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	King Fahd Medical Research Center (KFMRC)
	***For ACUC Use Only***

	Animal Care and Use Committee (ACUC)
	|_|   Original
	|_|  Revision

	
	PROTOCOL #:
	     

	ANIMAL PROTOCOL FORM
	DATE REC’D:
	     

	Release Date: 01/20/2017
	EXPIRATION DATE:
	     

	
	|_|   ABSL: 2
	|_|   ABSL: 3



New Protocol?	|_| Yes		|_| No

Do you currently have animals housed on this protocol? 	|_| Yes		|_| No

PROTOCOL TITLE:      

	1.  PRINCIPAL INVESTIGATOR (PI): Faculty member responsible for design and implementation of the research.

	LAST NAME:
	     
	FIRST:  
	     
	M. INITIAL:
	     
	DEGREE (S):
	     

	Title:
	     
	Faculty: 
	     
	Dep’t/Div:
	     

	Faculty:
	     
	Building:
	     
	Room Number:
	     

	Phone:
	     
	Fax:
	     
	E-mail:
	     




	2.  PRIMARY CO-INVESTIGATOR, if applicable: Person who is delegated authority when the PI is unavailable.

	LAST NAME:
	     
	FIRST:  
	     
	M. INITIAL:
	     
	DEGREE (S):
	     

	Title:
	     
	Faculty: 
	     
	Dep’t/Div:
	     

	Faculty:
	     
	Building:
	     
	Room Number:
	     

	Phone:
	     
	Fax:
	     
	E-mail:
	     




	3.  ADMINISTRATIVE CONTACT (to whom the ACUC office may release protocol information if requested)

	Name:
	     
	Phone:  
	     
	Fax:
	     
	E-mail:
	     




	4.  ANIMAL REQUIREMENTS: See questions 12 and 16a to list numbers of animals that will be needed.

	Genus/Species
or Common Name
	Strain and/or
Stock
	Sex
	Source (e.g., commercial, another investigator, in-house breeding)
	Indicate age and/or weight required

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     




5.  SATELLITE HOUSING: Will any animals be housed outside the Animal facility of KFMRC?  |_| Yes   |_| No  
       **If “Yes”, complete the Satellite Housing Form and submit as an attachment to this protocol.


6.  PROCEDURAL KEYWORD CHECKLIST:  
· Please read each point carefully and check all of the following that apply.  
· Provide requested details in the answer to question 13 & 14.
· (Note:  This list is not meant to be exhaustive. It is possible that no items will be checked).  

	|_|
	Antibody production – Indicate if polyclonal or monoclonal antibodies will be produced. Tell whether ascites will be used.

	|_|
	Behavioral studies – Methods and apparatus to be used for the purpose of explaining what the animals will experience.

	|_|
	Breeding colony - Note: If breeding mice, additional form might be needed.

	|_|
	Caging – Special caging requirements (e.g., wire bottom, metabolic). Give reasons.

	|_|
	Dietary manipulation  (i.e., testing the effects of manipulating the content of food or fluid).

	|_|
	Environmental manipulation – Describe any non-standard environmental manipulation (e.g., altered light cycle, temperature and/or humidity outside normal range).

	|_|
	Euthanize and harvest tissue ONLY—NO other procedures in this protocol, including pre-treatments.

	|_|
	Food or fluid regulation – Give durations and information on monitoring weight/hydration status, as applicable.

	|_|
	Imaging (X-ray, MR, CT, PET scan, ultrasound, etc.) – Include frequency for individual animals if more than once.

	|_|
	Infectious disease – See question 17. 

	|_|
	Irradiation – Describe expected effects on animals after the procedure and duration of effects.  

	|_|
	Human embryonic stem cells.

	|_|
	Non-survival surgery– Describe in 13a

	|_|
	Paralyzing agents (e.g., during surgery) – Must be used in conjunction with anesthesia and must describe the methods used to determine depth of anesthesia. Also indicate that the animal will be on a ventilator.  

	|_|
	Restraint (other than by hand) – Indicate the method, rationale, procedures for habituation, durations, and monitoring.

	|_|
	Recombinant or synthetic nucleic acids, potentially infectious agents/pathogens, biological toxins or human-derived materials. - See question 17.

	|_|
	Stress - As the topic of study (e.g. cold exposure, restraint, forced exercise, uncontrollable aversive stimuli). Provide rationale and explain why this particular method is being used.

	|_|
	Survival surgery - See question 14.

	|_|
	Teaching – Type of class(es) or students.

	|_|
	Toxicology or study of effects of chronic drug delivery– Indicate classes or specific substances to be used; give route(s), sites, and frequencies of administration.  Give expected untoward effects and their duration, if known.

	|_|
	Tumors - Experimentally induced or transplanted – Indicate expected maximum size and plan for monitoring. If xenografts, identify source.




 7.  LOCATIONS OF PROCEDURES TO BE PERFORMED ON LIVE ANIMALS:  
	If procedures will be performed in KFMRC Animal Resources facility, please indicate “KFMRC” in place of building, “AR” in place of the room number, and “main” in place of the campus.

	Procedures performed on live animals:
	Building(s)
	Room Number(s)
	Campus

	Survival surgery (Major & Minor)
	     
	     
	     

	Non-survival surgery or euthanize and harvest
	     
	     
	     

	Challenge/infection with infectious material
	     
	     
	     

	Behavioral testing
	     
	     
	     

	Imaging
	     
	     
	     

	Euthanasia
	     
	     
	     

	Other (specify):
	     
	     
	     




In answering the questions below, please use terminology that will be understood by a non- specialist.  Spell out abbreviations on first use.

 8.  OBJECTIVE(S): Briefly explain the overall purpose of the project.
          

9.  IMPORTANCE OF RESEARCH:  What is the relevance of this work for human or animal health, the advancement of knowledge, or the good of society?
          

10.  RATIONALE FOR ANIMAL USE:  Why are live animals necessary for this study?  Include the reason a non-animal approach such as mathematical models, computer simulation, cell culture or any other model cannot be used. 
           

11.  SPECIES SELECTION:  Explain why you selected this species as opposed to another (with references)
           

12.  NUMBERS OF ANIMALS AND RATIONALE:  
· How many animals are needed for each experimental condition (e.g., group size) 
· What is the total number of animals for the period covered by this protocol (e.g., numbers of groups or experiments).
· How you determined that these numbers are appropriate (e.g., power analysis, previous studies, FDA request, etc.).  
     

13a. DESCRIBE THE PROPOSED PROCEDURES:
· Provide a description of all procedures to be carried out on living animals. (See question 6 for details to include).  
· For survival surgeries, state which surgeries will be performed but save details for question 14.  
· For non-survival surgeries, include details here.
· Save method of euthanasia for question 15e.
· Think ahead to minimize the need to submit amendments later if the possibility of other procedures or modifications of parameters is likely. 
· Make sure it will be clear which procedures are being done to each animal or group of animals and the likely sequence.
	
	a) Describe all procedure to be carried out on living animals
	     

	b) Sampling (includes blood, fluids, lavages, biopsies…etc)

	Species
	Sample
	Volume or amount
	Collection frequency
	Collection site
	Anesthetic
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	c) Pharmacological assessments

	Species
	Drug or chemical
	Dose
	Route of Administration
	Frequency
	Volume
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	d) Provide the mechanism of action and the basis on which dose ranges will be determined if specific doses are not known for each drug.
	     

	e) What is the duration of each experiment in this protocol?
· Use ranges for the durations of experimental conditions and other parameters unless these are not likely to change.
· It is recommended to show a timeline for each experiment
	     
 
13b. 	WILL ALL DRUGS/CHEMICALS USED AS RESEARCH TOOLS OR THE SUBJECT OF INVESTIGATION BE “PHARMACEUTICAL GRADE”?  |_| Yes |_| No.  
· If “No”, state below the name or class of the compound and the reason that non-pharmaceutical grade is necessary.
· Reasons could include: (1) non-availability of clinical use formulation; (2) clinical use formulation is not suitable for desired mode of delivery (e.g., is a pill); (3) scientific considerations (e.g., lack of suitable vehicle control, presence of preservatives, necessity of manipulating concentration, comparability with previous studies). 
     

13c.  MULTIPLE SURVIVAL SURGERIES:  If you indicated in 13a that a survival surgery (i.e., any procedure involving an incision) will occur, state whether any animal will undergo more than one survival surgery (i.e., involving separate periods of anesthesia and recovery). |_| Yes |_| No.    
· If “Yes”, the order and the interval (or range of intervals) between them should be stated.  
· Provide the scientific justification for multiple survival surgeries in the same animal.
· (Note: Neither cost savings alone nor reduction of the number of animals needed is considered adequate.)
     

13d.   BREEDING:  Will animals be bred at KFMRC AR under this protocol? |_| Yes |_| No.
· If “Yes” provide a rationale below for why breeding is needed for this protocol and for the planned number of breeders indicated in Question 16a.
     

· Please provide details below (i.e., projected number of offspring per year; breeding age range; weaning age; genotyping, if applicable; special care; etc.): 
     

13e.    FOOD OR FLUID REGULATION:  Will food or fluid be regulated?  |_| Yes |_| No. 
· Refers to regulation of food/fluid as a necessary component of an experimental design (e.g., “scheduled access” where the animal is given unrestricted access to food/fluid for one or more periods of time each day or “restricted access” where amount of food/fluid per day is controlled). 
· If “Yes”, a justification and description will need to be provided below if not already included in 13a. 
     

14.    SURVIVAL SURGERY: Name of Surgical Procedure:      

14a.	MAJOR OPERATIVE PROCEDURE?  Will this surgery penetrate and expose a major body cavity or cause     substantial impairment of physical or physiologic function? |_| Yes |_| No.

14b.  Pre-anesthetic agents (e.g. sedatives to permit handling, intubation).  Name, dose, and route.
     

14c.  Pre-emptive analgesia (i.e., analgesia given prior to the surgical procedure).  Name, dose, and route.
     

14d. Anesthesia.  Name, dose, and route.  Also state the method that will be used to assure the animal is
anesthetized prior to initial incision and during the surgical procedure.  
     

14e.   Will a neuromuscular blocking agent (paralytic) (i.e., one that prevents respiration) be used at any point in the procedure?  |_| Yes |_| No.   
· If “Yes”, state name, dose, route and frequency of administration of paralytic agent(s).  What parameter(s) will be used to determine that the animal remains anesthetized?
     

14f.	Describe intra-operative procedures including: intubation, IV fluid delivery, monitoring, surgical procedure, method of wound closure, etc.
· Must be aseptic technique including assurance regarding the use of gown, gloves, mask, and sterilized instruments.  Include name, dose, and route of any intra-operative analgesia, antibiotic or other drug.  
· DO NOT REPEAT INFORMATION ALREADY PROVIDED ABOVE.
     

14g.	Describe post-operative care procedures, including plan for frequency of monitoring by laboratory personnel, suture removal, supportive care, analgesia, special feeding, etc.  
     

15a.   PLANNED ENDPOINT/EUTHANASIA:  State the time point or other criterion in the experiment at which euthanasia will occur for each animal or experimental group if the study goes as planned. 
· If this has been provided in 13a, please refer reader back to that section.  Save method of euthanasia for 15d.
· NOTE: Please note that if any animal dies while during the study in any unplanned way without justification,  the whole protocol might be stopped or cancelled.
· NOTE: Animals should not be left to die on their own, END POINTS have to be determined here and animals have to be euthanized once reach end points (see question 15c).
     

15b.	If euthanasia is not required by the study, or for particular animals, indicate the possible disposition of the animals (e.g., adoption, transfer to another study). 
     

15c.	Give the health conditions and/or criteria under which early euthanasia or withdrawal of an animal from the study will be considered.  These include, but are not limited to, general signs of distress such as hunched posture, lethargy, anorexia, dehydration, rough hair coat etc. and/or those that are directly related to the experimental procedures (e.g. tumor ulceration, dislodged/unrepairable headcap, etc.).
     

15d.	Which method(s) of euthanasia will be used by laboratory personnel?  State how death will be verified before disposal.
     

15e. 	How should euthanized animals be handled when euthanasia is done during the absence of the team members? 
[bookmark: Check107]|_| Freeze
[bookmark: Check108]|_| Refrigerate
[bookmark: Check109]|_| Do not save
[bookmark: Check110]|_| Other:      

16a.	PAIN/DISTRESS:  Indicate in the table below the number of animals that will fall in each Pain/Distress category.  In addressing pain and distress, please consider all aspects of the study (e.g., surgery, phenotype of the animal, induced disease, tumor burden, behavioral procedures).  
· For protocols that involve more than one procedure, place animals in the category that pertains to the greatest degree of pain, distress and/or discomfort to which the animal will be exposed.
· Do not count an animal more than once.
· The total number of animals entered must agree with the total animals in question 12 unless the discrepancy is explained there.  

	Categories
	Examples
	Total Number of Animals 

	A—Procedures cause momentary, slight, or no pain/distress in absence of analgesia or anesthesia
	e.g., injections, euthanasia, blood collection, brief restraint, imaging
	     

	B—Procedures potentially are painful but anesthetics and/or analgesics are given
	e.g., surgery, blood collection by invasive routes
	     

	C—Procedures involve pain/distress that will not be alleviated by drugs
	e.g., toxicity studies, pain or stress studies, some disease models 
	     


*** Answer 16b and c below only if any animals fall into Category B or C. ***

16b.  Which procedure(s) or other elements in this protocol fit the definition of Category B and/or C as given in the chart above? 
     

16c.   Are there alternative methods to those named in 16b that could be used and would produce less pain and distress and achieve the same experimental purpose?  Please state approaches that might seem to be reasonable alternatives to the ones in 16b and explain why they will not accomplish the experimental objective with less pain/distress.
· Please provide references [consultation with an expert in the research area (give name/qualifications), scientific literature on the topic (cite article), and/or personal experience with the alternative method]. 
     

17.  BIOHAZARDOUS, OR CHEMICALLY HAZARDOUS AGENTS USED IN ANIMALS.  
· Use of certain recombinant or synthetic nucleic acids, infectious or other biohazardous agents requires approval from ACCU or Health, Safety & Environment’s Institutional Biosafety Office/Committee at KFMRC.

	Type of Hazardous Agent
	Yes
	No
	Name of Agent
	Approval
ACUC use only*

	BIOHAZARDS:  
	|_|
	|_|
	     
	     

	Recombinant or synthetic nucleic acids
	|_|
	|_|
	     
	     

	Bacteria, parasites virus or viral-based vectors or other pathogens
	|_|
	|_|
	     
	     

	Human tissues or cell lines
	|_|
	|_|
	     
	     

	CHEMICALS (e.g., lead, MPTP) that render the animal’s waste toxic 
	|_|
	|_|
	     
	     


NOTE:  If it is determined that an animal given the agent(s) named above has the potential to be hazardous to people (e.g., through exposure to its urine, feces or inhalation), you are required to label the cage, rack, or room door with an appropriate card or hazardous sign at the time of initial exposure and for the duration of hazardous effect.

18.   TRAINING & QUALIFICATIONS: Provide specific information on training and/or experience that qualifies each person to perform the procedures involving the species of animal in this protocol.
Note:  For protocols used only for Teaching/Training trainees ONLY do not need to be listed in question 18.  

	Role:
	Principal Investigator

	Last Name:
	    
	First Name:  
	                                                  M. Initial:      

	Degree(s) held.          

Specialty and/or major for each degree listed above.         

List procedures this person will be performing (can state “all” if appropriate).
     

Describe the person’s experience with the procedures and the species in this protocol.
     

If training and/or supervision of this person is necessary, who will be providing it?
     


	Approval (ACUC use): |_| Yes |_| No.
	





	Role:
	Primary Co-investigator (person delegated authority when PI is unavailable)

	Last Name:
	     
	First Name:  
	                                                  M. Initial:      

	Degree(s) held.         

Specialty and/or major for each degree listed above.        

List procedures this person will be performing (can state “all” if appropriate).
     

Describe the person’s experience with the procedures and the species in this protocol.
     

If training and/or supervision of this person is necessary, who will be providing it?
     


	Approval (ACUC use): |_| Yes |_| No.
	




	Role:
	|_| Co-Investigator  |_| Fellow |_| Student  |_| Faculty  |_| Staff  |_| Outside Collaborator  (Check all that apply.)

	Last Name:
	     
	First Name:
	                                       M. Initial:      

	Department:
	     
	Phone Number:
	     

	Address:
	     
	Bldg & Room:
	     
	Email Address:
	     

	Degree(s) held.             

Specialty and/or major for each degree listed above.       

List procedures this person will be performing (can state “all” if appropriate).
     

Describe the person’s experience with the procedures and the species in this protocol.
     

If training and/or supervision of this person is necessary, who will be providing it?
     

	Approval (ACUC use): |_| Yes |_| No.
	



	Role:
	|_| Co-Investigator  |_| Fellow |_| Student  |_| Faculty  |_| Staff  |_| Outside Collaborator  (Check all that apply.)

	Last Name:
	     
	First Name:
	                                       M. Initial:      

	Department:
	     
	Phone Number:
	     

	Address:
	     
	Bldg & Room:
	     
	Email Address:
	     

	Degree(s) held.             

Specialty and/or major for each degree listed above.       

List procedures this person will be performing (can state “all” if appropriate).
     

Describe the person’s experience with the procedures and the species in this protocol.
     

If training and/or supervision of this person is necessary, who will be providing it?
     

	Approval (ACUC use): |_| Yes |_| No.
	




	Role:
	|_| Co-Investigator  |_| Fellow |_| Student  |_| Faculty  |_| Staff  |_| Outside Collaborator  (Check all that apply.)

	Last Name:
	     
	First Name:
	                                       M. Initial:      

	Department:
	     
	Phone Number:
	     

	Address:
	     
	Bldg & Room:
	     
	Email Address:
	     

	Degree(s) held.             

Specialty and/or major for each degree listed above.       

List procedures this person will be performing (can state “all” if appropriate).
     

Describe the person’s experience with the procedures and the species in this protocol.
     

If training and/or supervision of this person is necessary, who will be providing it?
     

	Approval (ACUC use): |_| Yes |_| No.
	




	Role:
	|_| Co-Investigator  |_| Fellow |_| Student  |_| Faculty  |_| Staff  |_| Outside Collaborator  (Check all that apply.)

	Last Name:
	     
	First Name:
	                                       M. Initial:      

	Department:
	     
	Phone Number:
	     

	Address:
	     
	Bldg & Room:
	     
	Email Address:
	     

	Degree(s) held.             

Specialty and/or major for each degree listed above.       

List procedures this person will be performing (can state “all” if appropriate).
     

Describe the person’s experience with the procedures and the species in this protocol.
     

If training and/or supervision of this person is necessary, who will be providing it?
     

	Approval (ACUC use): |_| Yes |_| No.
	




19.  ASSURANCES:  Signature verifies that you accept these responsibilities.

|_| 	I assume responsibility for compliance with KFMRC, ACUC, as applicable, for work carried out under this protocol.

|_| 	I assume responsibility for providing each member of the laboratory who will perform procedures under this protocol with a 
final version of the approved protocol and require that they follow the procedures described.

|_| 	I assure that all individuals carrying out procedures described in this protocol will be experienced or trained appropriately in 
the procedures each will perform.

|_| 	I understand that ACUC at KFMRC is going to shutdown and cancel the protocol if it is proved without doubt at any time 
during the prosecution of the experiments in this protocol that any team member made any amendments without reference or 
approval from ACUC. I understand that this cancellation will be without any sort of obligation and I will be responsible for 
the consequences of these actions and breach of the conditions above.

 |_| 	I understand that any amendment for significant changes in this protocol must be approved by the KFMRC ACUC prior to 
their implementation. Exceptions may be authorized for a one-time basis by the appointed Research Animal Resources 
veterinarian but has to be reported to ACUC.

|_| 	I certify that I have determined that the research to be conducted under this protocol is not unnecessarily duplicative of 
previously reported research.

|_| 	I understand that no work can begin unless I have received a written approval from the Animal Care and Use Committee at 
KFMRC.


	Principal Investigator’s Signature:
	     
	Date:
	     



	KFMRC ACUC Chair's Signature:
	     
	Date:
	     









Please submit to the ACUC office:  
KFMRC, Animal House 
 To fax: (0126952076).
To email send to: kfmrc-ahrg@kau.edu.sa


Thank you.
KFMRC               ACUC	                Animal Protocol Form               Version 1.3               Revised  Jan.22.2017
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