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Guiding Principle 

The use of animals in research and teaching is a privilege granted to institutions, investigators, 
staff, and students that commit to meeting high ethical and regulatory standards.  The IACUC’s 
role for oversight includes ensuring the following;  that the need for breeding animals has been 
established based on scientific justification or animal welfare concerns (cost alone is not a valid 
justification), that the procedures used in the breeding are evaluated and approved by the IACUC 
on a regular basis, that there is a mechanism in place for tracking animals, and the standards of 
care and animal well-being for the animals in the breeding program are consistent with current 
policies and regulations.   

Investigators may need to develop and/or maintain a breeding program for a variety of reasons.  
A breeding program may be required for breeding genetic lines that are not commercially 
available, intercrossing genetically modified animals to produce specific genotypes required for 
an experimental protocol, or experiments involving specific age and weight requirements that 
cannot be fulfilled by a commercial source.   

All activities involving a breeding program must be reviewed and approved by the IACUC.  

Requirements 

Guide for the Care and Use of Laboratory Animals, National Research Council, 8th ed., 
2011,  pg 75-77. Carefully designed breeding strategies and accurate genotype assessment can 
help to minimize the generation of animals with unwanted genotypes (Linder 2003).  Newly 
generated genotypes should be carefully monitored and new phenotypes that negatively affect 
well-being should be reported to the IACUC and managed in a manner to ensure the animal’s 
health and well-being.   

Guide for the Care and Use of Agricultural Animals in Research and Teaching, Federation 
of Animal Science Societies, 3rd ed., 2010, Chapter 2: Agricultural Animal Health Care: 
Both transgenic and genetically engineered animal models may have physiologic or phenotypic 
problems including abortions, large offspring, enlarged umbilicus, retained placenta, hydrops, 
multiple births, and placental deformities.  The scientist is responsible for identifying physiologic 
and phenotypic changes and must have a plan to address changes that will affect animal health to 
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facilitate and ensure animal welfare.  The US FDA is responsible for approving the use of 
genetically modified foods in the United States under the food, Drug, and Cosmetic Act of 1992 
(FDCA; 21 U.S.C §301 et seq).  

Procedure 

Projects that utilize transgenic or genetically modified animals should address the following:  

1. The effect that genetic modification will have on the health of the animal must be described 
in detail.   

2. If the modification is new and health effects are unknown, the protocol should describe the 
likely health outcomes of the genetic change according to current understanding of the gene 
in question and the disease state under study.   

3. Endpoints to address adverse health effects 
3.1.  The Principal Investigator (PI) must provide general humane endpoints in case a severe 

debilitating phenotype develops and should provide the IACUC with this information in 
writing via the Adverse Event (insert link here) reporting process.   

3.2. Endpoints are relevant both in the context of experimental procedures and with regard to 
the potential pain or distress that is caused by the genetic modification itself.   

3.3. The protocol should include endpoints for the initial phase of the study when the 
phenotype of a new genetic modification is being characterized, as well as for later 
phases of the study for both experimental and non-experimental (i.e. breeding) animals.   

4. Animal number estimates 
4.1. Protocol should include all animals generated to produce the desired genotype (including 

culled animals, incorrect genotypes and new/additional breeders to maintain colony).  
5. Institutional Biosafety Committee considerations 

5.1. An IBC protocol must be submitted if the project includes the following:  
5.1.1. Administration of recombinant or synthetic nucleic acids into animals 

(transformed/transduced cells, vectors, siRNA, microorganisms) 
5.1.2. Experiments involving transgenic/knockout animals 
5.1.3. Creation of transgenic/knockout animals 
5.1.4. Purchase or transfer of transgenic animals 
5.1.5. Transgenic colony maintenance, breeding, crossing strains to create a new strain 

 

  

 

 


