the specifics of a project. This section should be explained in a way that someone with no scientific background would understand. If technical terms or scientific jargon need to be used, explanations or definitions the non-scientist could understand should be provided. 


Analogies are an excellent way to explain complex situations for the non-scientist.
Question 8:
Explain why live animals, in general, are needed for the proposed work. This explanation should include information related to non-animal alternatives that were evaluated or information on why these could not be used.

Question 9:
Explain here why this species was selected; ideally, this explanation should be based on the specific biological characteristics that make this species the best choice for the work. While cost is not prohibited from being included in the justification, it should not be the main reason a species was selected.

Question 10:
List the species and the total number of animals for the 3-year approval period that will be used in each category. This should be the number needed to accomplish the goals and objectives of the proposed research, teaching, or testing activity.
If using more than one species, please list all. Although more than one species can be listed on an ACUP, it must be clear, for each species, how many animals are needed and which specific procedures apply to which groups. 

For each species line, list the numbers of animals that will be used over the 3 years of the study, in each category. This section is designed to identify the amount of pain, discomfort, or distress that animals will experience by being participants in the proposed work. The IACUC has a policy to assist in this determination:

 http://oregonstate.edu/research/ori/animal/pain.html 


The categories indicated represent the 4 categories defined by the USDA. Oregon State University is required by law to annually report the number of covered species used in each category. An explanation of each category is given in the application and is not repeated here.

Question 11:
Explain how the number of requested animals was determined and why the use category was selected for the proposed project. 
The US Government Principles indicate that minimum numbers of animals should be used to provide valid results. The use of mathematical modeling is one mechanism to prove the group size selected is appropriate. If there is a standard group size in your field of study, providing documentation or a reference will support justification for the indicated group size.  You can refer to the US Government Principles clicking on the link provided:

 http://grants1.nih.gov/grants/olaw/references/phspol.htm#USGovPrinciples 

For breeding colonies, estimates can be provided. There should be a description of how this estimate was determined. Examples of information to include are: average litter size, gender ratio, and progeny with expected characteristics to be involved in study or colony maintenance (e.g., correct genotype, desired phenotype, etc.). It is important to remember that if progeny will be used in experiments, the group size for these needs to be justified as stated above.


Please note that embryonic forms of animals are only counted after hatching (FAQ #4) and larval forms should be included in the number justification (FAQ#5). Please see:

 http://grants1.nih.gov/grants/olaw/faqs.htm#App_4
For Field studies, the IACUC expects that the expected non-target species that could be captured will be identified and an estimate of the numbers for each species be provided. A statement that indicates “Any non-target species captures not listed or that are more than estimated, will be identified at the time of annual renewal. 

Question 12:
The IACUC has developed a guideline to provide assistance in responding to this question (http://oregonstate.edu/research/ori/animal/lit_search.html) 


The response should include: key words used in the search, the databases searched, the date the search was performed, and the date range searched. If there are restrictions placed on the search by year, list these restrictions. If the search was performed without date restrictions, this can be indicated.

Question 13:
A concern related to the use of animals is that work should not duplicate previous studies unnecessarily. By checking “no” the PI is certifying, to the best of their knowledge, the proposed work is not duplicative. Performing a literature review for similar studies is encouraged. If similar work was performed previously, then the reasoning for duplicating this work must be provided. Some examples would include: a more rigorous study design, new information, endpoints that weren’t evaluated previously, courses for new groups of students, etc. These examples are not meant to imply that a one word answer should be given. The information should be a complete explanation.

Animal Care

Question 14:
The IACUC is required to review all animal housing locations twice each year. A list of approved facilities is maintained by the IACUC Office. If a facility has not previously been used for housing animals, or if it was approved for use by a different species, the University Attending Veterinarian will be informed during the pre-review. A review of the proposed location will be arranged and any issues related to housing will be communicated. These issues would need to be resolved prior to approval being given for a housing location. The ACUP review process would not be delayed for this, but final approval could not be given until the housing location was approved. 


The description of the housing location should be as detailed as possible. For Barns, listing the facility should be sufficient. For facilities with room numbers, please include the room number or range of room numbers that will be used.

For Laboratory Animal Resource Center (LARC) managed facilities, only the building where the animals will be housed needs to be listed. The specific room can be listed as LARC-TBD. LARC will not house animals in areas that are not approved, but it is important that the IACUC be notified once a room location is determined.
Question 15:
There are a variety of sources that may be used to obtain animals. Many are ordered through LARC. Others are donated to the University’s various herds, are client-owned, or are provided by a collaborator, etc. 

Herd Animal Approval


For dogs and cats, it should be noted that Class B dealers and private individuals are not approved sources of dogs or cats. Class B dealers are registered with the USDA and have obtained animals from various sources. Although they are required to document acquisition and disposition, the University Attending Veterinary Policy indicates that these may not be used as a source. Private individuals selling dogs or cats should not be used, since how they obtained these animals cannot be verified. Class A dealers are USDA registered and purpose-bred dogs and cats for research purposes and are an appropriate source.

Private Animal Use

Complete the Client Consent Form Supplement (CCF).  Check the appropriate box in Question 22. 
Question 16:
The individuals listed here will be providing daily care for the animals. If LARC will provide this service, please list LARC. If the PI’s staff will perform this, they should be listed specifically. 

Contact information should be provided and updated, as necessary, throughout the project approval period. This information is important if there is an emergency or a health issue that requires input or action from the research team.
Question 17:
In most situations, identification of a health issue or question would result in contact being made with the University Attending Veterinarian (AV) to clarify the situation and determine if an action is needed. In some instances, the AV will delegate providing this care to another qualified veterinarian, provided that the AV is informed of events when they occur and the actions/treatments taken to resolve the situation. If veterinary care will be provided by someone other than the AV, general and emergency contact information should be provided. At a minimum, a discussion should have occurred between the PI and the veterinarian to confirm they will provide this service. The required reporting should be performed by the veterinarian providing the care.
Animal Use
Question 18:
The IACUC is required to review all animal procedure locations twice each year. A list of approved procedure locations is maintained by the IACUC Office. If a location has not previously been used for animal procedures, the University Attending Veterinarian will be informed during the pre-review. A review of the proposed location will be arranged and any issues related to the proposed use will be communicated. These issues would need to be resolved prior to approval being given for a procedure location. The ACUP review process would not be delayed for this, but final approval could not be given until the location was approved.


A procedure is any manipulation of a live animal. Even if an animal only goes to a location to be euthanized, this area would need to be approved and inspected.

Question 19:
All details of the proposed work should be included in this section, in the order that they will be performed. This is applicable to any activity that involves live animals, experimental or teaching. If an individual were to read this, they would understand everything that would be performed on each animal. This description should begin at the initiation of the work and continue through to the endpoint of the study or teaching activity. If there are multiple experimental/student groups, it should be clear what procedures will be performed with each group. 


If a supplement provides information, this does not need to be repeated in this section, but it should be noted where it is described in detail and be included in the correct portion of the timeline for the experiment.  

IACUC Policies on Specific Procedures:


Food or Fluid restriction: http://oregonstate.edu/research/ori/animal/food.htm

Mouse Tail Clipping (biopsy, genetic monitoring):


http://oregonstate.edu/research/ori/animal/mouse.htm

Prolonged Physical Restraint without Anesthesia (15 minutes or longer):


http://oregonstate.edu/research/ori/animal/restraint.htm

Toe Clipping:


http://oregonstate.edu/research/ori/animal/toe.htm

Use of Ether for Anesthesia or Euthanasia:


http://oregonstate.edu/research/ori/animal/ether.htm
Use of Expired Medical Materials:
http://oregonstate.edu/research/ori/animal/expired.htm
Question 20:
The American Veterinary Medical Association (AVMA) provides recommendations for different methods of euthanasia. A direct link: http://www.avma.org/issues/animal_welfare/euthanasia.pdf This report is also available on the IACUC website.


The report lists three categories of euthanasia methods; acceptable, conditionally acceptable, and unacceptable. If a method is acceptable, this is considered a humane method to be used. If a method is conditionally acceptable, it requires specific conditions to be included, special training, or additional explanations of why the method needs to be used. Unacceptable methods are rarely used and would require detailed information for them to be employed. These methods also require specific training or instruction, due to increased risks to the animals or personnel performing the procedure.

Secondary methods, to ensure euthanasia has occurred, are required to be employed. Common secondary means include: cervical dislocation, bilateral pneumothorax, removal of vital organ, observation of rigor mortis, and decapitation. The secondary method selected should compliment the primary method and be appropriate for the indicated species.
CO2 Overdose Procedure: http://oregonstate.edu/research/ori/animal/co2_chamber.html 


CO2 overdose: http://oregonstate.edu/research/ori/animal/co2_euth.html 

Policy on Ether Use: http://oregonstate.edu/research/ori/animal/ether.htm
Question 21:
This section is designed to describe the impact of the proposed procedures on the animal subjects and their well-being, so the IACUC can be informed of this impact. If animals will be euthanized at the end of the study, then “loss of life” should be acknowledged. If the potential for surgical complications, infections, etc, exist, these should also be listed. 
For transgenic or other breeding stock, common strain effects should be identified. Some examples of these are animals born small or runted, common birth defects, low survival rate, etc. These are meant to be examples and it is expected that the PI will identify specific issues related to their project.
Question 21A:
For the issues listed above, please identify steps taken to minimize deleterious effects. This question is not applicable for all above mentioned situations (e.g., euthanasia as a planned endpoint).
Question 22:
Check the appropriate supplements. If you missed one, this will be identified on the pre-review. 
Question 23:
Check the appropriate supplements. This section may require coordination with another compliance committee. In most instances, approval from one of these committees will also be required. The IACUC will not provide final approval for animal use until required approval is obtained from other, relevant compliance committees:


Biological Safety Committee (BSC) 


Approval needed for work involving:


Biohazards, infectious agents, recombinant DNA products, or the creation or breeding of genetically modified animals.


Website: http://oregonstate.edu/ehs/biological.php

Radiation Safety Committee (RSC)

Approval needed for animal exposure to or administration of radioactive isotopes. Please note that not all isotopes require approval. Contact the Radiation Safety Office for specific information and instructions.


Website: http://oregonstate.edu/dept/radsafety/

Chemical Safety Committee (CSC) 


Chemical hazards, not classified as biological or radioactive, may require approval. One example is a chemical agent that may be a carcinogen.


Website: http://oregonstate.edu/ehs/
Question 24: If participants will perform any live of diving (snorkeling, SCUBA, etc.) and/or operate a boat, approval is needed from the Diving Control Board. http://oregonstate.edu/research/ori/divingcontrolboard.htm 
Participants Supplement
P:1 In the event of a situation that requires communication with the laboratory, please list, starting with the PI, individuals who could be contacted to make a decision, or receive and pass along information, related to animals used in the proposal. This list should include these individuals work and emergency contact information (e.g., cell phone, home phone, pager).

P2: List all personnel who will work with live animals on this project. Please copy and paste the appropriate number of boxes for personnel who will be working with animals on this project.
Contact information should be work related addresses and emails. Non-OSU emails cannot be sent confidential materials or information, per CN Institutional Policy.

Personnel working with animals are required to:

Complete Animal Welfare Education Training, currently offered through the LATA program. Please contact the IACUC Compliance Administrator (541-737-2762 or IACUC@oregonstate.edu) directly for information on how to access these classes.

Complete the “Animal Contact Review and Initial Health Surveillance Questionnaire” http://oregonstate.edu/occupationalhealth/
Field Study (F) Supplement
Useful Guidelines:

Fish: http://www.fisheries.org/afs/docs/policy_guidelines2004.pdf
Wild Birds: http://www.nmnh.si.edu/BIRDNET/GuideToUse/Guidelines_2d_edition.pdf
Wild Mammals:
http://www.mammalsociety.org/committees/commanimalcareuse/98acucguidelines.pdf
http://www.mammalogy.org/committees/commanimalcareuse/ASM%20Animal%20Guidelinesppdf
Amphibians and Reptiles: http://www.asih.org/files/hacc-final.pdf
Question F1:
Identify if the proposed species to be used is listed as having an endangered or threatened status.

Question F2:
In most instances, a permit for capture of wild animals will be required. More than one agency may be responsible for issuing permits. The PI is expected to have researched the need for collection permits. If these are required, copies do not have to be provided to the IACUC, but the specific ones that have, or will, be obtained should be identified.

Permit Policy: http://oregonstate.edu/research/ori/animal/permit_fs.html
Question F3:
The location should be complete, listing as much information as possible. Include the city, state, country (if outside USA), and/or ocean, as appropriate. 

Question F4:
Live capture should be “yes”, if animals are not expected to die in the capture process. This should be checked “yes” for situations in which the animal will be captured and released (at the point of capture) or captured and held for a period of time (at the location, removed to a facility, etc.).
Question F4a:
Describe the methods, including devices, which are used to capture animals.  The frequency in which traps are checked should also be included.  
Question F4b:
Indicate the release location for captured animals.

Question F4c:
Will animals be euthanized, held, etc.?
Question F4d:
Possibilities include; size of traps with relation to other species or placement of traps that prevents the capture of non-target species, etc.

Question F4e:
The expected injury or death rate should be provided, based on past experience or published information about the proposed traps. The links to the various guidelines above include information related to traps and capture injury/death rates.

Question F4f:
Related to the previous questions, what efforts will be used to protect the animals to be captured from injuries or death.

Question F5:
The method of euthanasia in this question should be included in the response to the “Animal Use” section, Question 21.  It is recognized that methods performed in a controlled setting may not be applicable in a field setting. 
Question F6:
In response to this question, the consideration of non-live prey animals is all that is needed for this section. The description of the interaction, if intervention will occur, etc. should be included in the procedural description in response to “Animal Use” section, Question 20.
Question F7:
If a telemetry unit will be attached or implanted, the description of the process should be included in the response to “Animal Use” section, Question 20. If the attachment or implantation will involve a surgical incision, then the “Surgery (S)” supplement will need to be completed. 
Surgery (S) 
Question S1:
Survival surgery is defined as an animal undergoing a surgery and not being euthanized at the conclusion. In most instances, this will be determined by the animal recovering from anesthesia. 


Non-survival surgeries would result in the animal being euthanized at the conclusion of the procedure or not recovering from anesthesia.

Question S1a:
In addition, the type of surgery that will be performed should be indicated. 
Some examples: 

Major surgeries: craniotomy, laparatomy, thoracatomy, osteotomy, gonadectomy, orchiectomy (castration), ovarectomy.
Minor surgeries: vascular cut-down, subcutaneous implant, and subcutaneous cut-down.
Question S2:
Federal regulations are designed to limit the number of invasive surgical manipulations that any one animal will undergo. As a result, if an animal will undergo more than one major survival surgery, additional scientific justification needs to be provided. The timeframe between surgeries is important when considering the justification of two or more surgical procedures.  As examples, an animal may undergo two or more manipulations in order to induce a condition that will be studied and later reevaluated (second surgery), implant placement and later removal or replacement of a device, etc.
Question S3:
The location the surgery is performed needs to be approved by the University Attending Veterinarian (AV). If a location has not been used previously for survival or non-survival surgeries, or for the species indicated, it will need to be approved. During the pre-review process, this need will be identified to the AV, who will work with the PI to resolve any issues.


It should be noted that a dedicated surgery suite is required for survival surgery performed on USDA covered species. USDA covered species are warm blooded vertebrates, with the exception of laboratory strains of rats, mice, and birds and animals used for agricultural research or instruction. Non-survival surgeries in USDA covered species can be performed in areas dedicated as surgical locations for the time of the surgery. All surgeries, regardless of outcome, require the use of aseptic techniques. 

Rodent survival surgeries require a location be dedicated only for the duration of the surgical manipulation. The NIH has published a guideline and video to detail the requirements for these manipulations: http://oacu.od.nih.gov/ARAC/surguide.pdf.  Aseptic technique is required for survival surgeries and is recommended for non-survival surgeries.

Question S4:
This section will provide information on preparations for materials and the animal prior to surgery. Ideally, a set of sterilized instruments should be used on each animal. Autoclaving instruments are most commonly used to accomplish this need. A hot-bead sterilizer will effectively sterilize the tips of the instruments and is ideally used when there are not enough instruments for each animal to have a dedicated set. Initial sterilization can be accomplished with this device as well. The use of cold sterilant immersion can result in sterilization, but typically requires extensive contact times. Labels on the agent containers will provide the appropriate contact time.

Alcohol only provides disinfection, not sterilization.


Describe how the surgical area will be prepared, including methods to sterilize. These descriptions would include how the surgical surface is cleaned and prepped, placement of a sterile surgical field, etc.


Preparing the animal for surgery will include: any pre-anesthetic drugs (administration route, doses, monitoring, determining depth of anesthesia), hair removal, and application of ophthalmic ointment.
Question S5:
Describe the surgical manipulation to be performed, up to closure of the incision or euthanasia. Be sure to include anesthetic monitoring, sterile suture materials that will be used, the suture pattern, and, if applicable, how the muscle and skin layer will be sutured.

Question S5a:
List the personnel who will perform the surgeries and describe their experience with the specific surgical manipulation. Please note that individuals performing surgical manipulations should be properly trained in these procedures. If this training is provided by the PI, documentation of when the training occurred and details on the training should be kept for each individual. These records may be requested as documentation by the IACUC or Regulatory representatives.

Question S6:
Describe the intra-operative procedures that will be used; such as, sterile gloves, gown, mask, hair bonnet shoe covers, sterile gloves for each new animal, sterile area for instruments to be placed, etc.
Question S7:
The post-operative care description begins where the suturing finished. Describing how the animal is monitored as they recover from anesthesia, pain management plans, frequency of monitoring, etc.


The IACUC recommends animals be monitored twice daily for at least the first 7-10 days post-operatively. Monitoring should be documented, including; when, what was observed, if analgesics were provided, etc. As in human medicine, if it is not documented, it did not occur. 

Breeding: Colony (BC) 

A copy of the standard operating procedures should be provided to the IACUC and should describe animal use, animal type, population, animal source, removal and euthanasia. Breeding Colony information needs to include number of breeder and young per cage, the breeding system, information regarding weaning and animal identification.

Question BC 1: Give an estimate of both adult and weaned animals. 

Question BC 2: Give an estimate of suckling animals that will be subject to

                          experimental manipulations. 

Question BC 3: Give an estimate of breeder held animals that will not be subject to

                          experimental manipulations. 

Question BC 4: Give an estimate of suckling animals that will be euthanized at or prior to 

                          weaning and not subject to experimental manipulation. 

Question BC 5: Explain expected adverse visible characteristics associated to this colony of animals 

Herd/Flock (HF)
Provide the IACUC with a copy of the standard operating procedures for the herd or stock describing the type of animals and the primary and secondary uses of the animals. As it relates to secondary uses of herd animals, the mechanism to track herd animal use on other ACUPs should be described, along with the person(s) who can grant approval for herd animal use on other ACUPs. Population maintenance, how these animals are obtained, removal criteria, euthanasia procedures and identification methods for individual animals should also be included.  A description related to veterinary care should be included, that describes vaccination schedules or monitoring that occurs related to herd health, including how new animals are quarantined to prevent disease. This section can be provided as a narrative or an SOP with the information can be copied and pasted into this section.

Antibody Production (AP) 
Please complete this section if applicable.  If you need further clarification of this section,
contact the IACUC Compliance Administrator.  

AP1: Identify all types of anti-bodies that will be generated.

AP2: 
Indicate yes or no

AP2a: 
If the anti-body can be purchased from a commercial vendor, please explain why it needs to be generated in house. 

AP3/3a:For antibodies generated by a commercial contractor, it is required that this company provide oversight via an IACUC. Most companies producing antibodies in this manner will be registered with the Office for Laboratory Animal Welfare (OLAW), in which case they should provide an Animal Welfare Assurance number. As noted, if the facility is not registered with OLAW. This information should be readily available from the company or posted on their website.

Additional details would include their USDA registration number, if species to be used are covered under the Animal Welfare Regulations.

An approval date for their ACUP, describing the procedures performed in generating the antibody should be obtained.

If the company is accredited through the Association for the Assessment and Accreditation of Laboratory Animal Care (AAALAC), then this should be indicated. 

Animal ownership will likely belong to the company generating the antibody, although it would be important to ask.

AP4: 
List the antigen to be injected.

AP5:
Describe the procedures that will be performed to generate/prepare the antigen.

AP6:
List adjuvant(s) to be used. Add additional box lines, as needed.

AP7:
Describe why complete Freund’s adjuvant must be used. Include references that support any statements made.

AP8:
Describe the clinical signs that will be monitored, the frequency of the monitoring, what will be done if signs listed are observed (e.g., will animals be euthanized, treated, etc.). The individual who will perform the monitoring should be listed here and appear in the “Participants” supplement.

AP9:
Describe blood collection procedures in detail.

AP10:
Describe clinical signs that would indicate the need to remove an animal from the procedure and euthanize them.

AP11:
Describe complications that could occur and steps taken to minimize or prevent these issues from occurring.

AP12:
Describe why animals must be used, instead of culture.

AP13:
Describe frequency of monitoring.

AP14:
Describe agent, route of administration, and volume to be injected for primer.

AP15:
Describe the frequency of abdominal taps to remove ascites fluid.

AP16:
Describe the maximum number of taps that will be performed on any one animal.

AP17:
Describe monitoring that will occur post-tap.
Death as an End Point (D) 
As stated in the definition, studies that fall under this category are ones that require, for a scientifically justified reason, the animal to die with no intervention on behalf of staff. Federal guidance and the IACUC strongly discourage these types of studies. In most instances, clinical signs can be observed and the animals can be euthanized prior to death. In instances where animals will be identified and pre-emptively euthanized prior to death, the supplement does not need to be completed. 
Death without intervention is considered unrelieved discomfort, distress, or pain. Animal Use Category “E” (see Question 10 of the “Justification for the Use of Live Vertebrates” section) should be listed for the animals participating in these procedures. In addition, the “Discomfort, Distress, and Pain (DDP)” supplement should be completed. Check the box for this supplement found in Question 22 of the “Animal Use” section.

Question D1:
This section should describe how long it is expected for clinical signs and subsequent death to develop in these animals. A listing of the expected clinical signs that will be observed should be included.
Question D2:
This response should explain, referencing appropriate scientific literature, why animals need to die to accomplish the goals of this research project. The description should be as brief as possible, but should provide enough detail for the IACUC to determine validity of the request. 
Question D3:
Provide a review of alternatives to death-as-an-endpoint that you considered and why these alternatives interfere with the accomplishment of the objectives of the project.

Category “E” Supplement (E)

Provide the scientific justification associated with animals not being provided with relief to painful or distressful procedures. This information may be provided to federal agencies.

Client Consent Form (CCF)

If a research, teaching, or testing endeavor performed by OSU faculty and/or on OSU property involves the use of privately owned animals, then the responsible Principal Investigator (PI) must submit a client consent form with the appropriate Animal Care and Use Proposal (ACUP) for IACUC review.  ACUPs that involve the use of privately owned animals cannot be approved without without review and approval of the consent form. 

The consent form must include or address the following items. A sample is included below.

1. Injured or ill animals must receive timely, appropriate, and documented treatment/care.  Arrangements for providing care should be listed and detailed in the ACUP and client consent form.

2. Animals must have documentation of a preventive health program, as evidenced by current vaccination and/or testing records as appropriate.

3. Adequate food and housing for the animals must be available if in residence and at a minimum, must conform to IACUC requirements.

4. Animals must be appropriately restrained to minimize potential injuries to themselves, personnel, students, and/or other animals. 

5. Costs incurred and responsibility for payment for participation or as a result of adverse events must be clearly described in the ACUP and client consent form.   

6. Approval is required from the appropriate department after which the ACUP can to be submitted for IACUC review.

Client Consent Form for Animal Owners

Project Title:

Principal Investigator: (Name and Department)

Co-Investigators:

PURPOSE OF STUDY:

PURPOSE OF THE FORM:  

You are being asked to give your consent to have your (type of animal) participate in a research study.  This consent form gives you the information you will need to help you decide whether to allow your animal to participate.  Please read the form carefully.  You may ask any questions about the research, the possible risks and benefits, rights as a volunteer participant, and anything else that is not clear.  When all of your questions have been answered, you can decide if you will allow your animal to be in this study or not. 

WHAT WILL HAPPEN IN THE STUDY:

RISKS OF THE STUDY:

BENEFITS OF THE STUDY:

IS THERE COMPENSATION FOR PARTICPATING:

ARE THERE ANY COSTS FOR PARTICIPATING:

IN CASE OF INJURY:

WITHDRAWING MY ANIMAL FROM THE STUDY:

Your participation in this study is entirely voluntary and you may withdraw your animal at any time. You also understand that your animal may be withdrawn from the study if the investigators find it necessary. If your animal is withdrawn from the study for any reason, data already collected may continue to be used for research purposes.

You will not be treated differently if you decide to not participate in this study.  Your decision to participate, not participate, or withdraw from the study will not affect your relationship with OSU.

WHAT IF I HAVE QUESTIONS?

If you have any questions about the study, you may contact Dr. XXXX at XXX-XXXX.

Your signature indicates that this research study has been explained to you, that your questions have been answered and that you agree to allow your animal to be in the study.  You will receive a copy of this form. 

Animal’s Name:






Owner’s Printed Name:








Owner’s Signature:






Date:



Principal Investigator’s Printed Name:






Principal Investigator’s Signature:




Date:______________
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