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Primary Investigator/Course Director, please note:

This page is to be signed, dated and stapled as the first page of your protocol submission.  Protocol submissions without this page are incomplete and will be returned to the primary investigator/course director.

DECLARATION BY PRIMARY INVESTIGATOR/COURSE DIRECTOR

This animal care and use protocol submission accurately describes all proposed animal use.  All procedures will be carried out by or under the direct guidance of trained and competent personnel, using approved techniques.  All animals used in this experiment will be cared for in accordance with the recommendations of the Canadian Council on Animal Care and the requirements of the Government of Ontario’s Animal Research Act (1980).
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Signature of Principal Investigator/Course Director


Date


A - PRIMARY INFORMATION

1. Protocol title:      
2. Protocol Status (select one):

 FORMCHECKBOX 
 NEW
 FORMCHECKBOX 
 RENEWAL
 FORMCHECKBOX 
 PILOT STUDY

3. Name of primary investigator/course director (must be a faculty member):      
4. Primary investigator/course director’s contact information:
	Office address: 
	     

	Telephone:  
	     

	Fax:  
	     

	Email:  
	     


5. What is the anticipated commencement date of this protocol?      
6. What is the anticipated completion date of this protocol?  (Note - all approved protocols are subject to annual review by the ACC)       
7. Protocol type.  From the following list, select all that apply:

 FORMCHECKBOX 
 RESEARCH
 FORMCHECKBOX 
 ACUTE
 FORMCHECKBOX 
 SURGICAL
 FORMCHECKBOX 
 FIELD STUDY

 FORMCHECKBOX 
 TEACHING
 FORMCHECKBOX 
 CHRONIC
 FORMCHECKBOX 
 NON-SURGICAL
 FORMCHECKBOX 
 OTHER:      
B - LAY SUMMARY

8. In lay terms, describe the potential value of the study with respect to human or animal health and advancement of knowledge.  The lay summary should be understandable by the general public.  Describe the details of what happens to the animals.  Avoid scientific jargon.  Should the need arise, the lay summary may be used as a press release. 
     
C - EXPERIMENTAL OUTLINE

9. What is the objective and experimental outline of this protocol?  Do not include the funding agency grant proposal.
     
10. Describe in narrative form all non-surgical procedures and manipulations to be performed in/on the animals (e.g. blood collection, administration of test compounds, tumor transplantation, behavioural testing, and observations).  If surgical procedures are included in this protocol, you do not need to include surgical procedures in this area, surgical questions will be addressed in the Surgical Section “N”, Questions #46-52.
     
11. Indicate the use of each agent that is not an analgesic, anesthetic, or euthanasia agent, but is administered to the living animal model(s) as part of your protocol. Include the agent name(s), dosage(s), route(s) of administration, interval of administration, and purpose of use in the living animal model.  These agents may include, but are not solely limited to, antibiotics, immunological preparations, hormones, etc. 
     
12. Indicate where you propose to complete your animal experimental procedures.  Specify the room number and building.

     
13. Describe any clinical conditions or abnormalities that may be expected because of your non-surgical manipulations and applications or procedures employed in this protocol (e.g., behavioural changes, physical abnormalities, etc.).
     
14. Indicate the health performance parameters and frequency of observations for monitoring the health and welfare of your animals, following any non-surgical manipulations.  

     
15. In the event of an emergency concerning the health/welfare of your animals, identify two emergency contact people. Indicate each individual’s name, local address and extension #. A home telephone number is recommended, but not essential.  Any such information is kept strictly confidential and secure.  In the event that the designated contact persons cannot be reached, the decision of the consulting veterinarian will be final.

     
16. Identify all personnel participating in this work and who is responsible for all/any animal procedures.  Indicate each Individual’s name, degree/diplomas, local address and ext. 
     
17. Please indicate the training and qualifications of all personnel handling animals, number of years working with animals in a research setting and species handled.

a) Please indicate whether each person working with animals have completed the web CT course on animal care and handling offered by the Vivaria.
	Name
	Training & Qualifications
	Number of years working with animals in a research setting
	Species Handled
	Completed Web CT course? Y or N

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


D - INVASIVENESS

18. CCCAC Category of Invasiveness (CI) classification.  The following list of categories provides possible examples of experimental procedures (manipulations), which are considered to be representative of each category. From the following list, select the category (A - E) that best describes the degree of invasiveness (in this protocol).  Check one box only.
 FORMCHECKBOX 
  A. PROCEDURES ON MOST INVERTEBRATES OR ON LIVE ISOLATES

Possible examples;  the use of tissue culture and tissues obtained at necropsy or from the slaughterhouse; the use of eggs, protozoa or other single-celled organisms; experiments involving containment, incision or other invasive procedures on metazoa.

 FORMCHECKBOX 
  B. PROCEDURES WHICH CAUSE LITTLE OR NO DISCOMFORT OR STRESS

Possible examples:  the short-term and skillful restraint of animals or birds for purposes of observation or physical examination; blood sampling/collection; injection of material in amounts that will not cause adverse reactions by the following routes:  intravenous, subcutaneous, intramuscular, intraperitoneal or oral, but not intrathoracic or intracardiac (Category C); acute non-survival studies in which the animals are completely anesthetized and do not regain consciousness; approved methods of euthanasia following rapid unconsciousness, such as anesthetic overdose, or decapitation preceded by sedation or light anesthesia; short periods of food and/or water deprivation equivalent to periods of abstinence in nature.

 FORMCHECKBOX 
  C. PROCEDURES WHICH CAUSE MINOR STRESS OR PAIN (OF SHORT DURATION)

Possible examples:  cannulation or catheterization of blood vessels or body cavities under anesthesia; minor surgical procedures under anesthesia, such as biopsies, laparoscopy; short periods of restraint beyond that for simple observation or examination, but consistent with minimal distress; short periods of food and/or water deprivation which exceeds periods of abstinence in nature; behavioural experiments on conscious animals that involve short-term stressful restraint; exposure to non-lethal levels of drugs or chemicals.

 FORMCHECKBOX 
  D. PROCEDURES WHICH CAUSE MODERATE TO SEVERE STRESS OR PAIN

Possible examples:  major surgical procedures conducted under general anesthesia, with subsequent recovery; prolonged (several hours or more) period of physical restraint; induction of behavioural stresses such as maternal deprivation, aggression, predator-prey interactions; procedures which cause severe, persistent or irreversible disruption of sensorimotor organization; the induction of anatomical and physiological abnormalities that will result in pain or distress; the exposure of an animal to noxious stimuli from which escape is impossible; the production of radiation sickness; exposure to drugs or chemicals at levels that may impair physiological systems; the use of Freund’s Complete Adjuvant (FCA) (see the CCAC Guidelines on Acceptable Immunological Procedures).

 FORMCHECKBOX 
  E. PROCEDURES WHICH CAUSE SEVERE PAIN NEAR, AT, OR ABOVE THE PAIN TOLERANCE THRESHOLD OF UNANESTHESIZED CONSCIOUS ANIMALS

Possible examples:  This Category of Invasiveness is not necessarily confined to surgical procedures, but may include exposure to noxious stimuli or agents whose effects are unknown; exposure to drugs or chemical at levels that (may) markedly impair physiological and which cause death, severe pain, or extreme distress; completely new biomedical experiments which have a high degree of invasiveness; behavioural studies about which the effects of the degree of distress are not known; use of muscle relaxants or paralytic drugs without anesthetics; burn or trauma infliction on unanesthetized animals; a euthanasia method not approved by the CCAC; any procedures that will result in pain which approaches the pain tolerance threshold and cannot be relieved by analgesia (e.g., when toxicity testing and experimentally-induced infectious disease studies have death as an end-point).

E - PURPOSE OF ANIMAL USE

19. CCCAC Purpose of Animal Use (PAU) classification.  From the categories listed below, select the item (1-5) that best describes the purpose of animal use (in this protocol): 

 FORMCHECKBOX 
 1. Studies of a fundamental nature in sciences relating to essential structure or function (e.g., biology, psychology, biochemistry, pharmacology, physiology, etc.)

 FORMCHECKBOX 
 2. Studies for medical purposes, including veterinary medicine that relate to human or animal disease or disorders.

 FORMCHECKBOX 
 3. Studies for regulatory testing of products for the protection of humans, animals, or the environment.

 FORMCHECKBOX 
  4.  Studies for the development of products or appliances for human or veterinary medicine.

 FORMCHECKBOX 
  5.  Education and training of individuals in post-secondary institutions or facilities.

F - FUNDING AND PEER REVIEW

20. Is the primary investigator/course director a new faculty member?   If "yes", indicate the history of previous funding support. If the primary investigator/course director is a new faculty member and does not have a funding history, are the methods described in the protocol similar in all-important respects to those employed in the applicant's previous published work(s)  If so, cite the publications. If the methods described differ in any respect, provide detailed comments.

     
21. Funding agency (Indicate short and long name):      
22. Current title of the proposed protocol (as submitted to the funding agency):
     
23. Has funding for this protocol been approved by the funding agency identified?   If "no", indicate why. 
     
24. Has this protocol been peer-reviewed for scientific merit?

 FORMCHECKBOX 
 If "YES”, indicate the peer review committee number:      
 FORMCHECKBOX 
 If "NO", indicate why:      
G - ANIMAL REQUIREMENTS

25. Specify your animal requirements. Regardless of research, teaching or field study status, you must include: animal species, strain(s), sex, age(s)/weight(s), projected quantity for use per year, source/supplier (if known).  
     
H - ANIMAL USE AND JUSTIFICATION

26. What is the rationale for using live animals (or their tissues) for this work?  Indicate if an “in vivo” biological system, mathematical model and/or computer simulation could fulfill some, if not all of, your experimental objectives.
     
27. Why is this species of animal chosen for this work?
     
28. What is the rationale for the number of animals requested in this protocol?  Provide a flow chart or table outlining the total number of animals required (e.g. 4 animals x 8 different treatments x 2 replicates = 64 animals).
     
29. In accordance with the CCAC’s 3R Principle, describe the considerations given to/to be given to:

a)
reducing the use of animals/animal tissues in this protocol:

     
b) replacing the use of animals/animal tissues in this protocol:
     
c) refining the use of animals/animal tissues in this protocol:
     
I - ANIMAL HOUSING

30. Indicate where you propose to accommodate/house your animals?  Specify building and room number. 

     
31. Do you require any specialized or non-conventional housing, husbandry or handling requirements to care for and maintain your animals for the duration of your protocol? If “yes”, then describe your housing, husbandry or handling requirements and justification in detail.  If “no”, then the Vivaria will employ conventional species-specific laboratory housing, husbandry and handling. 
     
32. York University’s Vivaria endeavors to provide an appropriate species-specific enriched environment for the maintenance of all animals during short and long-term housing.  Are there any reasons why environmental enrichment strategies should be withheld from the animals in your protocol?  If “yes”, please indicate why.
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes:      
J - ANALGESIA, ANESTHESIA AND OTHER DRUGS

33. Indicate the use of all analgesic drugs to be employed in the living animal model(s).   Include the drug name(s), dosage(s), route(s) of administration, and interval of administration (where applicable).
     
34. Indicate the use of all pre-anesthetic drugs to be employed in the living animal model(s).   Include the drug name(s), dosage(s), route(s) of administration, and interval of administration (where applicable)
     
35. Indicate the use of all general anesthetic drugs to be employed in the living animal model(s).   Include the drug   name(s), dosage(s), route(s) of administration, and interval of administration (where applicable).
***If you will be using a controlled drug please provide the licensing number as well as the expiry date:
     
K - VETERINARY CARE

36. Veterinary medical care is provided for all research animals housed in the York University Vivaria.  If you require specific or special care in addition to regular veterinary medical care, please indicate those needs and requirements.
     
37. Give specific instructions to be followed by the Vivaria staff in the event that any animal involved in your protocol is discovered gravely ill, moribund or dead. 
     
L - OUTCOMES, ENDPOINTS AND EUTHANASIA

38. ENDPOINTS
Endpoints are clear criteria to define the point at which humane intervention must be implemented to prevent or relieve unnecessary pain and/or distress. Should the animal acquire experimentally-induced disease, illness or life-threatening condition, select the endpoint(s) of the experiment for the animal or enter appropriate endpoints if none are applicable. Endpoints will be applied in consultation with the veterinarian and principal investigator. 
Briefly specify any expected experimental effects on animal health:
     
39. When a condition that requires endpoint is reached, what will happen to the animal? 

 FORMCHECKBOX 
   Humane euthanasia

Indicate the method(s) of euthanasia to be employed in the living animal model(s). Where a drug is used, include the drug name(s), dosage(s), and route(s) of administration.  See the CCAC Guidelines for the accepted methods of euthanasia. Please justify any methods of euthanasia that deviate from those described in the 1993 CCAC Guide to the Care and Use of Experimental Animals or the Report of the AVMA Panel on Euthanasia. 
     
 FORMCHECKBOX 
  If animals are not euthanized, please describe the fate of the animals (e.g. re-use and/or retirement). Please specify in as much detail as possible the proposed re-use, or where re-use is not possible, the retirement plans.


     
40. Treatment/intervention will be applied in order to prevent or relieve unnecessary pain or distress. Specify treatment in the space below. Append additional pages if necessary.
     
41. How often will trained laboratory staff monitor the animals?      
(a.) Who will do the monitoring?      
M - BIOHAZARD AND RADIOISOTOPE USE

42. Will you be using human or animal pathogens and/or cells in the living animal?  If “yes”, then provide the complete name of the pathogen(s), the origin of the cells, and the specie(s) of origin.  
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes:      
43. Will you be using any carcinogens, mutagens, teratogens (or similar agents), in the living animal?  If “yes”, then provide the complete name of the agent(s) and include a copy of the MSDS for each agent you propose to use.
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes:      
44. Will you be using radioisotopes in the living animal?  If "yes", then include a copy of the Radiation Safety Committee permit/approval with your protocol submission. 
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes:      
45. Will you be using recombinant DNA molecules and/or animal viruses or cells in the living animal?  If "yes", then specify the recombinant DNA molecules, animal virus or cells and each species of origin.  Also, include a copy of the Biohazard Safety Committee permit/approval with your protocol submission. 
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes:      
46. Indicate your specifications for safe handling, administration, containment and disposal of biohazardous agents or radioisotopes.
     
47. Indicate your specifications for safe handling, containment and disposal of animal carcasses, which have been treated with biohazardous or radioisotope agents.
     
N  -  SURGERY

 FORMCHECKBOX 
  Check this box if there are no surgical procedures involved in this protocol.  You may skip answering questions 48-54 and continue to section “O – Occupational Health and Safety”.

48. Indicate the personnel who will be responsible for performing surgical and non-surgical animal procedure(s) and post-surgical and post-procedural health monitoring (where applicable). What health parameters will be monitored to assess animal health?  Indicate the frequency and duration of the health monitoring practices.
     
49. Is surgery survival or non-survival?
     
50. Describe the surgical procedure?
     
51. Indicate where you propose to complete your animal surgical procedures.  Specify building and room number.
     
52. How long after surgery will animals be euthanized?
     
53. Indicate the health performance parameters and frequency of observations for monitoring the health and welfare of your animals following any surgical manipulations.
     
54. Describe any adverse post-operative effects that may be anticipated as a result of the surgical procedure and the steps that will be taken to minimize pain, discomfort or suffering.
     
O - OCCUPATIONAL HEALTH AND SAFETY

The ACC strongly advises that all primary investigators refer to the CCAC Guide to the Use and Care of Experimental Animals (Vol. 1 2nd ed., Section VIII. Occupational Health and Safety and Appendix VII – Zoonoses) before completing this section.
55. All persons (staff, faculty, students) working with research animals must comply with York University’s Medical Surveillance Program for Animal Research Facilities.  Information on this program is available from the Department of Occupational Health and Safety (DOHS), ext. 55491. 

List all authorized investigators (must include all people as listed in question #17).  Please specify with a yes or no response if a medical surveillance questionnaire has been completed.  

	Name
	Completed Medical Surveillance Program? Y or N

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


If NO, this person will be notified and sent a copy of the medical surveillance program to be completed. Once completed, they must schedule an appointment with the Occupational Health Nurse.  Refer to SOP #B-02.   

56. Indicate the potential health risks and concerns associated with the use of, exposure to, and contact with the animal specie(s) you are using.
     
57. Indicate all precautions and prophylactic measures to be taken (or already in place) to educate personnel and reduce the potential health risks associated with the use of the animal specie(s) indicated.
     
P  -  USE OF ANIMALS FOR TEACHING PURPOSES

 FORMCHECKBOX 
  Check this box, if the following protocol is NOT used for teaching purposes in a University course.   You do not need to complete the remaining questions.
NOTE: REPLACEMENT ALTERNATIVE SHOULD BE ACTIVELY SOUGHT BY PROFESSORS, DEPARTMENTS AND THE ACC WHEN AND WHERE APPROPIATE. 

58. Course number:       
59. Has this course been reviewed for pedagogical merit?       
60. Justify why live animals need to be used in this class/laboratory:      
61. If alternatives to using live animals are available for a particular teaching exercise, indicate why they cannot be used in this class.
     
62. What benefits will be gained by the students through the use of live animals that cannot be gained through use of non-animal alternative teaching resources?
     
63. How many students are (or are likely to be) enrolled in the class?
     
64. What will be the ratio of students to numbers of animals used?
     
65. Who will perform each procedure on a live animal (including euthanasia)?  If students will be performing animal manipulations or procedures, describe their level of training for each procedure.
     
66. If learning animal handling and manipulation skills are part of the course objectives, are all planned animal uses pertinent to knowledge/experience required?  Do the animal uses reflect current knowledge/experience needs of the students?
     
67. Are all animal manipulation procedures the latest, most up-to-date available?
     
68. Please specify the training and qualifications of all personnel handling the animals?
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