USUHS FORM 3206S  
ANIMAL STUDY PROTOCOL

Modification to Add Animal Stock/Strain  

IACUC Date Stamp

1.  Administrative information:

Principal Investigator:       
Active Protocol Number:       
Date of Request:       
Protocol Expiration Date:       

2.  Provide the proper nomenclature (as described in the literature or according to the proper nomenclature rules) for the specific stock or strain of animal you wish to add to your protocol:       
3.  List the experiments or experimental procedures described in your original protocol in which you will use these animals:       
4.  Are there any changes to the experimental design, general procedures, or animal manipulations as described in the original protocol or previous approved modifications to that protocol?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If yes, please describe below; this may require a Major Modification.)

     
5.  Provide a brief justification for this particular animal model:       
6.  Estimate the total number of these animals required for RESEARCH purposes during the remaining active period of your protocol:        FORMTEXT 

     
  Clearly illustrate how you arrived at this number if different from your original protocol.  
7.  List the number of these new animals in each USDA Pain Category (if different from your original protocol, this may require a Major Modification):  

Column C (no pain/distress):       



Column D (alleviated pain/distress):       
Column E (unalleviated pain/distress):       
8.  Indicate whether these animals are needed  FORMCHECKBOX 
 in addition to –OR-  FORMCHECKBOX 
 in place of other animals already authorized in the original protocol.  (Note: numbers used to update the CART table.  A net increase of >10% requires a Major Modification.)

9.  Who is your preferred vendor or source for these RESEARCH animals?       
(If from an in-house breeding colony, answer the Breeding Colony section questions below.)

10.  Housing:

Conventional Room:   FORMCHECKBOX 
 Microisolator cage lid      FORMCHECKBOX 
 Thoren unit or other ventilated cage rack

-OR-   FORMCHECKBOX 
 Barrier Room (barrier animals are housed in Thoren units or other ventilated cages)

11.  Are there any phenotypic characteristics that may affect the health/welfare of these animals?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If yes, please describe; include an early endpoint/euthanasia plan if the animals become ill.)          
12.  Are there any special husbandry requirements needed to properly care for these animals?  (E.g., diabetic animals need increased cage change frequencies; immune deficient animals may need autoclaved food, bedding, water, etc.)

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If yes, please describe.)          
In-house Breeding Colonies

In accordance with federal animal welfare regulations and national guidelines for animal care and use programs, certain information must be described and reviewed for animal breeding programs.  To help fulfill IACUC and Principal Investigator responsibilities, the USUHS IACUC developed Policy #18- Rodent Breeding Policy.  Please refer to this policy for additional information.

1.  Will any animals be used for breeding at USUHS?

 FORMCHECKBOX 
 No  (Please submit this form to the IACUC Administrator [iacuc@usuhs.mil] for processing.)

 FORMCHECKBOX 
 Yes  (Please complete the remaining sections of this form.)

2.  Provide a justification for maintaining this rodent breeding colony (reasons may include the animal model is not available commercially; specific age/weight requirements are needed for young animals that cannot be met by commercial vendors; physiological status of the mutant animal is too severely affected for it to survive shipment; etc.)       
3.  Who is your preferred vendor or source for these BREEDING stock animals?  (Include in-house replacement breeders if appropriate.)       
4.  Provide the name(s) and telephone number(s) of the people managing this particular breeding colony:       
5.  Provide the following information regarding the breeding plan for/breeding performance of these animals:

5.a.  Mating system:  
 FORMCHECKBOX 
 Monogamous pair mating (1 male : 1 female permanently paired)




 FORMCHECKBOX 
 Single pair mating (1 male : 1 female not permanently paired)




 FORMCHECKBOX 
 Harem mating (1 male : 2-4 females)

5.b.  How many offspring per litter do these animals typically have?        young per litter.

5.c.  Per IACUC policy, breeding animals must be retired after one year of breeding; however, many rodent strains do not breed effectively for even a year.  Are you requesting an exception to policy to extend the breeding life of these animals past one year?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes   If yes, for how much longer than one year?        months total breeding time.

5.d.  How many months do they continue to breed effectively?  Breed reliably for       months; breeding pairs will be replaced at this time.  Retired breeders will be  FORMCHECKBOX 
 euthanized    FORMCHECKBOX 
 other.

(Please describe “other” disposition:       .)

5.e.  Can these animals sustain at least one litter per month during their normal breeding lifespan?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No  

If not, state how many litters, or fractions thereof, are expected per month:        litters per month.

6.  Not considering sex of the offspring, approximately what fraction of the offspring will have the required genotype/be usable for your research purposes?

 FORMCHECKBOX 
 25%

 FORMCHECKBOX 
 50%

 FORMCHECKBOX 
 75%

 FORMCHECKBOX 
 100%

7.  Will you use  FORMCHECKBOX 
 male offspring,    FORMCHECKBOX 
 female offspring, or    FORMCHECKBOX 
 both male and female offspring for your research purposes?

8.  Per IACUC policy, mouse and rat pups must be weaned at 21-28 days of age.  Other species should be weaned at age-appropriate times; the attending veterinarian may assist with this information.

 FORMCHECKBOX 
 I will wean rodent pups at 21-28 days of age.

 FORMCHECKBOX 
 I will wean nonrodent species at       days of age.

 FORMCHECKBOX 
 I am requesting an exception to policy to wean rodent pups at       days of age.  (If requesting an exception to the rodent weaning age of 21-28 days, please provide a justification.)  Justification:       
9.  What is the disposition of offspring not suitable for research purposes?  (Mark all that apply.)

 FORMCHECKBOX 
 Euthanasia



 FORMCHECKBOX 
 Offered to other investigators for tissue sharing   

 FORMCHECKBOX 
 Kept for replacement breeders 
 FORMCHECKBOX 
 Other  (Please describe “other” disposition below.)

     
10.  Breeding animals must be specifically identified and only these selected animals may be used for breeding purposes.  Based on the number of RESEARCH animals requested and the breeding performance characteristics described above, justify an estimate of the number of BREEDING animals (male and female) needed to generate the necessary number of animals for research use.

Example:  480 female mice needed for research purposes.  Monogamous pair mating system used.  Based on 8 pups per litter x 1 litter per month x 6 months breeding life = 48 pups per breeding pair.  100% pups have desired genotype but can only use female pups in research, so 24 usable pups per breeding pair.  480 mice needed / 24 pups per breeding pair = 20 breeding pairs (20 males, 20 females) to generate mice needed for research for remainder of active protocol life.
10.a.  Show calculations:       
10.b.        males and       females will be needed to generate the number of animals necessary for research purposes.

11.  How will you identify individual breeding animals?  

 FORMCHECKBOX 
 implantable microchip    FORMCHECKBOX 
 tattoo    FORMCHECKBOX 
 ear tag    FORMCHECKBOX 
 ear punch    FORMCHECKBOX 
 other

(Please describe “other” identification methods for individual animals.  Note: cage cards are not sufficient to individually identify group-housed animals.)       
12.  Are there any special breeding husbandry requirements for these animals (e.g., special bedding, special food, special light cycles, special caging, special sanitation procedures, etc.)?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (If y es, please describe below.)

     
13.  Will you euthanize breeding animals and offspring using the same methods as described in your original protocol?   FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No (If not, please properly describe other method(s) below.)

     
14.  What methods will you use to monitor and maintain the genetic integrity of the colony?       
15.   FORMCHECKBOX 
 I understand and will fulfill my responsibilities for breeding colony record keeping as described in IACUC policy #18: Rodent Breeding Policy.

16.  Please describe any additional “Exception to Policy” requests needed for your breeding colony.       
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