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	Section 1: General Information


Protocol Information

	Protocol Title:
	      

	Protocol Number:
	     


Directions:

· Important: Save this form to your computer’s hard drive before completing it, or your responses may not be captured!

· This form must be completed and submitted (as a Word document) electronically. Retain a copy of your completed form for your records.

· Please respond to all applicable questions. Type responses in the designated shaded boxes or check the designated check boxes.

· For questions, contact the IACUC Administrative Office at IACUCadmin@vt.edu or 540/231-0931.

	Section 2: Polyclonal Antibody Production


Complete this section if polyclonal antibodies will be produced in animals.

1. Indicate what species will be used to produce the antibodies.

     
2. Indicate where the antibody production will take place.

	 FORMCHECKBOX 

	External commercial lab. Respond to question 3, and then go to section 3 (if applicable).

	 FORMCHECKBOX 

	Animal facilities at Virginia Tech. Go to question 4.


3. What is the name of the commercial lab where the antibodies will be produced?

     
4. Complete the following table. For each antigen for which multiple immunization days will be used, use a separate row in the table for each day.

	Injection Day

(e.g. day 0, 7, 30)
	Antigen
	Amount (mg) and Volume (ml) of Antigen Injected
	Identity and Volume (ml) of Adjuvant Injected
	Total Injection Volume per Animal

(antigen plus adjuvant; ml)
	Divided into How Many Injections?
	Injection Route and Location of Injections on Body

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


5. List possible adverse effects in animals that might be seen from the proposed antigen or adjuvant injections, and what measures will be taken should these adverse effects occur.

     
6. Please indicate if blood collections will be obtained from the animals (ie survival “test bleed” blood collections following immunization to assess titers or “pre-bleed” prior to immunization.)

	 FORMCHECKBOX 

	Blood collections will be obtained. Go to question 7.

	 FORMCHECKBOX 

	Blood collections will not be obtained. Go to question 11.


7. Complete the following table, including any “pre-bleeds” prior to immunizations.

	Site of Blood Collection
	Amount of Blood Collected per Bleed Expressed as Volume (ml) and CBV*

	Number of

Blood

Collections
	Interval 

Between Collections

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


*Circulating Blood Volume (CBV): Guidelines for Regulating the Volume of Experimental Blood Sample Withdrawals in Animals
8. Indicate if anesthetics, tranquilizers, or analgesics will be used prior to blood collection.

	 FORMCHECKBOX 

	Anesthetics, tranquilizers, or analgesics will not be used. Go to question 9.

	 FORMCHECKBOX 

	Anesthetics, tranquilizers, or analgesics will be used. Complete  then go to question 10.



9. Provide a justification for the omission of pain-relieving agents. If the procedure will involve only slight or momentary pain, please indicate this.

     
10. Please indicate if the animals used for antibody production will be exsanguinated.

	 FORMCHECKBOX 

	Animals will be exsanguinated. Go to question 11.

	 FORMCHECKBOX 

	Animals will not be exsanguinated. Go to section 3.


11. Describe the method of exsanguination (i.e., does it involve cardiac puncture, vascular cutdown, laparotomy or thoracotomy to access major vessels, peripheral venipuncture, decapitation, or some other method?).

     
12. Indicate if anesthetics, tranquilizers, or analgesics will be used prior to exsanguination.

	 FORMCHECKBOX 

	Anesthetics, tranquilizers, or analgesics will be used. Complete Section 10 question 2 (in the protocol if this is a protocol) or Appendix F (if this is an amendment) then go to question 14. 

	 FORMCHECKBOX 

	Anesthetics, tranquilizers, or analgesics will not be used. Go to question 13.


13. Provide a justification for the omission of pain-relieving agents.

     
14. Describe how you will confirm that the animals are dead following blood withdrawal.

     
	Section 3: Monoclonal Antibody Production


Complete this section if monoclonal antibodies will be produced in animals. Do not complete this section if antibody harvest is limited to existing hybridoma cell lines with no further immunizations or lymphocyte fusions.
1. Complete the following table regarding the immunization protocol for the animals prior to lymphocyte harvest for hybridoma creation. For each antigen for which multiple immunization days will be used, use a separate row in the table for each immunization day.

	Injection Day

(e.g. day 0, 7, 30)
	Antigen
	Amount (mg) and Volume (ml) of Antigen Injected
	Identity and Volume (ml) of Adjuvant Injected
	Total Injection Volume per Animal

(antigen plus adjuvant; ml)
	Divided into How Many Injections?
	Injection Route and Location of Injections on Body

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


2. If feeder cells for supporting hybridoma colony growth will be collected from animals, describe the exact procedures that will be used to collect the feeder cells and the number of animals needed for this purpose.

     
3. You must consider alternate instructional methods that can replace the use of animals. Indicate if animals will be used to expand hybridoma cell lines so that antibody can be harvested from ascites fluid.

	 FORMCHECKBOX 

	Animals will be used to expand hybridoma cell lines. Go to question 4.

	 FORMCHECKBOX 

	Animals will not be used to expand hybridoma cell lines. Go to question 7.


4. Explain why in vitro cell culture systems for harvesting monoclonal antibodies are not adequate to meet the course objectives.

     
5. Please complete the following table. 

	Hybridoma Cell Line Designation
	Number of Animals Used for Ascites Production
	Priming Agent and Volume
	Number and Timing of Priming Injections
	Volume of Injected Hybridoma Cells
	Number of Abdominal Taps Before Euthanasia

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


6. Describe what criteria will be used to determine if animals should be euthanized prior to the last planned abdominal tap.

     
7. Please indicate if blood collections will be obtained from the animals (ie survival “test bleed” blood collections following immunization to assess titers or “pre-bleed” prior to immunization.)

	 FORMCHECKBOX 

	Blood collections will be obtained. Go to question 8.

	 FORMCHECKBOX 

	Blood collections will not be obtained. You have completed this appendix.


8. Complete the following table, including any “pre-bleeds” prior to immunizations and survival “test-bleeds.”

	Site of Blood Collection
	Amount of Blood Collected per Bleed Expressed as Volume (ml) and CBV* 
	Number of

Blood

Collections
	Interval 

Between Collections

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


*Circulating Blood Volume (CBV): Guidelines for Regulating the Volume of Experimental Blood Sample Withdrawals in Animals
9. Indicate if anesthetics, tranquilizers, or analgesics will be used prior to blood collection.

	 FORMCHECKBOX 

	Anesthetics, tranquilizers, or analgesics will be used. Complete Section 10 question 2 (in the protocol if this is a protocol) or Appendix F (if this is an amendment).

	 FORMCHECKBOX 

	Anesthetics, tranquilizers, or analgesics will not be used. Go to question 10.


10. Provide a justification for the omission of pain-relieving agents. If the procedure will involve only slight or momentary pain, please indicate this.

     
Institutional Animal Care and Use Committee


Appendix C: Antibody Production
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