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UTH Animal Welfare Committee
Animal Protocol CHANGE REQUEST FORM

	Protocol Number
	
	Date Submitted
	

	Principal Investigator
	



NOTE:  Submit the completed form via email to:  awc@uth.tmc.edu .   Level One and Two Change Requests may be reviewed and considered for approval outside of the normal meeting times.  This process can take a maximum of 2 weeks.  Level Three Requests must be received by the 2nd Friday and are considered at the meeting on the 4th Friday.  If the change request is not submitted by the PI, the person submitting must copy the PI on the email.  For help call AWC Office at 713-500-3625.
	CLASSIFICATION
	Increase in number of animals 
	Potential Clinical Impact
of proposed change
	DEADLINES


	Level I (minor)
	< 10% 
	No clinical impact
	Anytime

	Level II (moderate)
	>10% <100%
	May have
	Anytime

	Level III (major)
	>100%
	Will have
	2rd Friday



SECTION A – Changes in Protocol/Grant Title, Funding Agency, or Personnel

I. Grant Information (if no change advance to II)
“X” all that apply to this request.
	
	Protocol/Grant Title*
	Provide New Title:

	  
	Funding Source
	Provide New Funding Agency:


*If adding a grant title, please submit an electronic copy of the grant application along with this completed form.       

II. Personnel (if no change advance to III)
“X” all that apply to this request. 
	add
	delete
	Name
	Role in Project**
	UT
Employee 
Yes or No
	Qualifications/ Training other than the UT Animal Courses***
	UTH Animal Courses****

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


PLEASE ATTACH A COMPLETED CONFLICT OF INTEREST FORM FOR EACH NEW PERSONNEL 
ALL PERSONNEL MUST BE ENROLLED IN THE OCCUPATIONAL HEALTH PROGRAM - LINK
Please list the protocol specific responsibilities for the new personnel in the narrative section
**   Examples of ROLE IN PROJECT:  animal manipulator, surgeon, assistant surgeon, principal investigator, scientific advisor, etc. All personnel who will be performing surgery must be clearly identified.  
***Under QUALIFICATIONS /TRAINING state the training/ qualifications they have (or will have) for performing this role.  If surgeons, clearly state how they will be trained to perform surgery outlined on the protocol.
**** Note the numeral only for the UTH ANIMAL COURSE/S completed or scheduled to complete.  I – Intro. to Lab. Animal Science; II – Rodent Methodology; III- Rabbit Methodology; IV – NH Primate; V – Rodent Aseptic Surgical Techniques; VI – LA Aseptic Surgical Techniques;  VII- Animal Facility Orientation (MSE, IMM, BBS, UCT, DC)

IF THERE ARE NO FURTHER CHANGES YOU DO NOT NEED TO FILL OUT SECTIONS B or C
SECTION B – Changes in Animal Number, Strain, Procedures, Locations

III.  Animal Number or Strain (if no changes advance to IV)
“X” all that apply to this request.  Insert total number of animals to be ADDED or DELETED below.
	add
	delete
	Type of Change
	Guidance for Section C Narrative  
DO NOT INSERT TEXT IN THIS COLUMN - GO TO SECTION C

	
	
	Animal Number 
	
	Justify number based on scientific needs  

	
	
	Strain
	Rationale for strain and, if transgenic, knockout or immunodeficient, indicate if the phenotype will require special husbandry or health considerations.



	New Strain*
	Sex
	 Age or Weight
	Other describer**
	Source***

	A.
	
	
	
	
	

	B.
	
	
	
	
	

	C.
	
	
	
	
	

	D.
	
	
	
	
	

	E.
	
	
	
	
	


*      List all new strains to be added and generated using approved nomenclature when possible including all potential mutants and wild types, if applicable.  For example: p53 -/-, p53 +/+, p53 +/-.
**    Note if the animals will be acquired pregnant, timed pregnant, surgically modified, etc.
***  Note the source of the animals:  commercial vendor; in-house breeding colony of another UT investigator; another institution


Changes include any additions, deletions or modifications to approved protocols.  If the changes are extensive, the AWC may require a Revised Protocol in addition to this form.  Types of common changes are listed in the left column below and information needed in your narrative description in SECTION C is listed in the right column.  Consult the AWC Animal Protocol Review Form if you need more guidance.  The page of the AWC form is in parenthesis next to the “Type of Change”.

IV.  Animal Housing and Husbandry – Study Hazards and location  (if no changes advance to V)
“X” all that apply to this request
	“X”
	Type of Change
	Information Needed in Section C Narrative

	
	Hazards or safety concerns (4)
	List hazardous agents (biological, chemical, radioactivity), attach appropriate Safety Committee Approval to Change Request

	
	Animal manipulation location outside of CLAMC facility (4) (9)
	Provide building, room #, and note type of procedure to be done in this location, and if the animals will be in this location for longer than 12 or 24 hours.

	
	Animal housing location outside of CLAMC facility (4) (11)
	Provide building, room # and note if CLAMC or the PI will provide husbandry at this location.  If PI will perform husbandry, then attach a completed PI-maintained housing SOP form.  

	
	Environment (light cycle, room temperature, enrichment) (11)
	Describe and, if non-conventional, provide justification

	
	Special  caging (11) 
	Describe caging, sanitation method/schedule, and provide justification

	
	Special food or water - type, amount, or availability (11)
	Describe and if food, note whether nutritionally balanced.  Changes in amount or availability of food or water must be scientifically justified

	
	Other:  

	
	Describe the special animal husbandry or housing or hazards.




V.  Animal Procedures (if no changes, advance to SECTION C) 
 
“X” all that apply to this request
	“X”
	Type of Change
	Information Needed in Section C Narrative

	
	Flow Chart – timeline or experimental groups (2)
	Describe new timeline and/or experimental groups – including # of animals and experimental objectives of each new group

	
	Euthanasia method (5)
	Note method and, if using carbon dioxide, must ensure death by using additional method. 

	
	Death or moribund states as an experimental endpoint (5)
	Describe this portion of the change in detail  and provide scientific justification

	
	Fluid extraction - blood, urine, ascetic fluid, CSF (7)
	Note type of fluid, amount to be taken, method of collection, and frequency of collection

	
	Substances to be administered
(6)
	List substance, dose (mg/kg and total volume), route of administration, frequency of administration, expected effect and note whether it will have any adverse side effects. 

	
	Anesthesia method (8)
	Note drug, method of delivery, dosage, and when this will be used in the experiment. Note who will administer and monitor

	
	Analgesia method (8)
	Note drug, method of delivery, dosage, and when this will be used and how often it will be used.  Note who will administer and monitor

	
	Use of non-pharmaceutical agents
	If any substance to be administered, anesthetic, or analgesics noted above is not a pharmaceutical grade substance (USP), then provide the purity percentage, the methods used to ensure physiological compatibility, sterility, and stability.  Provide the justification for using each non-pharmaceutical grade agent.  

	
	Non-survival surgery (9)
	Describe surgical procedure, the personnel who will be performing the surgery and the location where it will be done.

	
	Survival surgery (9)
	Describe the surgical procedure (including aseptic technique, surgical prep, incisions, sutures and suture patterns); potential complications and how they will be minimized; location of surgery; surgeon; monitoring and support during and after surgery including the clinical recovery period; and the anticipated survival time following the surgery.  All surgery locations outside of CLAMC must receive CLAMC veterinary approval, please note if this has been done.  

	
	Pain, distress, discomfort (10)
	Describe the potential source of the pain; methods used to minimize pain; who will monitor for pain and how often; signs that would indicate potential pain; and sources consulted for alternatives to painful procedures

	
	Animal restraint (12)
	Method and period of time restrained on a daily basis.  If restraint device used, note how it is sanitized between animals. 

	
	Behavioral/Physiological  testing (13)
	Describe the test, device used, and any reinforcing practices (food treats, food regulation, shocks, etc).  Note the period of time for testing

	
	Breeding (13)
	Describe breeding scheme, time of weaning, methods used to ascertain genotype.  If tail clipping is done on mice over 3 weeks of age, this is considered survival surgery and those considerations must be addressed under survival surgery.

	
	Irradiation
	Provide dosage, expected effects and methods used to minimize potential side effects

	
	Imaging:

	State method and describe procedure, including anesthesia, support, monitoring, and length of any one imaging session.  

	

	Other:
	
	Describe the procedure and justification.  



IF ANY ITEMS ARE CHECKED IN SECTION B, PROCEED TO SECTION C NARRATIVE

SECTION C – REQUEST DESCRIPTION, RATIONALE, AND JUSTIFICATION

Provide a narrative description/rationale/justification for the Requested Change/s listed in Section B. 

· Indicate how this change relates to your originally approved protocol
 
· Describe in detail the modifications to your approved protocol.  If you are adding new experimental groups or changing your presently approved flow chart, please provide a brief flow diagram or outline to explain what will happen to the animals from beginning to end.

· Justify this change/s including the additional numbers of animals.  Experimental animal numbers can be delineated by describing each experimental group and the number of animals needed in each group.  If the change includes breeding, remember to include all breeders and offspring generated.  

NARRATIVE RESPONSE:
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