UVAS

              
                            Animal Care And Use Committee (ACUC)


ANIMAL CARE AND USE  PROFORMA (ACUP)
	Instructions



1. This ACUP form must be typewritten.

2. Fill out all of the questions on this form completely. 

3. Fill out and attach the appropriate appendices required by responses in this application.

4. Complete the checklist that accompanies this form to assure all requirements for submission are completed so that review is not delayed.

5. Submit the following to the ACUC, Directorate of Research.

	ACUC Use Only

	ACUC study.#
	
	Approval Date:
	
	Expiration Date:
	


Part A

	0. Project Identification and Signatures


0A. Project Title:

	


0B. Principal Investigator (PI)/Supervisor:
	Name (Last name, First Name MI):
	Phone Number:

	Mailing Address:
	Pager or Cell Phone Number

	
	Fax:

	
	Email:


	
	University Department:

	Position:
Faculty  


	As, Principal Investigator/Supervisor, I agree to execute all activities as described; request approval from the ACUC for changes; comply with the guidelines set forth by the ACUC, Research Animal Resources and be responsible for the supervision, training, documentation of training, and work of staff listed on this protocol. I affirm that the activities described in this study do not unnecessarily duplicate previous experiments and that this form accurately and completely reflects the animal use in the full grant aplicantion, if applicable. I will notify the funding agency of any subsequent protocol amendments that represent a change in scope of the grant.

	
	
	

	Original Signature of PI/Superviosr
	Title of PI/Supervisor
	Date


0C. Person Preparing this Document:



	Name:
	Phone:
	Email


List of Appendices

Appendix A – Alternatives to Painful/Distressful Procedures (Studies Classifies in Categories B&C)
Appendix B – Protocol Specific Breeding

Appendix C – Controlled Substances

Appendix D – Housing Outside Primary Housing Area/Housing Requirements
Appendix E – Training Protocols

Appendix F – Surgery

Appendix G – Environmental Health and Safety

Appendix H – Blood Collection

Appendix I – Administration of Biological Material (cells, tissues or body fluids) to Rodents

Appendix J – Dietary Manipulations or Fluid Restriction

Appendix K – Conscious Physical Restraint

Appendix M – Client Consent Form

Appendix P – Immunizations and/or Antibody Production

Appendix Q – Food Chain Approval

0D.Checklist for submitting a complete application
This checklist must be included as part of your application. Check all that pertain to your project. Where indicated complete the appropriate appendices and attach as part of your application.


Alternatives to Animal Procedures Classified in Categories B or C – Appendix A

Breeding of Animals – Appendix B (see instruction in section 1 to determine if completing a 
separate breeding protocol is necessary)

Use of Controlled Substances – Appendix C 

Note: Pharmaceutical grade anesthetics, analgesic, and euthanasia agents must be used whenever they are available, even in acute procedures.

Investigator Managed Housing of Animals = IMHA: a laboratory, facility, or housing area where research staff will be responsible for animal care for more than 12 or 24 hours (depends on the species) – Complete Appendix D

Teaching/Classroom Activities – Appendix E 

Surgery-Please Check all that are applicable and complete - Appendix F

Non-survival Surgery 
Single Survival Surgery 
Multiple Survival Surgery



Rodent 
Non-Rodent Mammal
Non-Mammal

Use of Potentially Hazardous Agents in Animals – Appendix G


  Chemicals


Anesthetic Gas


Radiation 


Human Blood, Body Fluids, Normal or Neoplastic Tissue



Infectious Agents (including bacteria, viruses, parasites, prisons) 


Recombinant DNA (including transgenic animals) 

Blood Collection – Appendix H (not needed if performed concurrent with euthanasia)

Dietary or Fluid Modifications or Restriction – Appendix J – check all that apply:


 Modification of diet or inclusion of additives in drinking water



 Restricted Food or Water Intake

Conscious Restraint for More Than One Hour – Appendix K

Client-Owned Animals – Appendix M Client Consent Form
Antibody Production, Polyclonal or Monoclonal – Appendix P

Potential for animals to enter human or animal food chain – Appendix Q 
	0F. 
Funding Source/Agency:


0G. Personnel – List the personnel that will be working on this study below.

· Prior to approval being granted, everyone working with animals below must have completed an animal use course.
· All staff involved with the protocol should read and be familiar with the approved protocol including the approved drugs, animal procedures and euthanasia methods.
	Name
(Last Name, First Name, MI)
	Phone Number
	Role in Project
	Works with Animals
	Experienced1

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


1Experienced = Checking this box indicates that the person is experienced with all species that he/she will use and all procedures he/she will be performing on this protocol. If the person is not experienced with one or more of the applicable species or procedures, leave the box blank and indicate below with which procedures/species he/she is not experienced and who will train them. 
	


	1. Animal Request by Species, Pain Class and Source of Animals


List the animals requested for use, including the pain class for each, and the number that will be used over the three-year period in the column corresponding to the source of animals. 

	Animal Request Table

	Common Name 
	Pain Class1 (one per row)
	Number of Animal Requested over Three-year Period by Source
	Total Number

	
	
	Number Purchased (or received from another institution)
	Number of Other (Specify: client-owned, donated, etc.)
	Total

Number

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


1Pain Classes
Class A: No pain, distress or use of pain-relieving drugs: Examples: routine procedures causing only transitory discomfort such as venipuncture, injections, ear tagging, use of non-inflammatory adjuvants, or euthanasia, including anesthesia followed immediately by perfusion/exsanguinations/organ harvest resulting in death, etc. 

Class B: Potential pain/distress WITH appropriate analgesia/anesthesia/tranquilizers. Examples: any use of collection on an anesthetized animal prior to euthanasia, etc. You must complete Appendix A.
Class C: Pain/distress WITHOUT analgesia/anesthesia/traquilizers. Procedures involving accompanying pain or distress to the animals and for which the use of appropriate anesthetic, analgesics or tranquilizing drugs would adversely affect the procedures, results or interpretation. You must complete Appendix A.
If you intend to breed animals for use by multiple researchers or multiple protocols, complete the Breeding Protocol Form to cover the breeding and continue completion of the current form to cover the experimental use of the animals. 

If you intend to breed animals for use in only this protocol, complete only this form listing the total number of bred animals in the “Number Bred In-house” column and include Appendix B. 

	2. Housing


2A. Where will animals be housed?

Centrally managed facilities 

Other location – list the facility (building and room#) where animals are or will be housed (eg. A PI laboratory location, Veterinary Teaching Hospital, specific Research and Outreach Center Facility, etc).

	Building 
	Room Number/Location
	Campus
	IMHA*

	
	
	
	Yes
	No

	
	
	
	
	

	
	
	
	
	


*IMHA = Investigator Managed Housing Area: a laboratory, facility, or housing area where research staff will be responsible for animal care for more than 12 or 24 hours (depends on the species) – complete Appendix D.
2B. If live animals will be removed from the primary housing facility listed 2A for any amount of time, indicate the procedures to be performed, the building and room number (or location) where the procedures will be performed, and the name of a person to contact should question arise about the housing area or the health of the animals. During transit through public places, all animals must be obscured from view (except farm animals being transported by truck and trailer or similar device) and the public protected from animal exposure. 

	Procedure(s) to be performed:

	Building:
	Room:

	From where to where will animals be transported?
	

	Via what route will the animals be transported?
	

	Who will transport the animals?
	

	What equipment will be used to transport them?
	

	At what time(s) of day will transport occur?
	


	3. Specific Aims & Details of Animals Use


Answers must be in language understood by a person unfamiliar with your area of research. Define all acronyms and do not copy and paste from a grant proposal or include language or explanations (eg in vitro details) not relevant to animal use. 

3A. Address the following four points.
	1) Background and Significance (1-2 sentences):

2) Question being addressed (1-2 sentences):

3) How will the results of the study be used? (1-2 sentences):

4) Summarize the Specific Aims (derived from the grant proposal):


3B. You are strongly encouraged to provide a diagram or chart to explain complex designs or sequential procedures. (use additional pages if needed)

· Within each species and for each group (treatment within a study, etc.) of animals, describe all procedures performed on/with the animals and indicate how often and when these procedures will be performed within a study. Be certain to identify the pain classification (A, B, or C) of each animal group and make sure this corresponds to the information you provided in the animal Request Table (Section 1). 
· Include an indication of how long (endpoint) animals within each group will participate in the study. These endpoints could be based on the end of a particular experiment, when animals are sacrificed for tissue collection, how long they are maintained after surgery, etc. Include dose ranges (in mg/kg) and routes and frequency of administration of any drugs to be administered. You may provide a minimum/maximum range of endpoints, doses, routes of administration for committee consideration.
· Describe methods to be used in behavioral studies (including use of noxious stimuli or other methods of positive or negative reinforcement).

· Surgery should be briefly described here only as it relates to the study design. Surgical details should be provided in appendix F. 

3C. Will you be conducing the same experiment in multiple species?




No.
Yes. If yes, justify the need to use multiple species:

	


	Part B. Identify the species this Part B addresses:


Note: If this protocol involves the use of more than one species complete a Part B for each species. Do not report multiple species within the same Part B. Separate Part Bs are not needed for different strains of the same species (e.g. mice) or for wildlife species classified in the same phylogenetic order (e.g. amphibians, fish, birds) if the work being done (group numbers, procedures, monitoring, etc.) with each species is substantively identical. 
	4. Scientific Justification for Animal Species and Number Requested


4A. Check all of the statements below that apply:

This model has previously been used. 
Provide citations, specify and explain why the citation is applicable to your study.

	



The results will be directly applicable to the health, care, or study of the species used. Describe how they will benefit in item 3A.


This is agricultural research related to a particular farm animal.

This is a new model. Describe the features of the species (e.g., anatomic, physiologic, genetic, etc) that make it desirable for this model. Contrast with other available models, if any.

	


4B. How did you determine how many animals were needed for the activities described in this protocol? A statistical analysis should be used to justify animals numbers whenever possible. Statements such as “The study requires 50 animals or 50 experiments.” is not sufficient. 

Check all that apply and provide specific answers to the associated questions:

Pilot study or preliminary project, group variances unknown at present. Describe the information used to estimate how many animals are needed. 

	


Group/Samples sizes determined statistically. Describe the statistical analysis used to estimate the number (N) of animals needed. A common approach is to estimate N from a simple power analysis for the most important measurement in the study. This is usually based on the expected size of the treatment effect, the standard error associated with the measurement, and the desired statistical power. Data analysis methods should not be submitted unless directly applicable to the estimate of N.
Several free calculators are availing including

	


Group/Samples sizes based on quantity of harvested cells or amount of tissue required. Explain how much tissue is needed based on the number of experiments you will conduct and how much tissue you expect to obtain from each animal. Examples: Need 10g tissue. Can get 2g tissue per animal= Need 5 animals.

	


	5. Monitoring Animal Health and Welfare


5A. List the anticipated specific study-induced or related adverse health conditions that the animals might experience (i.e. pain, distress, complications, etc) or any health problems that will or might result from the genotype or phenotype of the animal. Note that momentary pain or distress does not need to be described (eg venipuncture or injections). 
	


5B. How will pain and/or distress be monitored? Provide the specific clinical signs which will be monitored as well as frequency of monitoring by personnel on this protocol and indicate if this monitoring will include weekends and holidays.

	


5C. Explain what steps will be taken to alleviate any pain, distress or discomfort the animals may experience. Provide the dose (in mg/kg), route of administration, frequency, and type of analgesic or tranquilizers to be administered. Consider warming pads, fluids, soft bedding, etc. you may provide a range of doses, frequencies, and drug classes for committee consideration. 

	


5C. For animals species specific environmental enrichment is routinely provided. Do these provisions interfere with your study?

[image: image1]   No 
[image: image2] Yes If yes, you must submit Appendix I.

	6. Euthanasia/Disposition of animals


6A. Identify and explain the rationale for the specific endpoint(s) for each animal or group of animals used in this protocol. The endpoint is when an animal or a group of animals will no longer be used in the protocol. This could be associated with time after administration of a compound, collection of a final blood sample, when animals are sacrificed for tissue collection, how long they are maintained after surgery, etc. Make sure the endpoints match those identified in your response to question 3B. You may provide a range of endpoints for committee consideration. 
	


6B. Will the animals be euthanized at the end of the study?


[image: image3]   Yes.

1) I will use one or more of the Standard Methods for the following species used on this protocol. 
	Species
	Euthanasia Method(s) (cut and paste from standard methods guidance)

	
	

	
	

	
	

	
	


2) If the standard euthanasia methods referenced above will not be used, specify the method, agent, dosage (in mg/kg) and route of administration to be used for euthanasia of each group of animals used in this protocol. You may provide a range of options for committee consideration. 

	


6C. Animals that are experiencing unrelieved pain or distress prior to the defined experimental endpoint must be humanely euthanized, unless doing so would interfere with, or compromise the scientific goals of the experiment. 

[image: image4]  No. all of the personnel on this study have read and will comply with the ACUC Guidelines for early euthanasia. 

[image: image5]  Yes. Provide the criteria to be used by the PI to determine that euthanasia would be required prior to the approved endpoint AND provide scientific justification:

6D. Will death or morbid condition be used as the experimental endpoint?

[image: image6]  NO.


[image: image7]  YES.   
[image: image8] Death or 
[image: image9]  Morbidity will be used as the experimental endpoint. These animals are classified as pain Class C.
Provide explanation and justification. Note: It is recommended that earlier, relevant study-specific indicators be used as the endpoint. Morbidity should be an option selected mindfully, based in science, and justified on the basis of a need to collect essential data which cannot be obtained earlier. 

	


Reminder: If conducting separate experiments with multiple species fill out Part B for each species. Download another copy of Part B to fill out on the web at http//www.uvas.edu.pk.
You have reached the end of this form. Please make sure that you have responded to every question on this application (even if your response is “not applicable”) and that you have completed and attached all of the applicable appendices. 
	Appendix A

Alternatives to animals – Classified in Categories B or C


Use of alternatives to procedures that may cause more than momentary or slight pain or distress to animals.

Complete this appendix for each of the species that will be used in this ACUP.

	SPECIES:


1.
Briefly describe how you have considered each of the following alternatives or how they are not applicable:

Replacement of vertebrate animals (e.g. with in vitro models, computer models or less sentient animals)

	


Refinement of experimental procedures to minimize pain or distress (e.g. early endpoints; use of analgesics, anesthetics, or sedatives; techniques that reduce stress in the animals):

	


Reduction in the number of animals (e.g., using appropriate statistical methods in the design and analysis of the study; reduction in experimental variability by using animals of defined genetic or microbiological status; sharing tissue among investigators):
	


2.
Methods used to search for alternatives (indicate all that apply):

     Literature search conducted – NOTE: at least one database much be used.

List names of databases:

	1.

	2.

	3.


Keywords used in database search (specific to animal use, not simply the science of the research). It is highly recommended that one of the keywords used be “alternative”:

	


	Date the search was completed:
	

	Years searched (should go back several years):
	


     Consultation with colleagues. Please note that this consult should be related to alternatives to the use of animals not simply the science behind the research.

Name(s) of those with whom you consulted:
	


Provide their qualifications:

	


	Date of consult:
	

	Content of consult:
	


	Appendix B

Protocol Specific Breeding


Note: If you intend to breed animals for use by multiple researchers or multiple protocols, complete the Breeding Protocol Application Form for the use of the breeding, as opposed to this appendix.

You are required to keep accurate records of the number of animals produced and their ultimate disposition. 

1. Please provide a justification for the need for breeding (e.g., animals are not commercially available, in utero studies, reproduction studies, etc.). Suggestion: The cost of commercially available animals cannot be used as justification).

	


2. List the species and strains of animals to be produced in this breeding program:

	


3. Anticipated total number of offspring for each species that will be produced:

	Animal Numbers
	Total for 3 years

	Species:
	

	Breeders:
	Offspring:
	

	Species:
	

	Breeders:
	Offspring:
	

	Species:
	

	Breeders:
	Offspring:
	


4. Anticipated number of offspring that will be used for experiments:______

5. What will be done with the surplus animals?

	


	Transgenic/Knockout Breeding


6. DNA/transgene or gene to be disrupted:

	


7. Are there any inherent problems for the animal associated with the transgenic line itself?
     Yes.

     No.

	


8. Method of monitoring presence of transgenic in the animals.
	


9. Describe any special care or monitoring that may be required for these animals:
	


10. Describe who will perform this monitoring?

	


11. How long will these founders be maintained?
	


12. What is the final disposition of the founders of the breeding colony?

	


13. What are the criteria for euthanasia for these founders?

	


	Appendix C

Controlled Substances


Will you be using Controlled Substances for research?     Yes

  No
If “No”, you don’t need to complete Appendix C.

If “Yes”, enter PI’s name and Department:

Name of Controlled Substance






Class
	
	

	
	

	
	

	
	


	Appendix E

Teaching/Classroom Protocols


All live animal work conducted under teaching/classroom protocols must be supervised at all times by University faculty or staff listed in this Animal Care and Use Protocol (ACUP) form. It is the Principal Investigator’s responsibility to assure that all participants, whether students, staff, or non-university personnel, are properly trained in animal handling and the procedures conducted as part of the teaching or training activities in this ACUP.
Prior to using live animals, all classroom participants should be instructed in the ethical use of animals in research, teaching or testing. Please check the method you will use to accomplish this goal:

        Request a member of the Office of Animal Welfare or ACUC to make a brief presentation covering the ethical use of animals in research, teaching or testing.
	Appendix F

Surgery


Please complete a separate Appendix F for each surgical procedure. 

Note: Survival surgery for all species must be performed in a pre-approved area properly designed and maintained to enable adherence to the principles of aseptic technique. Surgery on non-rodent mammals must be done in a dedicated surgery area approved by the ACUC.

Note: Pharmaceutical grade anesthetics, analgesics, and euthanasia agents must be used whenever they are available, even in acute procedures. 


1. Surgical procedure is:          Non-survival
     Survival
2. Species: 

3. Title of Surgery and Description of Procedure:

	


4. Building / room location of surgical procedure:
	Building:
	
	Room Number:
	


5. Name of surgeon(s): NOTE – Only the personnel listed below will be approved to perform surgery on this protocol. The ACUC must review and approve the addition of new surgical personnel. 

	


6. For each individual performing surgery, please provide relevant training and experience with the animal model and procedure being used. For example: “In [Month/Year] [Name of individual performing surgery] was trained to perform the [Name of surgery] by [Name of the trainer] who has [X number] years of experience with the technique.”
	


7. Describe aseptic technique: instrument sterilization methods, surgical incision/site preparation, etc.
	


8. Anesthesia:
a. Please provide the drug, dose (in mg/kg or % range for gas anesthetics), administration route and frequency:

	


b. For anesthetic-depth monitoring, please indicate methodology, physiological parameters assessed, and the frequency of monitoring:
	


c. Please identify the anticipated acceptable ranges of each of the parameters to be measured in 8.b. above (eg. Respiratory rate of 60-80 per minute, or heart rate of 100-150 bpm) and specific steps that will be taken in the case that any of the measure values are outside the acceptable ranges:
	


9. Neuromuscular paralytics – Include dose/route/frequency and criteria for judging depth of anesthesia. Your plan must specify which physiological parameters will be monitored to judge depth of anesthesia, the variances which will be tolerated, and the steps to be taken if any parameter varies outside of the expected range. 

	


10. Anesthesia, Surgery, and Post-Operative Records. All animals experiencing anesthesia or surgical procedures must have a concurrently recorded and readily available record detailing anesthesia data, intra-operative monitoring, and post-procedural care. 



Yes

No.   If you answered No, please describe your recordkeeping plans and forms:

	


Survival Surgery

Note: Survival Surgery is defined as any surgery from which an animal is expected to recover from anesthesia for any duration. Aseptic technique must be used on all survival surgical procedures. 

11. How long will animals be maintained after surgery?

	


12. Describe postoperative care to be given over the 72 hours immediately following surgery:

Include analgesics, antibiotics (mg/kg, route an duration of administration for both); describe physiological parameters assessed (eg. Hydration, body temperature) and frequency of monitoring.



No.

Yes.  If yes, please provide an appropriate scientific justification. Multiple survival procedures on the same animals are not permitted, unless the procedures are essential components of the same project. Include in your justification any pain, distress or functional deficit that may result and describe how such distress will be minimized.
	


	Appendix G

Health and Safety


Note: To ensure appropriate safety procedures is a condition of ACUC approval to conduct activities associated with potentially hazardous agents listed in Appendix G. Such notification would be needed a minimum of two weeks in advance of administering a hazardous agent to an animal. Information about the agent and exposure control procedures must be provided to the animal facility staff and safety-training offered as needed. 
1. LABORATORY SAFETY PLAN AND ANNUAL SAFETY TRAINING –Please verify that the following requirements are in effect:

Your laboratory personnel must have read and have access to your department’s current (updated within the last calendar year) Laboratory Safety Plan.  All laboratory workers (including PI) listed on this protocol must have completed their annual update laboratory specific safety training.
2. ANESTHETIC GASES – All personnel that use anesthetic gases must receive training and a record of the training must be available or accessible in your laboratory. 

	Anesthetic gas(es)
	Room where used (Bldg, Room number)
	Delivery Method(s)
	Scavenging Method(s)

	
	
	If other, describe:
	If other, describe:


3. CHEMICALS- List all chemicals, drugs, nanoparticles, etc. that may cause adverse human health excrement to be hazardous. Types of chemicals that should be listed include: agents that require specific prophylactic measures, specific pre-placement or surveillance measures, have specific contraindications such as pregnancy or immunosuppression, have potential for significant human health effects, or that require specific work practices, engineering controls or personal protective equipment to prevent human health effects.
	Chemical
	Room where used (Bldg, Room number)
	Dose Regimen (dose, frequency of dosing, total number of doses)
	Is a fume hood used?
	Special handling of caress/cage/bedding needed? Describe. 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	Where will the radiation be used (building and room no.)?
	

	Name of approved radioisotope permit holder or source owner:
	

	Duration of permit:
	


	Radioisotope or radiation source
	Route of administration
	Dosage (activity)
	Route of excretion (Is bedding/cage radioactive?)
	Is the carcass radioactive?

	
	
	
	
	

	
	
	
	
	


Describe safety procedures for animal care staff handling animals/cages/bedding:
	


5. HUMAN blood, body fluids, normal or neoplastic tissue (including human cell lines):
Will human tissue, human cells, blood or body fluid be used in your research? Note: Universal Precautions must be followed when handling human blood, body fluids, or tissues. 


No

Yes

6. INFECTIOUS AGENTS (including bacteria, viruses, parasites, prisons).
	Name of agent
	Biosafety level
	Animal species
	Route of administration 
	Where will the toxin be used (Bldg, Room#)?

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


7. BIOLOGICALLY-DERIVED TOXINS (derived from plants, bacteria, fungi, ets.)
	Name of toxin
	Where will the toxin be used
	Animal species inoculated/used
	Route of administration

	
	
	
	

	
	
	
	

	
	
	
	


	Appendix H

Blood Collection


Note: This appendix does not need to be completed if blood collection is done at the time of euthanasia.
	Species:

	Reason for blood collection:


Complete the table below.

	Blood Collection Table

	Frequency*
	Volume Collected
	Method of Collection
	Anatomical Site of Collection
	Anesthesia, Restraint, Sedation

	
	
	
	
	Anesthetic
	Restraint
	Sedative
	Last/Describe

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


*Frequency – indicate both how many blood collections will be performed per unit time (once or twice an hour, four times per day, etc) and total duration (one time only, weekly throughout study, etc.).
	Appendix I

Administration of biological materials to rodents


Biological materials include: rodent cells, non-rodent cells (including human cells), tumors, hybridomas, other tissues, body fluids, and antibody preparations. Biological materials are potential sources of infectious agents that may severely impact research results when introduced into rodents and may be transmitted to other rodents. Biological materials must be tested for rodent pathogens prior to being administered to rodents. Commercial vendors do not routinely screen biological materials for rodent pathogens. 

List the biological materials to be administered to rodents on this protocol:

	


PLEASE SELECT AMONG THE FOLLOWING OPTIONS (CHOOSE ALL THAT APPLY)


The biological materials to be used were derived from donor rodents with the same or higher health status as the recipient animals and have not been passaged through rodent of a lower health status, nor exposed to rodent cells, tissues or body fluids from animals with a lower health status. 


The biological materials have been negative for rodent agents on previous tests. Attach relevant documentation to this application.
IF YOU SELECTED ANY OF THE ABOVE CHOICES, YOU ARE NOT REQUIRED TO TEST YOUR BIOLOGICAL SAMPLES FOR RODENT PATHOGNS. 

OR



None of the above apply. You will be required to have your biological materials tested prior to administration to rodents.

	

Appendix J

Dietary Manipulations or Fluid Restriction


1. Describe any dietary manipulations or special feeding requirements:

	


2. Describe caloric or nutrient restrictions or excesses:

	


3. Describe length of time animals will be on experimental diet:

	


4. Will neonates be fasted beyond 8 hours, ruminants beyond 48 hours, or other mammals beyond 24 hours? 


Yes.
No.
If yes, provide a scientific justification:

	


5. Will animals be provided less than ad lib fluids or drinking water for experimental reasons?

Yes.
No.

If yes, provide details including amount/day, monitoring of animals, criteria used to determine well-being of animals, and scientific justification:

	


6. Will fluids be withheld for more than 24 hours or more than 5 hours for rodents?

Yes.
No.

If yes, describe this aspect of the study, including the rationale and monitoring methods:

	

Appendix K

Conscious Physical Restraint


Complete Appendix K if conscious animals will be restrained for more than one hour. To minimize distress or pain associated with restraint, the period of restraint should be no longer than required to achieve the aims of the project. 
1. Describe how the animal(s) will be restrained:

	


2. Indicate location where procedures will be conducted (building and room):

	


3. Describe how long the animal(s) will be restrained:

	


4. Describe how the animal(s) will be acclimated to the restraint method:

	


5. Describe the animals care during this time, including how often they will be observed:

	


6. If the animals show signs of distress or clinical abnormalities, what course of action will be taken:

	


7. For what clinical signs will the course of action described above be taken?

	


8. Will animals be restrained for more than 12 hours?

Yes.
No.

If yes, what criteria you would use to determine that the animals should be released from the restraint device:

	


	

Appendix M
Client Consent Form


If privately owned animals are used by University investigators for research, the owner or client should sign a consent form. The ACUC must review and approve the “client consent form” prior to the investigator obtaining the client’s consent.
Investigator may create their own consent form, but it must include the following elements:


Department and college that will be conducting the study.


Title of the study.


Description of the purpose of the study and the benefits.


Description in detail of the procedures that will be performed on the animals.


Describe the risks, if any, to the animal or the client. Include risks of not using alternative, 
established treatments.


Indication if there will be any compensation for participating in the study.

Indication if there will be, or if there will not be compensation in case of problems resulting from the study.


Costs that will be incurred by the client. (general types of charges, rather than actual fee amounts)


Information that participation is voluntary and that they may withdraw at any time.


The contact person if there are problems, including a phone number. Details of likely problems or 
symptoms that the investigator or other veterinarian needs to be notified of should be included. 


Lines for Investigator and client signatures and dates.


I have included a copy of this consent form with this application. 

	

Appendix Q

Food Chain Approval


  For chemicals/biologics, fill out part A
  For devices, fill out part B

  For food additives, fill out Appendix J for Dietary Manipulations and Fluid Restriction

1. Species:
	Species
	Age / Days
	Body Weight/Gm/Kg

	
	
	


2. Describe the treatment to be administered.

Note that separate sections are provided for chemicals, biologics, and devices. Chemicals (part a) include drugs and hormones. Biologics (part B) include inoculants (i.e. bacterial or viral suspension, vaccine) and antibodies. Devices (part C) include transponders or other electrical or mechanical devices that might be implanted, retained in the digestive tract, etc. In some instances, more than one section may need to be filled out. For example, use of implantable items, such as the Alzet minipump, would require completion of part A (chemicals) or B (biologics) depending upon the item being administered and part C for the device. 
A. Chemicals (drugs, hormones) / Biologics (vaccines, bacterial or viral suspension)
If more than one is to be used, provide information for each chemical and make it clear what information goes with which chemical.

1.
	Chemical(s) Biologics involved in this protocol 
	Route of Administration
	Anatomical site of administration
	Dosage at any one time 
	Frequency
	Treatment interval

	a.
	
	
	
	
	

	b.
	
	
	
	
	

	c.
	
	
	
	
	


2. What is the labeled dosage for this particular species, condition, method?
	a.

	b.

	c.


Are you using the labeled dosage?

	Using the labeled dosage?

	b.

	c.


If no, please provide rationale for off-label/extra label use.

3. What is the labeled withdrawal time for this use?

	For meat
	For milk

	a.
	

	b.
	


4. a. Will you use the labeled withdrawal time?
 
 Yes.
     No.


If no. please explain.

	


4.b. Provide the name, expertise, and contact information of the individual(s) that helped establish this withdrawal time.

	


5. If you are using this chemical/biologic off-label or extra label, identify the source of information used to develop/justify this off-label use. Be sure to describe all aspects of the off label use (species, physiological condition, method of administration, etc.
	


B. Devices (transponders, pumps, etc.)

Identify anatomical site where the device will be located:

	


Describe the device. Identify any active ingredients/chemicals (mercury, etc.) contained with the device:

	


What is the size (dimensions) of the device?
	


Describe the method by which the device will be implanted:

	



Will the device by recovered/retrieved from the animal? 
 
Yes.
     No.

If yes, describe how the device will be recovered/retrieved:

	


If no, describe method used to prevent the device from contaminating the food supply:

	


	

Appendix P

Antibody Production


1. Immunization and Polyclonal Antibody Production

a) List species:

	


b) List antigen(s):

	


c) List or describe adjuvant(s):

	Initial immunization:
	

	Subsequent immunizations:
	


d) List or describe injection: List anatomic site, volume administered per injection site total volume administered at one time, injection frequency and total number of administrations.
	


e) List or describe method of harvest of antibodies (eg. Blood, egg or ascites collection). If blood is collected, also complete the table below. Note: The table does not need to be completed if blood collection is done at the time of euthanasia. 

	


	Blood Collection Table

	Frequency
	Volume Collected
	Method of Collection
	Anatomical Site of Collection
	Anesthesia, Restraint, Sedation

	
	
	
	
	Anesthetic
	Restraint
	Sedative
	Last/Describe

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	


2. Monoclonal Antibody Production
a) In vitro methods for producing mAbs should be adopted as the routine method whenever practical. Please check the appropriate box and provide documentation (e.g., results of a pilot study or cite reference) to justify the use of mouse ascites.


A “good faith” effort to produce mAbs by hybridoma was unsuccessful. Describe what methods were attempted in detail (by whom and when):

	



An exception to in vitro methods may be granted if the study is a continuation of research 
conducted using the same ascites-producted mAbs. Describe how your circumstances fit this 
category:

	


b) Mouse ascites method – every reasonable effort should be made to minimize pain or distress, including minimizing the number of animals used, limiting the number of taps; conducting frequent observations, and performing prompt euthanasia if signs of distress appear. 

Please provide the following information:

	SPECIES:


c) Number of animals needed for ascites production and justification:

	


d) Priming volume – if more than 0.2 ml pristine, provide justification:

	


e) Number of injections and volume administered per injection – maximum 0.05ml/per injection:

	


f) Number and schedule for taps (maximum number of taps is 3, the last terminal):

	


g) Monitoring plan (daily, then 2x/day after development of ascites):

	


h) Specific euthanasia criteria to be used:

	


Note: Anesthesia for tapping is preferred and is required for training of personnel. Needles, 20 gauges or less should be used for tapping. Replacement therapy is recommended as needed for hypovolemic shock. Taps should be performed or completed before fluid accumulation becomes distressful. 
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