Atlanta Vamc IACUC MODification Form






	VA IACUC Protocol #
	     
	
	Emory IACUC protocol #
	     

	Modification #
	     
	
	Modification #
	     

	Date Rec’d
	     
	
	Date Rec’d
	     



For modifications to an existing protocol, please explain the nature of the changes and provide the following information.  IACUC may administratively approve as a minor modification, approve following committee review, or request a full application if modification is considered major.

	1. Protocol Number:
	     

	2. Title:
	     

	3. Principal Investigator Name:
	     

	4. Date Submitted:
	     


Instructions for completing this document are attached at end.  When providing answers, please type within the cell provided starting in the highlighted area.  If no cell is provided, you will see an (, please start answer to right of this arrow.  These areas will expand as you type.  For all tables, to add another row, just press the TAB key from within the last cell of the last row.

	6.   Summary of Modification: Briefly state if changes are in procedures, drugs/agents administered or instrumentation, or new species, funding, personnel, etc. Describe changes and/or list names of all individuals being added or removed.


(

	a.    Justification if altered from original statement in IACUC application:


(

	b.    Specific Aims if altered from original:


(

	7.    Is there a new funding agent/new grant title associated with the modifications?   Provide the name of grant PI, grant title, funding agency.


(

	8.   PERSONNEL: List ALL Personnel that are/will work on this Protocol under a. In addition, please complete parts b and c. for any NEW PERSONNEL and/or existing personnel performing NEW PROCEDURES.


	a. Personnel working on Protocol.

	Name
	Room #
	Office Phone
	Office Fax
	Email


	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


	b. For each new person or existing person performing new procedures listed in a, describe their education, training, and experience with experimental animals in general AND describe their experience performing the exact procedures in the species described in the ACORP and/or modification.  This description must help IACUC members determine if all animal manipulations, including surgery, testing, and blood collection, are performed by individuals who are qualified to perform the procedures skillfully and humanely.  A listing of academic degrees alone is not an adequate response.  (Qualifications to perform euthanasia need to be given here.)

	(     

	c. If personnel do not have experience with the exact procedures described in this ACORP and/or modification, how will they be trained, who will train them, and what are the training experiences or qualifications of the person(s) doing the training?  If not applicable, enter “N/A”.

	(     


	9.   Change of Species: Please provide the rationale for the change in species. 


(

	10.  If new procedures are to be added (as described in answer to question 6), indicate potential painful/distressing effects on animals, means of monitoring these effects, actions to be taken and experimental endpoint. 


(

	11.  Number of and Justification for Animals to be ADDED to original Protocol/Project.  


(

	12.  ANIMAL SPECIES AND NUMBERS TO BE USED FOR THESE STUDIES:

	1.  Classification by stress level: This classification system is required by the Animal Welfare Act.  It is only a reporting mechanism and does not alter IACUC or veterinary oversight.  Issues of assessment and minimization of pain and distress are addressed in other sections throughout the protocol form. 


	Class B.  Animals bred, conditioned, or held for use in teaching, testing, experiments, research, or surgery but not yet needed for such purposes.


	Species
	Year 1
	Year 2
	Year 3
	Total


	
	
	
	
	

	
	
	
	
	


	Class C.  Non-Painful/Non-Stressful: Animals upon which teaching, research, experiments, or tests will be conducted involving no pain, distress, or use of pain-relieving drugs.  (routine procedures causing only slight or momentary discomfort such as: venipuncture, injections, and the use of non-inflammatory adjuvants)


	Species
	Year 1
	Year 2
	Year 3
	Total


	
	
	
	
	

	
	
	
	
	


	Class D. Painful/Stressful WITH Analgesia/Anesthesia/Tranquilizers: Animals upon which experiments, teaching, research, surgery, or tests will be conducted involving accompanying pain or distress to the animals and for which appropriate anesthetic, analgesic, or tranquilizing drugs will be used.  


	Species
	Year 1
	Year 2
	Year 3
	Total


	
	
	
	
	

	
	
	
	
	


	Class E. Painful/Stressful WITHOUT Pain or Stress Relieving Measures: Animals upon which teaching, experiments, research, surgery or tests will be conducted involving accompanying pain or distress to the animals and for which the use of appropriate anesthetic, analgesic, or tranquilizing drugs would have adversely affected the procedures, results, or interpretation of the teaching, research, experiments, surgery, or test.  


	Species
	Year 1
	Year 2
	Year 3
	Total


	
	
	
	
	

	
	
	
	
	


	2. Lack of non-painful, non-stressful alternatives: If any animals are listed in class D or E in question E1 above, the Principal Investigator is required by law to document that alternatives to procedures that may cause pain or distress to animals have been considered. The USDA and Public Health Service support the three R’s (Replace, Reduce, and Refine) as guidelines for the choice of species and number of animals to be used. (See instructions for USDA Policy at http://www.aphis.usda.gov/ac/policy/policy12.html ).


	a. The USDA considers a computer-assisted literature search to be the best method to check for non-painful, non-stressful alternatives.   Thus, the IACUC recommends that you perform a search and list the date, period covered, keywords and the database(s) searched.  Available sites can be found below at http://altweb.jhsph.edu/ and http://www.iacuc.org/.  (Keep copies of the search results in your files.)  You may provide an alternative strategy that describes the methods and sources used to determine that no alternatives were available to the painful or distressful procedure.  (See the USDA's “closer look at Policy No. 12” at http://warp.nal.usda.gov:80/awic/newsletters/v9n3/9n3dehav.htm and The USDA's text of Policy No. 12 at http://www.aphis.usda.gov/ac/policy/policy12.html)

	Date of Search:
	     
	Keywords:
	     

	Period Covered:
	     
	Database(s) searched:
	     


(
	b. Are less painful or stressful alternatives available?
	Yes    FORMCHECKBOX 

	No    FORMCHECKBOX 



	c. If YES, justify why they are not going to be used.


(

Requests to modify approved IACUC protocols must be submitted on the appropriate from (Atlanta VA Modifications Form).  The form is to be typed and all points addressed.  If a point is not applicable, indicate with N/A, but do not leave blank.  The form can be forwarded to the IACUC office at david.knight2@va.gov as an email attachment.

A)
Minor changes that can be administratively approved:

1)
Addition of new personnel with CITI certification and adequate experience, or plans for appropriate supervision during training, in use of approved procedures.  List all personnel under 8A, and answer 8b and c for all new personnel or existing personnel performing new procedures.  Be sure to list who will be responsible for training the new personnel in the animal procedures described in the protocol.
2)
Request for additional funding sources if there are NO changes in aims, species or number of animals.

B)
Changes likely to be approved as a modification:

Modification requests are handled by expedited review, which means that primary and secondary reviewers will be assigned to the modification request.  Each committee member will be copied and given five days to request a full committee review.  If a full committee review is not requested, the modification will be approved contingent upon the recommendations of the two assigned reviewers.  If a full committee review is requested, it will be added to the agenda of the next meeting.  Should the reviewers find that the requested change requires submission of a new IACUC application, you will be notified immediately.

Examples of such changes include, but are not limited to:

1)
Changes in animal numbers

2)
Changes in species

3)
Changes in husbandry procedures such as:

a)
Changes in diet

b)
Changes in light/dark cycles

4)
Changes in experimental procedures such as:

a)
Substitution of one superficial artery for another to cutdown for catherization

b)
Changing from one AVMA-approved euthanasia technique to another, provided personnel are qualified for both.

c)
Changing anesthetic or analgesic agents after consultation with an attending veterinarian.

d)
Change in immunization procedures from use of IFA to CFA

e)
Change in euthanasia of mice to cervical dislocation without prior sedation or anesthesia.

f)
Addition of negative reinforcement to an approved training protocol using positive reinforcement, or addition of food or water restriction.

g)
Changes in surgical procedures or addition of another survival surgery will require a new Vet Consult to accompany the request.

5)
Changes in specific aims such as:

a)
Addition of new aims that fit logically within the framework of the original application.  For example:

(i)
Addition of a new antigen to a vaccine trail against SIV

(ii)
Addition of a new drug to treat a disease model that was described in the original application.

b)
Addition of a new grant application that is logically related to the original application (but remember that both will be tied to the original approval date from annual renewals).  For example:

(i)
Extension of the original application to study pathological mechanisms in an autoimmune disease induced with one agent to a second inducing agent.

(ii)
Testing a novel contrast medium in a model of coronary artery disease by NMR

(iii)
Testing new gene therapy construct in the treatment of mammary tumors.

C)
Changes that will likely require submission of a NEW  IACUC application:

A new IACUC application must be completed and submitted for review at the next convened meeting of the full IACUC.

1)
Changes in specific aims that are not logically related to the original application.  For example:

a)
Studies on the use of TGF in wound healing in vivo when the original aims were to study TGF on cultured fibroblasts.

b)
Studies on cardiac transplantation when the original aims were to study skin transplantation.

2)
Submission of a new grant or a competing grant renewal that is not closely related to the original application.  For example:

a)
Observational studies on the maternal behavior of primates and offspring in the wild to the maternal behavior of primates raised from birth by humans.

b)
Studies on a protein vaccine efficacy in rodent infected with mycobateria tuberculosis when the original grant was to study serum antibody responses.

c)
Development of transgenic mice when the original grant was to transfect epithelial cells in vitro.
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