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	Application for requesting approval of FU-IACUC for using 
animals in research and education





I. Personal data for the research team:

	Principal investigator

	Name
	
	Position 
	

	Institution
	
	Department
	

	Email
	
	Tel. No.
	

	Researcher (1)

	Name
	
	Position 
	

	Institution
	
	Department
	

	Email
	
	Tel. No.
	

	Researcher (2)

	Name
	
	Position 
	

	Institution
	
	Department
	

	Email
	
	Tel. No.
	

	Designated contact person for any required information concerning the application

	Name
	
	Position 
	

	Institution
	
	Dept.
	

	Email
	
	Tel. No.
	


II. English summary:

Provide simple and concise English summary presenting adequate background with references for the research proposal including the following (please write for each item separately): 

· The objectives of the proposed study.

· The common and scientific names of animals used in the study. 

· General description of the animal procedures included in the experimental design.

· An outline for the proposed animal manipulations and time-line for that manipulation.

· Type of treatment(s), doses, and specimen collection. 
III. Protocol information:
	Title of the research project
	Studies on the genetic improvement of tilapia fish

	Category
	         Research                      Education (Explain)

         Training                       Other (Specify)

	Type of protocol
	         M.Sc.          PhD            Students' project
Registration date:  Month     Day     Year

Example:                March      06        2022

         Research paper            Research project

	Type of submission
	        New               Resubmission

        Related to other protocol (Specify)


	Duration of approval requested
	           1 Year             2 Years              3 Years                       

            More   

 Duration begins on the date of approval.                

	Funding
	          Funded             No fund            Pending

	Source of fund (if applicable)
	       University fund         Other source (Specify)

	Reviewing the protocol
	          Reviewed (give details)         Not reviewed 

	Field of study
	        Behavior                        Cell biology 
        Immunology                   Biochemistry

        Toxicology                      Pharmacology

        Mol. Biology                  Physiology

        Emberiology                  Neurology

        Nutrition                        Drug developmnt
       Environment                  Other


IV. Research information:
	 Expected outcomes
	

	Hypothesis (No more than four lines)
	

	Significance of the research to other people supported with some recent references

	


V. Literature review:
	Use this space for literature review. The objectives of literature review are to: (1) assess that, the research is original and not repeated, and (2) assess the possibility of the 3Rs (Reduction, replacement and refinement) alternatives. 

According to the international guidelines, the minimum acceptable period of literature review is 10 years

	Type of search engine

	        PubMed                         Google Scholar
         Science Direct                Other  (specify)

	Date of review
	Day              Month                  Year
02                     02                      2021        (Example)                                              

	Time period covered for the review (in years)

	10 years

	Key words used in the literature review
	

	Synonyms and different spellings of key words


	


VI. Experimental design:
Animals should be used only if the researcher’s best efforts failed to find an alternative. It is required that instructors are obliged to implement the 3Rs (Replacement, Reduction and Refinement), when decide to use animals in education.
1- Animals' status:

	Species/
Common Name
	Strain/ Breed
	Weight range and/or Age
	Sex

(M or F)
	Total

Number
	Source

	
	
	
	
	
	

	Indicate the status of female animals

	    Mature
	        Immature
	Virgin
	Pregnant
	Lactating


2- Animal housing requirements:
	Caging (housing)

	Type/ species of animals
	

	Common and scientific name of the animal(s)
	

	Source of animals
	

	Cage type and dimensions
	

	Number of animals in
each cage
	

	Type of bedding
	

	Feeding and watering

	Type of diet
(Mark and explain)
	Normal      Diet     

	Watering
(Explain, if necessary)
	

	Housing environment

	Temperature in °C
(Explain, if necessary)
	                          

	Humidity
(Explain, if necessary)
	                              

	Aeration
(Explain, if necessary)
	

	Handling of animals
	


3- The 3Rs (Replacement, Reduction, and Refinement):
Replacement:

Replacement refers to methods that avoid or replace the use of animals.

(a) Justification of Animal Use:

(b) Specific Consideration on species:
Reduction:
Reduction refers to methods that minimize the number of animals required to achieve the aims of the work. 
Applicants must demonstrate that the minimum number of animals required to attain scientifically meaningful or statistically significant results will be used.

Reducing the number of animals used should not result in greater harm, including pain and distress, to the animals that are used.

(a) Define and justify the animal number and groups required (use diagrams/ tables). 
(b) Explain the experimental design and groups; state the number of animals in each group to illustrate how the total number of animals assigned to each one, in relation to the statistical analysis.
(c) Explain the statistical analysis method(s) to be used.
(d) Animal Re-use Strategy

If the protocol involves the re-use of any animals, explain taking into consideration, the following: 
	Note that: Animals may be re-used in the following conditions: 

· They are healthy and previously unused in an experiment.

· They previously used for breeding and that have undergone no invasive procedures (genotyping is not considered an invasive procedure). 
· They transferred from one protocol to another approved protocol for the purpose of immediate euthanasia by an approved method stated in the protocol. 
· They have been used for simple experimental procedures but in which no invasive or painful procedures have been performed (e.g. single blood draw or injection), with appropriate justification, animals that have undergone an invasive procedure may be reused for training of a non-survival procedure under an approved protocol.


Refinement:
Refinement refers to practices that reduce or eliminate the animals’ pain, stress and discomfort - not only during experimental procedures, but also in relation to the animals’ daily social and physical environments, as well.

(a) Conducting a pilot study (if yes, or no, please explain).
(b) Describe all procedures on the animals and how often they will be done. Surgery should be described here if applicable as it relates to the study design. 

(c) Experimental Agents.
	Experimental agents include investigational new drugs, placebos, tumor cells, stem cells, gene markers, tracers, radioisotopes, imaging contrast agents, viruses and other biological agents, etc. Add more rows, if you work on more than one species.

	Animal species
	Drug/
Agent
	Dosage  

(mg/kg body weight)
	Vehicle 
	Route
	Frequency
	Duration

	
	
	
	
	
	
	


4- Animal manipulation:
· Collection of biological samples:
	Blood, body fluid, tissue, hair, swap, tail clip, etc.

	Collected sample
	Site of collection
	Method of collection
	Amount collected
	Frequency of collection(s)

	
	
	
	
	

	State measures to be followed for the collected samples

	


· Pain severity:
Based on the experimental design and manipulated procedures in this study, please choose one of the following:
	Determination of pain severity

	        
       No pain
	Animals being bred, acclimatized, or held for use in teaching, testing, experiments, research, or surgery but not yet used for such purposes.  

	       Minimum pain
	Animals exposed to procedures with no/ or moderate pain or distress, and do not require the use of pain‐relieving drugs.

	       Moderate pain
	Animals exposed to potentially painful or stressful procedures for which they receive appropriate anesthetics, analgesics and/or tranquilizer drugs.

	       Severe pain
	Animals exposed to potentially painful or stressful procedures that are not relieved with anesthetics, analgesics and/or tranquilizer drugs.  

	The principle investigator required to document that alternative to procedures that may cause pain or distress to animals have been considered. 


· Monitoring of pain severity:
	Is it possible to use less painful or stressful alternative?           Yes              No

	If yes, justify why the other alternative is not used?

	Describe the anticipated pain or distress for animals:

	Monitoring of pain/ stress:

	Who will monitor pain/ stress, indicating schedule of monitoring?


5- Surgical operations:
If the protocol involves surgical operations, complete the following sections. 

· Describe pre-operation care given to the animals: e.g., fasting, sedation, pre-operative physical exam or blood work, etc.:
· Describe the preparation of the room:
· Describe the sterilization of instruments:

· Describe the preparation of the surgeon:

· Describe the preparation of the animals:

· Describe the sterilization of instruments (Aseptic Techniques):

· Describe how sterility will be maintained for multiple animals:
· Describe anesthesia (adequate to begin the procedure):  

· If animals allowed recovering from anesthesia, how many times major survival surgery will be conducted on each animal? Provide scientific justification.
· Post operative anesthetic, analgesic, antibiotic and other drugs used in pain management. 
	Substance
	Drug
	Dosage
	Frequency
	Route of adm.

	Anesthetic
	
	
	
	

	Analgesic
	
	
	
	

	Antibiotic
	
	
	
	

	Others
	
	
	
	


6- Humane Endpoints:
Some experimental manipulations or phenotype abnormalities can be expected to produce a degree of unavoidable pain, distress or illness in experimental animals. These adverse effects will be minimized or alleviated by choosing the earliest endpoints consistent with the scientific objectives of the research:
· Indicate the expected time course of the study (the period during which, the animals will be maintained from the first experimental manipulation until the end of the experiment or planned euthanasia).
· Criteria appropriate to the species, which trigger the decision to end the study, stop the procedure, or humanely euthanize an animal before the experimental objective is achieved, examples could include the following: a weight loss limit (not more than 20%) as a percentage of body weight, allowable durations of anorexia, ulcerative skin lesions.
7- Euthanasia: 
This must be answered even in a non-terminal study, where an animal may experience a Humane Endpoint not related to the research (i.e. in case of planned or unplanned, emergency, euthanasia. Methods of euthanasia must be listed as acceptable by the most recent Report of the American Veterinary Medical Association (AVMA) Guidelines on Euthanasia.

 https://www.avma.org/KB/Policies/Documents/euthanasia.pdf
Euthanasia is part of the study design:                    Yes
No


List all methods of euthanasia in the following table:
	Species
	Method
	Drug
	Dose (mg/Kg)
	Route

	
	Anesthetic overdose
	
	
	

	
	Decapitation under anesthesia or tranquilization
	
	
	

	
	Cervical dislocation (CD) under anesthesia or tranquilization
	
	
	

	
	Exsanguination/cardiac perfusion under anesthesia
	
	
	

	
	Other method (specify)
	
	
	

	Confirmation of death of animals (Mark with yes, specify when needed)

	
	Open chest inspection of the heart

	
	Exsanguination (cutting a major blood vessel)

	
	Physical method (specify):

	
	Other (describe):

	If you are using any one of the previous methods of euthanasia without using anesthesia, please provide scientific justification (with references if available) for why anesthesia cannot be used.  

	


8- Disposal of dead animals (please answer item by item):

· If animals are not to be euthanized at the completion of the protocol, please describe their ultimate use.      

· Identify and explain if any individual animal in this project will be used in any other project.  

Please state IACUC protocol number (if known) and justify its use.

· What will be the method of disposal of dead animals?
9- Safety (health risk):

Does this protocol involve the use of substances that may pose any health risk (infectious, carcinogenic or toxic) to humans and/ or animals (e.g. bacteria, viruses, fungi, parasites, cell lines, primary cells, tissue, fluids, blood, recombinant DNA, mutation, chemicals, laser or radiation)? 

Yes                                    No
If yes, please indicate the hazards that the agent(s) may pose to humans and/or animals and mention the precautions that will be followed to minimize health risk. 
10- Technical /Training requests: 

Will researchers perform technical procedures on animals in addition to routine husbandry? 
Yes                                    No

If yes, please fill the following table:
	Name of researcher
	Technical procedure
	Type of training

	
	
	

	
	
	

	
	
	

	
	
	


Please explain how the researcher was trained to perform this procedure (Certificate, personnel training, video………), FU-IACUC additional training.
VII. Genetically modified and cloned animals

Adapted from: National Health and Medical Research Council (NHMRC), Australia
This section has to be completed by individuals who only work on genetically modified and cloned animals.
Applications for genetically modified and cloned animals must still be subjected to specific conditions. Some information should be given, and some questions have to be answered for the Animal Ethics Committee (AEC) concerning generation of genetically modified animals. This includes: 

1- Is this a new genetically modified or cloned animal being created? 

· If yes, has it been done elsewhere? What checks have been made e.g. literature search etc? 
· Would it be more efficient to outsource this production? 

· If done elsewhere, it would reduce numbers if the genetically modified progeny were purchased from an existing colony as the initial breeding stock would not be required. 
2- Detail of the numbers of the breeding stock required producing the genetically modified progeny. This will be large in comparison to the number of animals with the correct phenotype or genotype that will be produced and must be included in the justification of the project, that is, the benefit of the research versus the impact on the animals. 

3-  Does the institution have the appropriate animal facilities? 

4- What is the genetic modification that is proposed?

· If experimental use of an already developed genetically modified strain, a phenotype report should be available that characterizes the modification and any known or expected adverse side effects and the care required to address these effects. 

· If a new strain, detail of the expected impact on the animal’s phenotype should be included. 

5- What special care, if any, is required for these animals? For example, if heart failure develops at six months of age as a result of genetic modification, will the animal be killed at five months before this occurs? That is, will there be defined humane end points? 
6- What monitoring systems will be put in place to detect any unexpected adverse effects to characterize the phenotype? 
Monitoring needs to detect events such as adverse impact, increased mortality and failure to thrive but should not be adversely invasive. It should aim to measure physical status, nutritional status and behavior and should include whole of life monitoring. In the case of a new strain, several generations should be monitored to ensure phenotypic stability. AECs need to balance these factors. 

7- Frequency of reporting to AEC for all adverse animal welfare events. 

8- Identify techniques for genotyping. 
Has the least invasive method been considered? If the less invasive methods are not possible, have the more invasive techniques been justified? For example: PCR analysis versus tail biopsy. 

9- Identify techniques for the generation of the genetically modified animal. 
10- Development of a phenotype report for a new genetically modified strain. This is essential and the researcher should outline a satisfactory method for accomplishing this.

11-  Determination of when the new strain becomes a ‘normal’ breeding colony, this requires AEC approval and factors to consider include: 
· Is the phenotype and genotype stable and well characterized?

·  Are there any special care requirements? 

· What is the environment that the animals will be exposed to? A phenotype stable in the laboratory may not be in the field.

·  What is the impact on the environment into which they will be placed? Will this affect the wild type if breeding occurs? 

12- Publication of information of the existence and characterization of a new genetically modified strain is essential to avoid duplication elsewhere.
VIII. List of references for the proposal
RESEARCHERS' DECLARATION
Project title

	Project title

Studies on the genetic improvement of tilapia fish


 
I/we the undersigned have read the Animal Care Guidelines and accept responsibility for the conduct of the experimental procedures detailed in this proposal in accordance with the guidelines contained in the Guide for the Care and Use of Laboratory Animals for Fayoum University, and 8th edition of the Guide for the Care and Use of Laboratory Animals, 2011.        
I/We understand and admit that, the IACUC of Fayoum University has to be notified with any change(s) in the research concerning use of the animals, including the changes of personnel, number of animals used, species, or procedures performed, and understand that no additional procedures can be started without prior approval from the FU-IACUC.

At the end of each year, an annual protocol report should be submitted to the FU-IACUC.

I/We (all investigators) confirm that the research team will comply with any other condition laid down by the Fayoum University Institutional animal and care and use committee.
	Name
	Signature
	Date

	
	
	

	
	
	

	
	
	

	
	
	

	Head of department
	Signature
	Date

	
	
	


N. B. If the protocol is resubmitted after response to FU-IACUC member's comments, please be sure that the resubmitted protocol is signed from the designated reviewing members.
Designated reviewing members:

	                Name
	         Signature 
	          Date

	
	
	

	
	
	

	
	
	


إقرار
أُقِرُّ أنا الباحث/ الباحثة .......................................................... وأشغل وظيفة...............

بقسم........................................... بكلية................. بجامعة................

بأن المُخَطَّطَ البحثيَّ المُعَنْوَن باللغة العربية:

.............................................................................................................................................................................................................................................................................................................................................................................................................................................

وباللغة الإنجليزية:

..............................................................................................................................................................................................................................................................................................................................................................................................................................................
والذي أتقدَّمُ به للحصول على موافقة لجنة رعاية واستخدام الحيوانات في التعليم والبحث العلمي بجامعة الفيوم، بأن هذا المُخَطَّطَ البحثيَّ لم يرق إلى بحث كامل أو جزء من بحث سبق نشرُهُ، أو تقديمُهُ للنشر بإحدى الدوريات أو المؤتمرات العلمية المحلية أو الدولية، قبل هذا التاريخ، سواءً في صيغة بحثٍ كاملٍ أو في شكل بوستر، كما أقر بأن هذا المخطط لم تبدأ الدراسة العملية فيه بعد، وهذا إقرار مني بذلك دون أدنى مسئولية على اللجنة.

المُقِرُّ بما فيه:

                                                               الاسم:







       التوقيع:







      التاريخ:
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FILLED BY OFFICE ONLY


Name of applicant: 


Date of application received:


Protocol No.: 


Approval date:
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�
  �
�






Declaration of no conflict of interest


I, the undersigned member/reviewer of FU-IACUC at Fayoum University, acknowledge that I have no kinship or relationship, with the applicants of any kind, for the research protocol that I have been authorized to review, and I'm not involved in any way.


Name:							Signature








Decision of the reviewer


Accept the protocol as its (YES   NO)


Accept the protocol after modifications (YES   NO)


The protocol is not accepted because:











Name and signature:
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