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INSTITUTIONAL ANIMAL ETHICS COMMITTEE [IAEC]

IAEC PROTOCOL COVER SHEET

Date:  
From:
	Name of the Principal Investigator
	:
	

	Designation                                    
	:
	

	Emp. No
	:
	

	Department
	:
	

	Address for Communication               
	:
	

	
	
	

	
	
	

	Pin code
	:
	

	Extension No.	
	:
	


To
The Secretary-IAEC, Sri Ramachandra Institute of Higher Education and Research 

			Subject: IAEC – Proposal – Submission – Regarding
	Title of Project
	:
	 



Sir,
I am herewith submitting 1 original copy + 1 photocopy with one soft copy via sruiaec@gmail.com of the above proposal for approval at the ____ Session of the Institutional Animal Ethics Committee. 
Thanking you
Yours truly,
xxxxxxxxxxx
	Name and Signature of Principal Investigator




 (
To be filled by the IAEC-Secretary
Protocol Review #:………………………………………… Proposal Received on: …………………………………………
Proposal Category
 New Proposal
 Revised Proposal
 Proposal 
for Renewal/Extension
 Ph.D Provisional 
Registration at  SR
IHER
Last Session appeared and Date
NA
NA
Enclosure (If any)
  
 Self Funding
 Applied for funding
 Funding Sanctioned
 Consultancy
)




Form B (per rule 8(a))*

APPLICATION FOR PERMISSION FOR ANIMAL EXPERIMENTS


PART A Form B (per rule 8(a)* for Submission of Research Protocol (s)
Application for Permission for Animal Experiments
 Application to be submitted to the CPCSEA, New Delhi after approval of Institutional Animal Ethics Committee (IAEC)
Section- I

	1.
	Name and address of establishment




	

	2.

	Registration number and date of
Registration.



	

	3.
	Name, address and registration number of breeder from which animals acquired (or to be acquired) for experiments mentioned in parts B & C
	

	4.
	Place where the animals are presently
kept (or proposed to be kept).


	

	5.
	Place where the experiment is to be
performed (Please provide CPCSEA
Reg. Number)

	

	6.
	Date and Duration of experiment.


	

	7.
	Type of research involved (Basic
Research / Educational/ Regulatory/
Contract Research)
	


  
	Date
	Signature

	Place
	Name & Designation of Investigator



Section –II

Protocol form for research proposals to be submitted to the Institutional Animal Ethics Committee/ CPCSEA, for new experiments or extensions of ongoing experiments using animals. 

1. Project / Dissertation /Thesis Title:  


2. Principal Investigator/Research Scholar/Research Guide/Advisor

	S. No.
	Details
	Principal Investigator / Research Scholar / Ph D student
	Research Supervisor$
	Co.guide /Advisor$

	1. 
	Name 
	
	
	

	2. 
	Designation      
	
	
	

	3. 
	Dept/Div/Lab
	
	
	

	4. 
	Mobile No 
	
	
	

	5. 
	Experience
	
	
	

	6. 
	PhD registration No$.
	


$ Applicable for SRIHER PhD Student
3. List of names of all individuals authorized to conduct procedures under this proposal. 

	S. No
	Details
	1
	       2
		3

	1. 
	Name 
	
	
	

	2. 
	Designation      
	
	
	

	3. 
	Dept/Div/Lab
	
	
	

	4. 
	Extension No.
	
	
	

	5. 
	Experience
	
	
	



4. Funding source with complete address (Please attach the proof): 
 

5. Duration of the project: (IAEC approval is granted for one year)
a. Date of initiation (Proposed)	: 
b. Date of completion (Proposed)	: 
6. Describe details of study plan to justify the use of animals (Enclose Annexure)
(Please refer to the template attached herewith)

7. Animals required

	a
	Species / Common name
	

	b
	Age / Weight / Size
	

	c
	Gender (Male/Female)
	

	d
	Number to be used 
(year-wise break-ups and total figures need to be given)
	

	e
	Number of days each animal will be housed
	




8. Rationale for animal usage 
a. Why is animal usage necessary for these studies?
b. Whether similar study has been conducted on in vitro models? If yes, describe the leading points to justify the requirement of animal experiment.
c. Why are the particular species selected?
d. Why is the estimated number of animals essential?
e. Are similar experiments conducted in the past in your establishment?
f. If yes, justify why new experiment is required?
g. Have similar experiments been conducted by any other organization in
same or other in vivo models? If yes, enclose the reference.

9. Description the procedures to be used
a. Describe all invasive and potentially stressful non-invasive procedures that    
animals will be subjected to in the course of the experiments)
b. Furnish details of injections schedule Substances:
               	Doses :
               	Sites :
               	Volumes :
c. Blood withdrawal Details:
              	Volumes :
            	 Sites :
d. Radiation (dosage and schedules):
e. Nature of compound/Broad classification of drug/NCE





10. Does the protocol prohibit use of anesthetic or analgesic for the conduct of procedures? If yes, justify.

11. Will survival surgery be done?  
          If Yes, the following to be described. 
a. List and description of all such surgical procedures (including methods of asepsis)
b. Names, qualifications and experience levels of operators 
c. Description of post-operative care 
d. Justification in major survival surgery is to be performed more than once on single individual animals.
12.  Describe post-experimentation procedures.
      a. Scope for Reuse:
b. Rehabilitation (Name and Address, where the animals are proposed to be rehabilitated) :
c. Describe method of Euthanasia. :
d. Method of carcass disposal after euthanasia.

13. Describe animal transportation methods if extra-institutional transport is    
       envisaged. 

14. Use of hazardous agents (use of recombinant DNA-based agents or potential human pathogens requires documented approval of the Institutional Biosafety Committee (IBC). For each category, the agents and the biosafety level required, appropriate therapeutic measures and the mode of disposal of contaminated food, animal wastes and carcasses must be identified). 
           If, your project involved use of any of the below mentioned agent, attach copy of                    
           the approval certificates of the respective agencies:

         (a) Radionucleotides (AERB)
         (b) Microorganisms / Biological infectious Agents (IBSC)
         (c) Recombinant DNA (RCGM)
         (d) Any other Hazardous Chemical / Drugs




Investigator’s Declaration


1. I certify that the research proposal submitted is not unnecessarily duplicative of previously reported research.

2. I certify that, I am qualified and have experience in the experimentation on animals.

3. For procedures listed under item 10, I certify that I have reviewed the pertinent
scientific literature and have found no valid alternative to any procedure described herein which may cause less pain or distress.

4. I will obtain approval from the IAEC/ CPCSEA before initiating any changes in this study.

5. I certify that performance of experiment will be initiated only upon review and approval of scientific intent by appropriate expert body (Institutional Scientific Advisory Committee / funding agency /other body).

6. I certify that I will submit appropriate certification of review and concurrence for studies mentioned in point 14.

7. I shall maintain all the records as per format (Form D) and submit to Institutional Animal Ethics Committee (IAEC).

8. I certify that, I will not initiate the study before approval from IAEC/ CPCSEA received in writing. Further, I certify that I will follow the recommendations of IAEC/ CPCSEA.

9. I certify that I will ensure the rehabilitation policies are adopted (wherever required).


Signature
                          
                                                                                                              
Name of Investigator
            Date: 
 
 





DECLARATION FROM THE GUIDE/HEAD OF THE INSTITUTE

                  
I certify that the project entitled “_________________” submitted by Mr. _______________ for IAEC proposal at Sri Ramachandra Institute of Higher Education and Research is for the purpose of Teaching Practical Class/Department Basic research/ Seeking Grants to funding Agency/ Funded project/ Doctoral program / Consultancy Services. I understand that, he/she shall use the protocol described in this application as a basis for the above said purpose and it is my responsibility to ensure that the description of animal use in the research proposal, is identical in belief to that contained in the IAEC review application.
Herewith, I also assure that the scientist from CEFTE involved in the design and conduct of this research work will be duly acknowledged in project report/thesis and publication if any.







Signature of the Guide/Head of Department/Institute:
Date with Seal:





ANNEXURE

1. Project/Dissertation/Thesis Title		:
2. Name of the Investigator			:
3. Address, Mob No and Email ID		:

4. Objective of the Study 				:
5. Test Item Details				:
6. Test System Details				:
Species
Strain
Sex
Body Weight
Age at starting of dosing
Source
7. Acclimatization					:
8. Randomization					:
9. Identification of Animals 			:
10. Grouping Design				:

	Groups
	Treatment
	Number of Animals
	From
	To

	1
	Control (Vehicle)
	
	
	

	2
	
	
	
	

	3
	
	
	
	

	4
	
	
	
	



11. Animal Husbandry
	1. 
1. 
1. 
[bookmark: _Toc68712172][bookmark: _Toc68704938][bookmark: _Toc68704790][bookmark: _Toc22058325]
	[bookmark: _Toc446429977][bookmark: _Toc450390710][bookmark: _Toc452386325][bookmark: _Toc456565231][bookmark: _Toc457461738][bookmark: _Toc457462281][bookmark: _Toc457467295][bookmark: _Toc457467722][bookmark: _Toc459803959][bookmark: _Toc463432149][bookmark: _Toc479850415][bookmark: _Toc3544866][bookmark: _Toc3546598][bookmark: _Toc3548504][bookmark: _Toc3561322][bookmark: _Toc22046948][bookmark: _Toc22047965][bookmark: _Toc22057597][bookmark: _Toc22058326][bookmark: _Toc68704791][bookmark: _Toc68704939][bookmark: _Toc68712173][bookmark: _Toc78191174][bookmark: _Toc80795239][bookmark: _Toc85573512][bookmark: _Toc85573666][bookmark: _Toc85891414][bookmark: _Toc86173647][bookmark: _Toc86356732]Environmental conditions
	:
	Temperature, humidity and air exchange to be  maintained in the range of 19-23°C, 30- 70% and 12-15 air changes per hour respectively. The animals to be maintained with photoperiod of 12 h artificial light and 12 h dark.

	[bookmark: _Toc68712174][bookmark: _Toc68704940][bookmark: _Toc68704792][bookmark: _Toc22058327][bookmark: _Toc22057598][bookmark: _Toc22047966][bookmark: _Toc22046949][bookmark: _Toc3561323][bookmark: _Toc3548505][bookmark: _Toc3546599][bookmark: _Toc3544867][bookmark: _Toc479850416][bookmark: _Toc463432150][bookmark: _Toc459803960][bookmark: _Toc457467723][bookmark: _Toc457467296][bookmark: _Toc457462282][bookmark: _Toc457461739][bookmark: _Toc456565232]
	[bookmark: _Toc446429978][bookmark: _Toc450390711][bookmark: _Toc452386326][bookmark: _Toc456565233][bookmark: _Toc457461740][bookmark: _Toc457462283][bookmark: _Toc457467297][bookmark: _Toc457467724][bookmark: _Toc459803961][bookmark: _Toc463432151][bookmark: _Toc479850417][bookmark: _Toc3544868][bookmark: _Toc3546600][bookmark: _Toc3548506][bookmark: _Toc3561324][bookmark: _Toc22046950][bookmark: _Toc22047967][bookmark: _Toc22057599][bookmark: _Toc22058328][bookmark: _Toc68704793][bookmark: _Toc68704941][bookmark: _Toc68712175][bookmark: _Toc78191176][bookmark: _Toc80795241][bookmark: _Toc85573514][bookmark: _Toc85573668][bookmark: _Toc85891416][bookmark: _Toc86173649][bookmark: _Toc86356734]Housing
	:
	Animals to be housed in polypropylene cages covered with stainless steel grid top. Dedusted and autoclaved paddy husk was used as bedding material. Bedding material to be changed on alternate days. Animal to be housed as group (less than or equal to 1kg/cage)..

	[bookmark: _Toc68712176][bookmark: _Toc68704942][bookmark: _Toc68704794][bookmark: _Toc22058329][bookmark: _Toc22057600][bookmark: _Toc22047968][bookmark: _Toc22046951][bookmark: _Toc3561325][bookmark: _Toc3548507][bookmark: _Toc3546601][bookmark: _Toc3544869][bookmark: _Toc479850418][bookmark: _Toc463432152][bookmark: _Toc459803962][bookmark: _Toc457467725][bookmark: _Toc457467298][bookmark: _Toc457462284][bookmark: _Toc457461741][bookmark: _Toc456565234]
	[bookmark: _Toc456565235][bookmark: _Toc457461742][bookmark: _Toc457462285][bookmark: _Toc457467299][bookmark: _Toc457467726][bookmark: _Toc459803963][bookmark: _Toc463432153][bookmark: _Toc479850419][bookmark: _Toc3544870][bookmark: _Toc3546602][bookmark: _Toc3548508][bookmark: _Toc3561326][bookmark: _Toc22046952][bookmark: _Toc22047969][bookmark: _Toc22057601][bookmark: _Toc22058330][bookmark: _Toc68704795][bookmark: _Toc68704943][bookmark: _Toc68712177][bookmark: _Toc78191178][bookmark: _Toc446429979][bookmark: _Toc450390712][bookmark: _Toc452386327][bookmark: _Toc80795243][bookmark: _Toc85573516][bookmark: _Toc85573670][bookmark: _Toc85891418][bookmark: _Toc86173651][bookmark: _Toc86356736]Diet
	:
	Animals to be provided ad libitum with standard rodent pelleted feed. Feed to be procured from approved vendors.

	[bookmark: _Toc68712178][bookmark: _Toc68704944][bookmark: _Toc68704796][bookmark: _Toc22058331][bookmark: _Toc22057602][bookmark: _Toc22047970][bookmark: _Toc22046953][bookmark: _Toc3561327][bookmark: _Toc3548509][bookmark: _Toc3546603][bookmark: _Toc3544871][bookmark: _Toc479850420][bookmark: _Toc463432154][bookmark: _Toc459803964][bookmark: _Toc457467727][bookmark: _Toc457467300][bookmark: _Toc457462286][bookmark: _Toc457461743][bookmark: _Toc456565236]
	[bookmark: _Toc456565237][bookmark: _Toc457461744][bookmark: _Toc457462287][bookmark: _Toc457467301][bookmark: _Toc457467728][bookmark: _Toc459803965][bookmark: _Toc463432155][bookmark: _Toc479850421][bookmark: _Toc3544872][bookmark: _Toc3546604][bookmark: _Toc3548510][bookmark: _Toc3561328][bookmark: _Toc22046954][bookmark: _Toc22047971][bookmark: _Toc22057603][bookmark: _Toc22058332][bookmark: _Toc68704797][bookmark: _Toc68704945][bookmark: _Toc68712179][bookmark: _Toc78191180][bookmark: _Toc80795245][bookmark: _Toc85573518][bookmark: _Toc85573672][bookmark: _Toc85891420][bookmark: _Toc86173653][bookmark: _Toc86356738]Water
	:
	Potable UV treated water to be provided ad libitum in autoclaved bottles. Water bottles to be changed on daily basis.



12. Methods/Procedure

· Justification for Selection of dose level
· Justification for the route of administration
· Preparation of Animals, if any
· Preparation of doses/dosing
· Test Item Administration procedure – frequency and period

13. Observation/Evaluation
· General Observation/Clinical Observation – Frequency and  period
· Signs of Toxicity : 
· Morbidity /Mortality:
· Body Weight monitoring, Feed and Water Consumption
· Clinical pathology 
· Hamatology, Serum Biochemistry etc
· Blood collection – Procedure, Site, volume and frequency etc
· Anatomic Pathology – 
· Necropsy procedure 
· Gross pathology & Histopahtology
· List of Organs /Tissue samples to be collected  

14. References
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