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Medical research Institute
Ethics Committee

Research Template

Title:

Principal investigator:
Name:

Department:

Co-author(s)
Name:
Department:

Date of presentation on Department Council:
(A copy from Department Council document should be attached)
Brief introduction:

Subject & Study:
o Human Participant.
o Clinical Samples ........ oUrine oTissue o Blood
o Paraffin Blocks.
o Culture Cell line.

Ethical Consideration:

o Informed Consent will be taken from each Participants & approval of Ethics
committee of MRI will be obtained

o All personal data of the Participants or of the patients Paraffin Blocks will
be protected.
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Title:
Corresponding Author:
Corresponding Author Affiliations
Co-author(s):
Co-author(s) Affiliations
Theses:
Title of Protocol Supervisors’ name Affiliations Ethics committee

approval date

The co-Authors participated in the paper but not in the thesis:

Co-author(s) Affiliations

Role
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SAEs Institutional Animal Care

A

R And Use Committee (IACUC)

AlexU-IACUC

Alexandria University

Application Template for Approval to Use Animals in

Research and Teaching

Faculty/Institute: FILLED BY OFFICE ONLY
Student Name: IACUC Protocol Number
Phone: AU-
Email: Date Application Received:

Main Supervisor: Approval Period:

Name: From To
Phone:
Email:

1. General Data

Protocol Title

|:| Training
Category |:| Pilot study
[ ] Research

|:| 1 Year |:| 2 Years |:| 3 Years

*Protocol duration begins on the date of approval by the Alex U-
IACUC and continues for the period requested in this section.

Duration of Approval
requested?

Anticipated Start Date

[ ] New prtocol [ ] Re-Submission [ ] Related to

another protocol
Type of submission
(If Re-Submission or related to another protocol, please provide

its number......c.covvvvevenennen. )

This protocol for: [ Im.sc. [ ]Ph.D.
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[ ]Yes [ INo [ ] Pending

Is the protocol currently | Funding Source:

?
funded? [ ] Alexandria University [ ] Others (Please specify

Overview of protocol

Study Team Members

Student name

Name Position
Institution Department
Phone Email

Supervisors

Name Position
Institution Department
Phone Email

Has this protocol been peer reviewed by specialized scientific reviewing committee?

[ ]No [ ]Yes Date of Approval: .....cceevveininecienrcciecnene.

2. The objective(s), hypothesis and outcomes of this protocol

Please list the objective(s), hypothesis and anticipated outcomes of the project using lay language

Objective(s)

Hypothesis

Outcomes
and
significance

(benefits)

3. Background

Please provide adequate background with references that indicates the importance of the
proposed study.
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4. Justification of animal use and 3Rs

5.1 Requested animals

Species / Strain/ Weight range Sex Total

Source
Common Name Breed and/or Age (M, F) Number

In female animals, please check its reproductive status

[ ] Mature female [ ] Immature female
[ ] Pregnant female [ ] Lactating female
5.2 Replacement

5.2.1 Justification of Animal Use

Explain why animals are required for these studies, and why non-animal model
replacements, such as cell culture or computer modeling, cannot fully replace
animals:

5.2.2 Species — Specific Consideration

Is this a repetition of a previous study?

[ INo [ ]Yes

If Yes, please describe the previous work and justify why this needs to be repeated.

5.2.3 Justification of animal number
Provide a clear justification explaining the number of animals to be used.
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Did three Rs search determine any possible reduction? Statistical methods should
be described where possible.

Reduction Alternative Category

Experimental design [ ] Randomised [ ] Double blind [ ] Other (if other
please specify)

Sample size calculation [ ] Power calculation [ ] Reference[ ] PilotStudy[ ]Other
(if other please specify)

5.2.4 Animal Re-use Strategy
Does this protocol involve the re-use of any animals (more than one procedure applied for
unrelated experiments on the same animals and in the same project)?

|:| Yes |:| No

5.3 Refinement

Have you considered pilot studies?

|:| Yes

If Yes please explain:

If No please justify:

|:|No

5.4 Flowchart of experimental procedures and timelines.

5. 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.

Dose

(mg/kg body

Species Drug/Agent weight)

Vehicle Route Frequency Duration
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6. Collection of biological samples (blood*, body fluid, tissue, hair,
swap, tail clip, etc.).

Collected sample Site of Method of | Amount (size/ Frequency
collection collection volume) Collected | of
Collection(s)

7.Degree of pain severity

Based on the experimental design and manipulated procedures in this study. Please check ONLY

one box.

The most invasive or potentially painful procedure determines the pain severity level.

|:| No pain

|:| Minimum

|:| Moderate

|:| Severe

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

Are less painful or stressful alternative available?

|:| No |:| Yes

If yes, justify why they are not going to be used?

Describe the anticipated pain or distress for animals?

Describe how pain or distress will be monitored?

List who will monitor or observe animals?

40




Indicate the schedule of monitoring?

Animals in pain or stress

Describe the interventions and / or dose, frequency and type of anesthetic or analgesic drugs
or tranquilizers if pain or distress occurs.

Agent/Substance Drug Dosage Frequency Route of Administra

Anesthetic Agent

Analgesic Agent

Tranquilizers

Others

Does this protocol involve surgery?

[ ]Yes [ ]NO

If answer with Yes, complete the following section and if No, proceed to the following section.

9.1 Surgical procedures

9.2 Anesthetic, analgesic, antibiotic and other drugs used in pain management.

Agent/Substance Drug Dosage Frequency Route of Administre

Anesthetic Agent

Post-operative Analgesic

Antibiotic
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Others

9.3 Important Surgical Consideration.

a) Location (Room, Building) of surgery:
b) Pre-operative Care
- Describe any care given to the animals prior to the surgery: [e.g., fasting, sedation, pre-
operative physical exam or blood work, etc.].
- Describe how the level of anesthesia is assessed to be adequate to begin the procedure?
- Will animals be allowed to recover from anesthesia?

|:| Yes |:| NO

If the answer with Yes, will more than one major survival surgery be
conducted on each animals?

[ ]Yes [ ]NnO

If the answer with Yes, How many times? ( ).
Provide scientific justification for more than one major, survival surgery on each animal.
a) Aseptic Techniques

- Preparation of the surgeon: [e.g., surgical scrub of hands, donning surgical attire, sterile
gloves, etc.]

- Preparation of the animal: [e.g., clip fur, clean surgical site with antiseptics, use of sterile
drapes, application of eye ointment, etc.]

b) Sterilization of instruments

- Describe how instruments will be sterilized: [e.g., autoclave, glass bead sterilizer, chemical
sterilant, etc.]

- Will instruments be used in multiple animals? If so, describe how sterility will be maintained.

8. Humane Endpoints

What is the expected time course of the study? (i.e. how long are animals maintained from th
experimental manipulation until the end of the experiment or planned euthanasia).

What criteria, appropriate to the species, will 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.
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10.1 Experimental Procedures

Provide all proposed experiments and different measurements that will be applied on the
collected samples.

10.2 Euthanasia

(https://www.avma.org/KB/Policies/Documents/euthanasia.pdf).

[ ] Euthanasia is part of the study design

[ ] Euthanasia is NOT part of the study design

Methods of euthanasia*

Species

Method

Drug

Dose (mg/kg)/

For gas use%

Route

Anesthetic overdose

Decapitation under anesthesia or
tranquilization

Cervical dislocation (CD) under
anesthesia or tranquilization

Exsanguination/cardiac perfusion under
anesthesia

Other method (Please specify)

*If more than one method is used per species please list all methods.

10.3 Confirmation of Death in Animals

Exsanguination (cutting a major blood vessel)

Physical method (specify):

Other (describe below):
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9. Animal Housing

11.1 Animal Housing Requirements. (Select and check)

Specify intended Animal Housing Facility

Animal house of
Institute of Graduated
Studies and Research.

Animal Facility Supervisor

Housing [ ] Group [ ] Individual
Cage type |:| |:| IVC |:| Micro-
Micro Bedding Conventional |:| Special isolator
environment Feeding [ ] Normal [ special diet
Watering D Normal |:| Supplemented |:|.SpeC|aI
regime
[ ] Normal
[ ] special
regime
Temperature | [ | Ambient [ ] Other (Details.........cooverecuee... )
Macro Humu?lty [ ]Ambient [ ] Other (Details.........cooverecuee..c )
environment G
[ ]Normal [ ] Other (Details.........coovervcueee.c )

11.2 Animal disposition

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?

10. Safety

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, chemicals, laser or radiation)?

[ ]YES
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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.

Agent Method of Administration Method used to capture wastes

11. Technical /Training requests

Will researchers perform technical procedures on animals in addition to routine husbandry?

|:| Yes |:| No

If yes, please fill the following table:

Procedure Name of the researcher Training*

*Please explain how the researcher was trained to perform this procedure (Certificate,
personnel training, video......... )-

-Request for additional training.

|:| Yes |:| No

- Details

12. List of References
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Please keep this page as a single and separate page

INVESTIGATORS DECLARATION

Project title

|:| 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 8th Edition
2011 (the Guide).

|:| I/We understand that | must notify the IACUC of Alex. University through the amendment
process of any changes in the research use of the animals, including the changes of
personnel, the number of animals, species used, or procedures performed, and understand
that no additional procedures can be started without express prior approval from the IACUC.

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

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

Name Date Signature

Faculty Recommendation

Head of Department Signature Date

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

Designated reviewing members

Name Date Signature
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(2) gisa

ALEXU-IACUC Member of ICLAS
Institutional Animal Care and Use Committee
http://iclas.org/members/member-list

Review report
AU | Code of |yy mm | dd MS (1)- MD (2) Daily serial
faculty — research (3) - project (4)

Date of monthly meeting: /1202

Name of the researcher:

Name of Department :

Type of research: MS [ MD ] Promotion research [

Title of the research:

Reviewer report:
Accepted according to ethical standards of scientific research []

Accepted after correction [ not accepted [

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

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

Chairperson of local IACUC

Chairperson of AU-IACUC
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