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PROCEDURE CHANGE FOR APPROVED PROTOCOL
SALISBURY UNIVERSITY INSTITUTIONAL ANIMAL CARE & USE COMMITTEE
CHANGE IN PROCEDURES FOR APPROVED PROTOCOL
This application is used to request changes in animal species, number, or methods and procedures associated with the animal use protocol specified above.  It is also used to request a change in the Principal Investigator (PI) responsible for work under that protocol. Indicate the purpose(s) of this request by checking the box(es) that apply.
[Go to Section 1]
[Go to Section 2]
[Go to Sections 3, 5, 6]
[Go to Sections 4, 5, 6]
[Go to Sections 7 A,B,C]
[Go to Section 7 D]
[Go to Section 8]
[Go to Section 9]
[Go to Section 10]
[Go to Section 11]
Signature(s): (signature not required if emailed from the Principal Investigator's 'salisbury.edu' email account)
*** SU IACUC USE ONLY BELOW THIS LINE ON THIS PAGE ***
Assigned amendment category: 
SUIACUC Initial Action:
SUIACUC Final Action:
1. CHANGE IN ANIMAL SPECIES OR NUMBER
	Click button at right to add or remove this section as necessary.
Add
Delete
Species
Number Currently Approved
Number to be Added or Deleted
      
1A. Justification for added species (address each added species individually)
This additional species was selected for the study because of the following attributes (select all that apply):
1B. Justification for additional animals  (address each species individually)
The number of additional animals requested for this protocol is based on the following (select all that apply):
1C.  Distribution of additional animals over USDA pain and distress categories
Post-weaning animals (only)
Number of additional animals in USDA Categories:
Pre-weaning/neonatal/embryonic animals (only)
Number of animals in USDA Categories:
2. CHANGE IN LOCATION FOR APPROVED ANIMAL USE ACTIVITY
	Click button at right to add or remove this section as necessary.
Add
Delete
Building
Room
Associated Animal Use Activity
Species Involved
3. CHANGE IN NON-SURGICAL PROCEDURE
	Click button at right to add or remove this section as necessary.
3A. Added or altered non-surgical procedure(s)
Are the added or altered procedures expected to cause pain, but for which pain-relieving anesthetics and/or analgesics will not be provided?
3B. Monitoring and humane endpoints for added or altered procedures
Monitoring of animal condition will be:
Humane endpoints will be observed:
3C. Deleted procedure(s)
4. CHANGE IN SURGICAL PROCEDURE
	Click button at right to add or remove this section as necessary.
4A. Added or altered survival surgery procedure(s)
Will the added or altered survival surgery cause any animal to experience more than one survival surgery procedure?
4B. Added or altered non-survival surgery procedure(s)
4C. Monitoring and humane endpoints for added or altered surgery
Monitoring of animal condition will be:
Humane endpoints will be observed:
4D. Deleted surgical procedure(s)
5. PURPOSE AND SCIENTIFIC BENEFIT OF ADDED OR ALTERED PROCEDURE
	Click button at right to add or remove this section as necessary.
6. LITERATURE SEARCH FOR ALTERNATIVES TO PAINFUL PROCEDURES
	Click button at right to add or remove this section as necessary.
Alternatives that decrease the potential for pain must be considered whenever potentially painful procedures are proposed, 
even when the use of pain-relieving drugs is planned. Please provide evidence of a literature search for suitable alternatives.
Databases Searched (check all that apply):
Did the literature search reveal less painful alternatives to the potentially painful procedures that are proposed?
7. CHANGE IN ANIMAL MONITORING OR HUMANE ENDPOINTS
	Click button at right to add or remove this section as necessary.
7A. Change in monitoring during anesthesia
This change applies to: 
Indicate below the indices, or changes therein, that will be used to monitor the depth of anesthesia and condition of the animal while under anesthesia. Note that unless specifically deleted, indices specified in the approved protocol continue to apply.
Add
Delete
Add
Delete
7B. Change in monitoring during recovery from anesthesia
This change applies to: 
Indicate below the indices, or changes therein, that will be used to monitor animal condition during recovery from anesthesia. Note that unless specifically deleted, indices specified in the approved protocol continue to apply.
Add
Delete
Add
Delete
7C. Change in monitoring during the study until termination
This change applies to: 
Indicate below the parameters, or changes therein, that will be used to detect pain, distress, or discomfort and promote the general well-being of animals during the course of the study. Monitoring of five or more parameters is recommended.
Add
Delete
Monitoring Parameter  
Frequency of Observation
Not eating or drinking (requires individual housing)
Fecal and urine output (requires individual housing)
Body weight (requires frequent weight checks)
Behavioral change (aggression, guarding, hiding)
Licking, biting, scratching or shaking of procedure site
Hair coat (ruffled fur, lack of grooming, piloerection)
Posture or ambulation (tense, tucked-up, stiff gait)
Activity level (restlessness, pacing, reluctance to move)
Facial expression (eyes dull, pupils dilated, pinning of ears)
Sweating or salivation (stressed rodents salivate excessively)
Oculonasal discharge (rats shed reddish porphyrin pigment)
Teeth grinding (rabbits, livestock)
Other, Specify:
Other, Specify:
7D. Change in humane endpoints that will prompt intervention to prevent continued pain or distress
Humane Endpoints to be Added:
From the list below, select humane endpoints to be added that are appropriate within the context of the present study for determining when intervention for humane reasons will occur.  For each endpoint added, indicate the action that will be taken should the endpoint be reached.
Humane Endpoint that will prompt action at right:
 Veterinary Consultation
Euthanasia
Other Action (define)
Infection unrelated to the protocol.
Signs of moderate to severe pain or distress that was not anticipated by the study plan. 
Body weight loss exceeding 15% of free-feeding body weight relative to an age-matched reference.
Mutilation of operative site or other self mutilation.
Neurological disorders (e.g., seizures, blindness, ataxia) that were not anticipated by the study plan.
Cardiopulmonary disorders (e.g. sudden weakness, vascular collapse, coma) that were not anticipated by the study plan.
Abnormal feeding or defecation for 48 hours  (e.g., decreased feed or water intake and/or decreased fecal production that is unrelated to the study plan).
Non-weight bearing for 72 hours (e.g., difficulty walking, inability to maintain upright posture)
8. CHANGE IN HAZARDOUS AGENT USE
	Click button at right to add or remove this section as necessary.
Indicate the nature of the change(s) and the type(s) of hazardous agent(s) affected (check all that apply):
Add
Delete
Add
Delete
*A list of particularly hazardous substances that require SOPs can be found at 
http://www.safety.duke.edu/LabSafety/Docs/PHS_by_CAS.pdf.
Details of use for added hazardous agent(s):
Agent (identify)
Dose and Frequency of Administration
Route of Administration
Duration of Treatment
For each added agent listed above, please address the following issues:
9. CHANGE IN METHOD OF EUTHANASIA
	Click button at right to add or remove this section as necessary.
Please indicate the nature of change that is requested:
Specify the method(s) of euthanasia to be added below.  Use a separate line for each species to which it will apply.
Generally Acceptable Methods Of Euthanasia (injectable, inhalation, physical under anesthesia)
Species
Method
Anesthetic or Injectable
Agent / Dose / Route of Administration or Tricaine Concentration
NOTE: Selection of CO2 as a method of euthanasia requires all personnel listed on this protocol to complete technical training in that method.
If CO2 euthanasia was selected for any species, a secondary method to ensure non-recovery is required. Please select the secondary method(s) that will be used to ensure euthanasia: 
Conditionally Acceptable Methods Of Euthanasia (physical without anesthesia)
Species
Method
Scientific Justification for Procedure without Anesthesia
Other Methods of Euthanasia (consistent with AVMA Guidelines on Euthanasia)
Species
Method (specify)
Agent / Dose / Route of Administration as Applicabale
10. CHANGE IN PRINCIPAL INVESTIGATOR
	Click button at right to add or remove this section as necessary.
10A. Change in Principal Investigator (PI) responsible for protocol activities
PI Change
Name
Animal Handling Role
Attach a PI Agreement (Protocol Section F) executed by the new Principal Investigator.  Also complete and attach a personnel qualifications form (PQF) that reflects skills, experience, and training required for the new PI's animal handling activities.  (A new  PQF is not required if a PQF that reflects appropriate skills is already on file as part of this protocol.)  See below for forms.
10B. Change in animal handling role for Principal Investigator
Name
Additional Activities
Deleted Activities
Complete and attach an updated personnel qualifications form (PQF) that reflects skills, experience, and training required for  the additional animal handling activities.  (An updated PQF is not required if the PQF currently on file indicates appropriate skills for the new activities.)
NOTE:  PI Agreement (Protocol Section F) and PQF (Personnel Qualifications Form) are available below:
To download a blank Principal Investigator Agreement form, go to: 
       http://vetmed.duhs.duke.edu/documents/iacuc/pdf/Protocol%20Form%20Parts/Section%20A%2010%20-%20PI%20Agreement.pdf
To download a blank PQF form, go to: 
       http://vetmed.duhs.duke.edu/documents/iacuc/pdf/Protocol%20Form%20Parts/Section%20G%20-%20Personnel%20Qualifications%20Form.pdf
11. OTHER CHANGES IN ANIMAL USE ACTIVITIES
	Click button at right to add or remove this section as necessary.
 
 
 
***SUBMISSION PROCESS NOTE:  Completed forms should be emailed to:  jlscott@salisbury.edu.  FAXes are  not accepted.
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