Standard Operating Procedures of Ethics Committee

K.G. Medical University U.P., Lucknow


Check List for submitting Research Proposals for clearance of Ethical Committee

PART I

1. Title of the Project
: ______________________________________________

  ______________________________________________


2. Investigator’s Name
: ______________________________________________


& Department

3. Source of Funding
: ______________________________________________ 

4. Check List:

	S. No.
	Particulars
	Yes
	No
	If No (Give Reason)

	a.
	Executive Summary (Proposal/Modification)
	
	
	

	b.
	New Proposal or Modification
	
	
	

	c.
	Informed consent form 
	(a) English
	
	
	

	
	
	(b) Hindi
	
	
	

	d.
	Budget
	
	
	

	e.
	Memorandum of Understanding (Industry Sponsored Projects)
	
	
	

	f.
	Indemnity Agreement                 (Industry Sponsored Projects)
	
	
	


5. Whether the project involves

5.1. Clinical trial with new drug(s) device(s) approved by DCGI

5.2. Clinical trial with existing drug(s) device(s) approved by DCGI

5.3. Clinical trial with traditional medicines from Ayurvedic/ Unani/ Homeopathy/ Tribal systems

5.4. None of the above

CAUTION NO DRUG/DVICE IS TO BE USED UNLESS APPROVED BY DRUG CONTROLLER OF INDIA
If answer to 5.1. is yes, kindly furnish evidence of experimental and clinical safety of the drug (Use separate sheets)

6. If the human material to be collected is human tissue specify the tissue (______ _______________________________)

6.1. It will be obtained by Operation/Biopsy/ Abortion /Autopsy Other  (Specify ___________________________________ ____________________________________________)


6.2. Whether the procedure required to obtain the tissue is otherwise indicated for the management of the patient 


6.3. Whether the project involves normal human tissue

If answer to 6.2 is yes please explain the full procedure and justify collection and use of material (Use separate sheets)


6.4. Will it be collected in amounts in excess of which would otherwise be collected for the management of patient

If answer to 6.4 is yes then specify the excess amount





………………….ml at a time





………………….ml total


6.4. (a) 
Will it be collected by extraperipheral venous puncture which would otherwise be required for the management of the patient

If answer to 6.4.(a) is yes then specify the total number of peripheral venous punctures (____________________)


6.4. (b) 
Will it be collected by a method which would otherwise not be required for the management of the patient?


  If answer to 6.4.(b) is yes then specify the method (______________________)

7.  Any other human material (Specify______________________________________) If answer to 7 is yes then answer 7.1. and 7.2. below

7.1. Specify the method of collection (_____________________________ ________________________________________________________)

7.2. Specify the amount to be collected (___________________________)



PART II

(DECLARATION BY THE PRINCIPAL INVESTIGATOR)

I hereby declare that:

1. Voluntary written consent of the human subject will be obtained.

2. In case of children and mentally handicapped subjects-voluntary written informed consent of the parents/guardians will be obtained.

3. The probable risk involved in the project will be explained in full details to the subjects/parents/guardians.

4. Subjects/parents/guardians will be at liberty to opt out of the project at any time.

5. I will terminate the experiment at any stage, if I have probable cause to believe, in the exercise of the good faith, skill and careful judgement required for me that continuation of the experiment is likely to result in injury, disability of death to the experimental subject.

Date: ____________

          

(Signature of Principal Investigator)

Deptt.______________________




PART III

(DECLARATION BY THE PRINCIPAL INVESTIGATOR/HEAD OF THE DEPTT.)
1. Is The Department/University ready to undertake the responsibility of the human subjects in case of injury?

If yes, then will it include

· Transportation charges

· Hospitalization charges
2. Do you think that the experiments are so designed that they would yield meaningful results that could not be obtained by the other method? 

3. Do you think that the animal experiments carried put support the need for clinical experimentation?


4. Do you think that the experiments would be conducted in a manner to avoid all unnecessary physical and mental suffering and injury?


5. Do you think the experiments have been planned in a manner so that the degree of risk to be taken would never exceed that determined by the humanitarian importance of the problem to be solved by the experiment?


6. Do you think that proper preparations would be made and adequate facilities provided to protect the experimental subject against even remote possibilities of injury, Disability or death;

7. Do you think that safeguards have been taken to see that the experimentation would be conducted only by scientifically qualified persons who possess the requisite competence, experience and qualities to carry out the research?
8. Does your project involve cloning and/or transformation experiments, infections and/or expression of genes in eukaryotic or prokaryotic   organisms and handling of infectious organisms?’ if yes; project needs review by Institutional Biosafety Committee of KGMU (Check on University Web site)
(Signature of Principal Investigator)


(Signature of Head of the Deptt.)









               With seal
Date of Receiving____________



      

                                                               (Signature) 
            On behalf of Research Cell
	


Standard Format for Executive Summary

to be submitted for Ethical Approval
(Up to 5 pages)
1. Title of Project:

2. Investigators (Name & Affiliation):

3. Collaborators (if any):

4. Potential Funding Agency:

5. Background and Brief Review of Literature with references:

6. Hypothesis and Objectives:

7. Study design and methods:

8. Intervention:

9. Setting:

10. Inclusion and exclusion criteria:

11. Sample size for primary outcomes:

12. Data Management and Analysis:

13. Ethical clearances:

14. Time Line:

Standard Format Informed Consent Form in English & Hindi


Title of Project:

Investigators (Name & Affiliation):
Contact details and signature of Principal-Investigator:
Collaborators (if any):
Potential funding agency:

Patient/Parent/Guardian Consent
PART 1
1. Purpose of the study

2. Study procedures

3. Risk from the study

4. Benefits from the study

5. Complications

6. Compensation

7. Confidentiality

8. Rights of the participants

9. Alternatives to participation in the study

PART 2

Patient/Parent/Guardian Consent
I have had the study explained to me and have read the contents of this form/had the contents of this form read to me. I have been given the opportunity to ask question and have them answered to my satisfaction.

I am willing for my child to be enrolled in the study

Name of subject:

Signature of Patient/Parent/Guardian:

Name of Patient/Parent/Guardian:

Date:

Relationship to subject :

Investigator’s statement:-

I, the undersigned have explained to the parent/guardian in a language she/he understands the procedures to be followed in the study and risks and benefits.

Signature of the Investigator:




Date:

Name of the Investigator:

Signature of the Witness:





Date:

Name of the Witness:
lwfpr Lohd`fr izi=

izkstsDV dk 'kh’kZd%

vUos’kd dk uke ,oa lEcU/k

vUos"kd dk dkUVsDV fMVsYl ,oa gLrk{kj

dksyscksjsVZl&;fn gS

QUfMx ,tsalh%

Hkkx &1 

1- v/;;u dk m)s”; &

2- v/;;u dh izfØ;k &

3- v/;;u esa Hkkx ysus ds tksf[ke &

4- v/;;u ls ykHk &

5- tfVyrk & 

6- {kfriwfrZ &
7- xksiuh;rk &

8- v/;;u esa Hkkx ysus okyksa dk vf/kdkj &

9- v/;;u es Hkkx ysus okyksa dk fodYi &

Hkkx &2
jksxh dh Lohd`fr
 eq>s v/;;u ds fo’k; esa le>k fn;k x;k gS vkSj eSus bl izi= dks Hkyh izdkj@izi= lquk fn;k x;k gSA eq>s iz”u ds volj fn;s x;s vkSj esjh larqf’V ds vuqlkj mRrj fn;s x;sA eS bl v/;;u esa lfEefyr gksus gsrq bPNqd gw¡A

v/;;u esa Hkkx ysus okys dk uke ,ao irk-------------------------------------------------------------------------------------
gLrka{kj----------------------------------------------------------------

fnuakd------------------------------------------------------------------

tkapdrkZ dk dFku
eS] fuEu gLrka{kj drkZ us jksxh dks mlds }kjk le>h tk ldus okyh Hkk’kk esa ] v/;;u ds rkSj rjhds] tksf[ke vkSj ds fo’k; esa le>k fn;k gSaA

tkapdrkZ ds gLrka{kj -------------------------------------                 fnuakd--------------------------------------

tkapdrkZ dk uke--------------------------------------

lk{kh ds gLrka{kj ------------------------------------                    fnuakd--------------------------------------

lk{kh dk uke----------------------------------------
ANNEXURE – 7
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