PAGE  
	[image: image1.jpg]



	Mochtar Riady Institute 

for Nanotechnology 
Ethics Committee (MRIN EC)
	SOP/AS/010/2022/01.2
Effective date:

  02 February 2022  
Page 15 of 15

	
	Title: 

010. Submission of Protocol 

for Initial Review
	



Annex 1

Form  AF/AS/01-010/2022/01.2
PROTOCOL SUBMISSION FORM FOR THE USE AND CARE OF ANIMAL/ ANIMAL TISSUE IN RESEARCH/ TEACHING/ TESTING

To be filled by Principal Investigator 

Please fill out the form completely and return to the Secretariat of MRIN Ethics Committee (MRIN-EC), Jalan Boulevard Jendral Sudirman 1688, Tangerang 15810, Tel. +62 21 54210123, Fax. +62 21 54210110, Email: mrin.ec@mrinstitute.org
	Protocol Title: 


	Protocol number: (to be filled by Secretariat of MRIN EC)


STUDY TYPE: (Mark  “( “ whichever apply to the study)

· Research
    (  Testing
            (  Teaching
                    ( Pilot Study


· Others : …………………
.

CHARACTERISTICS of ANIMALS :

Age    :
............



Sex : ..................
Body Weight : ................. 
  
SPECIAL RESOURCE REQUIREMENTS (check all that apply):

( Intensive Care

( Isolation unit

( Surgery

( Special Housing
( Controlled substances (Narcotics/Psychotropics) 
( Others, specify : ................



IONIZING RADIATION USE (X-rays, radioisotopes, etc):


(  None


(  Study requirements



PROCEDURE USE:

(  Invasive

(  Non-invasive 

MULTI-SITE COLLABORATION: 
(  YES


(  NO

FINANCIAL DISCLOSURE:
(  YES


(  NO


INSTITUTE  RESEARCH  CONTACT


Name:…………………………………………………………………………………… 

                                                                                             
Address:
…………………………………………………………………………………
                                                                                             
Telephone:…………………………………………
                                                                                             

Fax:…………………………………………………

                                                                                             

E-mail:……………………………………………...
                                                                                             
PARTICIPATING INVESTIGATORS (add extra pages if necessary):

	First / Last Name
	Institution
	Telephone / Fax No.
	E-mail

	1.
	
	
	

	2.
	
	
	

	3.
	
	
	

	4.
	
	
	

	5.
	
	
	


Personal Qualifications
	First / Last Name
	Educational Back Ground
	Duties on the Research 
	Animal involvement

(Yes or No)
	Experiences involving animal subject

	1.
	
	
	
	

	2.
	
	
	
	

	3.
	
	
	
	

	4.
	
	
	
	

	5.
	
	
	
	


Abstract*
	


Aims*

	


Anticipated Outcome*

	


Mode of Intervention to the Animals*
	


Methodology (Synopsis of Study Design)*

	


Analysis method*

	


Timeline*

	


* indicates required field.  Describe in details (What , Where, When, How)
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	 Type of Research
	[image: image1.jpg]                                
                      Non-cooperation
     
                       National collaboration     
                      International collaboration
                       (Attach ethical approval from 
                      corresponding country)   

                       Involvement of foreign researcher 
                       (Attach approval from    
                       the State Ministry for Science and 
                      Technology)



	4     Description of the Study in brief: Mark whatever applied to the study.

      ( Used of tissue sample      ( Used of blood sample    ( Used of genetic materials          

      ( Multi center study            ( Screening                       ( Others : …................

	5
	Type of Proposal
	                  
                Initial Protocol

                 Modified Protocol


                Amendment Protocol
                  

	6
	Institution
	

	7
	Funding Resources
	

	8
	Total of Research Funding
	

	9
	Research Location 
	

	10
	Period of Research
	Start :
End :

	11
	Has this protocol been submitted to other Ethics Committee before
	Yes;               accepted              rejected
 No 
                        


	12
	Has this research protocol been discussed with animal research expert/ attending/ consulting veterinarian?
    
              Yes                                                       No


	13
	If yes, are there recommendations on proposed research protocol?


              Yes                                                       No 

(Attach recommendation if applicable)     
                                                        

	14
	Purpose of this project

Research                                                               Antibody Production
Teaching/ Training                  Breeding        
Animal/Veterinary Care              Other, please specify:
or Health Surveillance


	15
	Information on Research Animal Data:

	
	Animal Species :    

	Strain :
	Age :           
	Body Weight :


	
	Gender :

	Quantity :
	Animal Origin:

	16
	Animal Housing
(    )  Individual              (     )  Pair            (    ) Group

Provide justification for social animals to be housed individually
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	Information on Project

	
	a. Lay Summary                                                                                                    
Please describe the objective of study, and the experimental approaches to used that easily understood by non-scientists.


	
	c. How long will the animal be held for the project? 
Study Duration: .........(.............) month(s) (.....................-........................)
                            ..........(.............) year(s) (......................-.......................)


	
	d. Objectives
In non technical terms, state the objective of this protocol


	
	e. Hypothesis
State the hypothesis to be accepted or rejected


	
	g. Literature search 
You should provide the name of two or more data bases (e.g. pubmed,  AWIC, Science Direct, etc) search for alternatives to animals, alternatives to painfull procedures and unnecessary duplication of experiments



	
	Databases searched
	Date of search
	Years covered
	Key Words
	Number of hints

	
	
	
	
	
	

	
	
	
	
	
	

	
	Result of search :



	
	h. Project Description and Procedures
Please describe all procedures carried out on each animal species/ tissue, including experimental design and methods in detail


	18
	Ethical Consideration

	
	a. Species Justification
Please describe the characteristic of this animal model that makes it the most appropriate for the study (e.g. size, previous data, unique physiological characteristics, supported by reference if possible, or based on experience).  And, please explain if there is no alternative model, other than the use of animal described above for this research.


	
	b. Animal Number Justification
Please, explain how the number of animals were determined and explain statistical methods used, if applicable.


	19
	Animal Use Procedures

	
	a. Anesthesia
a.1. Will any of the animal procedures in this protocol be conducted under anesthesia? 


(   ) No (Please continue to b)       (   ) Yes
Please complete the table below.  Please include anesthetic, pre-anesthetic, sedation, or tranquilizing agent/ compound which will be used.
Drug (active compound)
Dose (mg/ kg BW)*
Route (IM/IP/SC/ID/PO)
* - For small animal dose can be given in mg/ 100gram.
- Unit in ml/ kg BW or other volume unit/ BW unit is not acceptable.  With exception, if only the concentration of the compound is explained. IU/ BW or Unit/ BW can be used for compound such as hormone or other compound generally known to use this unit. 
a.2. What is the frequency of anesthetic procedures in each animal?
a.3. What is the estimated duration of each anesthetic procedure?
a.4. Please explain how the animal will be monitored during anesthetic procedure, and how often


	
	b. Pain and Distress
b.1. Will any of the procedures, minimal 1, known potentially, cause more than 
 momentary pain and/ or distress?
(   ) No (Please continue to c)
(   ) Yes, Type of procedure: 
b.2. Please explain how the animal will be monitored?
b.3. Will analgesic agent/ pain relief be given prior/ during/ after this particular procedure.
(   ) No 
Please explain, and also state if analgesic agent is contraindicated for the study result. 
(   ) Yes

Please complete the table below.
Drug 


Dose (mg/ kg BW)*
Route

Frequency and duration


	
	c. Administration of drug/ reagents/ vaccine/ cells/ agents/ substances, etc
Please explain any drugs or any agents or substances (other than anesthesia, pre-anesthetic, sedation, tranquilizing, and analgesia agents) that will be used in this study (including for experimental purpose or therapeutic, like antibiotic for post surgical, if any).
Drug 

Dose (mg/ kg BW)*
Route

Route

c.1. Is there any agents/ drugs known to be contraindicated/ cause to invalidate the 
data if administered to the study animal? (Including drug/ agent used for 

veterinary care purpose.)
(   )No (Please continue to d)
(   )Yes

Please listed.
c.2. Is there any non-pharmaceutical-grade chemicals and other subtances to be used on the animals?
(   )No (Please continue to d)
(   )Yes
The use of a non-pharmaceutical-grade chemicals or substances should be described and justified.


	
	d. Survival Surgery
d.1. Does this experiment involve surgery/ surgical procedures?
(   ) No (Please continue to e)
(   ) Yes, Please specify: 
(   ) Terminal (Non survival) (Please continue to e)  
(   ) Survival (Please complete the table below)
d.2. 
Experimental group (number of animal)
Number of major survival surgery per animal *
Number of minor survival surgery per animal **
Type of surgery


	
	e. Adjuvatants and Antibody Production
e.1. Will adjuvant or antibody production be part of this project? 
(   ) No (Please continue to f)

(   )Yes 
e.2. How will you monitor the animal and what category will be used to terminate the animal from the production?

	
	f. Behavioral Testing
f.1. Will behavioral testing be done in this project? 
(   )No (Please continue to g

(   ) Yes 
f.2. Will training the animal be required prior to data collecting? 
(   ) No




(   ) Yes  
f.3. Will food or water deprivation method be conducted? 
(   ) No (Please continue to g)

(   ) Yes 
Please explain the method of deprivation, amount given, and the monitoring of the animal. 


	
	g. Hazardous Agents
Radioactive, chemicals and biological agents
g.1.Will hazardous agents be used in this project? Or will any of the experimental procedures pose any health risk to staff or other animals?
(   ) No (Please continue to h)
(   ) Yes 
Please state specific dose, whether to be used on live animal or tissue, effect on animals, danger to humans, monitoring, precaution to protect personnel.
Name the agents: _______________________________________________
Chemical Formula (if applicable): _______________________________
Carcinogen: 

(   )Yes

(   ) No
Infectious agent:  
(   )Yes

(   ) No
Toxic chemical:
(   ) Yes
(   ) No
Other: please explain ____________________
g.2. Which Biosafety level of this procedure/ agent will apply? Please 
explain. (Please, refer to Reference)
g.3. Where is the procedure involving hazardous agents will be conducted?  
g.4. Please explain the restrictions, if any, to handle or discard this substance and 
  
animal waste.
g.5. Will Radioisotopes be used in live animals?
(   ) No (Please continue to h)
(   ) Yes (Please explain the half-life time).


	
	h. Blood sampling
h.1.Will blood collection procedure be required in this experiment?
(   ) No (Please continue to i)
(   ) Yes (Please complete the table below)
Experimental Group
Route
Volume (ml, or ml/kg BW)
Frequency


	
	i. Food and Fluid Regulation
 i.1.Will special diet be given for animal in this project?
(   ) No 
(   ) Yes (Please explain)
i.2.Will food or water deprivation method be conducted? 
(   ) No (Please continue to j)
(   ) Yes 
Please explain the method of deprivation, amount given, and the monitoring of the animal.


	
	j. Paralytic Agents
Will paralytic agent/ neuromuscular or similar blocking agent administration to the animal be used in this study?
(   ) No (Please continue to k)
(   ) Yes 
Please explain the necessity to use this agent, dose, frequency, and method to monitoring the depth of anesthesia.  No use of paralytic agents without anesthesia is allowed unless scientifically justified by the PI and approved by the IACUC.

	
	k. Euthanasia
k.1.Will any animal in the study undergo euthanasia? 
(   ) No (Please continue to l)
(   ) Yes 
k.2.Please describe the method of euthanasia (refer to AVMA Guidelines on Euthanasia).


	
	l. Study End Point
Will death of animal be used as an end point of study, instead of euthanasia?
(   ) No 
Please specify what is the projected end point or termination of the study for the animals?  Is euthanasia, or recovery expected; and what is the specific plan for determining when the animal experimentation phase will be stopped? Explain the plan for the disposition of surviving animals.
(   ) Yes 
Please provide justification, explain the method and frequency of monitoring to ensure that unnecessary pain or distress is prevented.


	
	m Prolonged Restraint
Will animal undergo prolonged restraint (more than 12 consecutive hours)? 
(   ) No (Please continue to n)
(   ) Yes 
Please explain the method of restraint (e.g. primate chairs, restraint boards, metabolism cages, e.tc.), frequency, and the duration. Also describe habituation procedures for the prolonged restraint.


	
	n. Tumor Transplantation or Induction
n.1.Will tumor development be expected to grow from any animal in this study? 
(   ) No (Please continue to o)
(   ) Yes 
Please explain the type, site, functional deficit, method and frequency of monitoring?  Also, please specify the end point use to terminate the animal from the study.


	
	o. Toxicity Testing
o.1.Will toxicity testing be conducted with any animals in this study? 
(   ) No (Please continue to p)
(   ) Yes 
Please explain the type of toxicity testing, the method and frequency to monitor the animal, and specify the end point to terminate the animal from the study.

	
	p. Collection of Tissue
Please identify the tissue will be collected from this study, and method (euthanasia (postmortem), surgery/ biopsy with or without opening body cavity).

	
	Adverse Effect/Humane Endpoint 

	
	If you expect any adverse effects (including pain and distress) of your procedures or stimuli on the animals (e.g. weight loss, fever, poor appearance, neurological deficits or behavioral abnormalities), please describe in the space below. Describe the conditions, complications and criteria (e.g. 20% weight loss, maximum tumor size, vocalizing, and lack of grooming) that would lead to euthanasia of an animal before the expected completion of the experiment. 

Note : if any unanticipated adverse effects not described below do occur during the course of the study, a complete description of those effects and any action taken in response to them must be submitted to the IACUC as an amendment to this protocol.

	
	Project Classification(*)

	
	
             A                          B                            C                              D                           E


	
	(*)

	
	A : Research on Invertebrates or Plants, Bacteria, Amoebas


	
	B: Vertebrates being bred, conditioned, or held for use in teaching, testing, experiment/research but not yet used for search purposes. 


	
	C: Research on Vertebrates involving no pain or distress beyond that expected on a momentary nature such as would occur with an injection, a deep palpation, grooming activities, etc. 

	
	D : Research on Vertebrae where stress and physical suffering is Inevitablewhere in anesthesia or analgesia will be administered to avoid or alleviate pain or distress. General anesthesia given for surgical preparations, or the use of analgesia or anti-inflammatory would be examples for this category.


	
	E:Research on Vertebrates where stress and physical suffering is inevitable. Where in anesthesia or analgesia will be administered to avoid or alleviate pain or distress. General anesthesia given for surgical preparations, or the use of analgesia or anti-inflammatory would be examples for this category
Category E Justification:
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	Document Requirements for Protocol Completeness (Tick (() box when appropriate 

20.1

Cover letter from referring institute

20.2

Proposal approved by advisor or institutional head  (Attach approval from authorized parties. Outline of research proposal should refer to guideline for PI 
20.3

Protocol Submission Form For The Use And Care Of Animal/ Animal Tissue In Research/ Teaching/ Testing with the following attachments
20.3.1
Approval from Attending /Consulting Veterinarian
20.3.2
Approval from Occupational Health & Safety Officer
20.3.3
Memorandum of Understanding between Researcher, Sponsor and Research Institution (For Research Cooperation)

20.3.4
Budgeting Details

20.3.5
Time line

20.3.6
Others (e.g. Workflow)
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	Assurances 


	
	


	TYPE OF INITIAL REVIEW:*
	ASSIGNED REVIEWERS:*

	☐ Exempted from Review 
☐ Expedited Review

☐ Full Board Review
	1.

2.

3.

	SIGNATURE:

                                                                               Date:…………………                                                      


MRIN EC Chairperson/Vice Chairperson/Secretary
*to be filled by MRIN EC Chairperson/Vice Chairperson/Secretary
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