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	Consent forms (CF) in English and/or Hindi required in any other language) 
	
	
	
	

	8.
	Ethics Committee clearance of other institutions (in case of collaborative projects)
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PROFORMA

(9 hard copies and a soft copy required)

A. Identification Details:

	*IERB Code No. (To be filled by the IERB Office)
Study/ Protocol No. (by PI):

	Status of review:          New [  ]                              Revised [  ]                         Resubmission [  ]

	Title of proposal:  

……………………………………………………………………………………………………...

……………………………………………………………………………………………………...

Funding of project:          Intramural [  ]                     Extramural   [  ]           Non Funded  [  ]             

Collaborative [  ]                     Other [  ]
Type of project:           International   [   ]                                              National [  ]                                              




B. Investigator(s) Details: 
	Investigator (s)**
	Name, designation & qualifications
	Departmental Tel No. (s) & E-mail ID
	CV 

(Annex.-I)

	1. PI/Guide 
	
	
	

	2.Co-PI/Co-Guide/ Collaborators
	
	
	

	3.


	
	
	

	4.


	
	
	

	5. 


	
	
	


** One page curriculum vitae of all the investigator(s) or of the student (D.Phil.)  (Annexure-I) 
C. Study Related Information:

	1. Type of study:   Interventional   [ ]             No Intervention  [  ]

If there is an Intervention, please specify:

	2. No. of participants: 
3. Duration of study: 

4. Details of Visits and Duration of Experiments
No. of Expts.
Duration of Expts.                    (in mins. for each)
No. of visits of participants
Interval of visit

(days/months)
Total duration

(mins.)
Give a little more space



5. Nature of study:  Human subjects [  ]      Human tissues/body fluids [  ]    

6. Place of study (Name): 
(a)   AU [  ]               Single  Center (other than AU) [  ]                   Multi Center [  ]

(b)   If other than AU, then give name(s), address (s) of the Institution/University and their respective roles

	S. No
	Name
	Address
	Role

	1
	
	
	

	2
	
	
	

	3.
	
	
	


D. Details of participants of study:  

	1. Total no of participants: 



	2. Age group: 


	3. Type of participants and their numbers:

Healthy volunteers                                          Special Groups (Pl specify the group)

                                                                        (Such as Patients, Meditators, etc)

	4. Will subjects from both sexes be recruited:      Yes [  ]                 No[  ]



	5.  Inclusion/exclusion criteria given:

(Pl write details in project proposal form)              Yes[  ]             No[  ]



	6. Use of Vulnerable participants:                         Yes[  ]                          No[  ]

(If Yes tick the appropriate boxes and refer to guidelines for ethical practice in psychological research and ICMR guidelines 2006)

Pregnant Women [  ]          Children (under18)[  ]          Elderly[  ]            

Illiterate[  ]        Physically challenged [  ]          Terminally ill [  ]               Seriously ill [  ]

Mentally challenged [  ]      Economically & socially backward [  ]     Any other [  ]

People with learning or communication difficulties [  ]

a. .If physically challenged used, please mention the  type (More Space needed?
b.  If mentally challenged, mention the type

c.  If people with learning or communications difficulties, then mention the type 

    (How will above challenge be managed? Give a small paragraph as enclosure)




E. SAE (Severe Adverse Events) monitoring: 

a. Is there a plan for reporting of adverse events?   Yes [  ]   No   [  ] If yes, what is the plan (give as enclosure)
b. Provision of travel/treatment due to injury out of study     Yes [  ]          No [  ] 

      If yes by Institution [  ]    Insurance company   [   ]   Any other [  ]

F.   Details of sample collection (If no sample is collected, move to next section G)
	A.
	Regarding sample collection
	

	1.
	Collection of organs or body fluids or blood. 

If yes, please specify 

Type:                    Amount each time  ml
         Total_ 
ml

No. of times in 2 week 

	Yes [  ]       No   [  ]

	2.
	Use of pre-existing/stored/left over samples. If yes, please specify
	Yes [  ]       No   [  ]

	3.
	  Proper disposal of material
	Yes [  ]       No   [  ]

	4.
	Special situation:  

I. Will any sample collected from the patients be sent abroad?

    (a)     If yes, give details and address of collaborators:

     Sample will be sent abroad because (Tick appropriate box)

     Facility not available in India                       [  ]

     Facility in India inaccessible                        [  ]

     Facility available but not being accessed     [  ]

     If so, reasons                                                                        
_________________________________________
__________________________________________________

  (b) If so necessary clearance been obtained 

II. Collection for banking/future research    Yes---- No----                                           
	Yes [  ]   No  [  ] 

Yes [  ]       No   [  ]

Yes [  ]       No   [  ]


G.  Participant Information Document (PID) and Consent Form:
	1. Consent         *Written     [  ]             Oral [  ]                          Other  [  ]

Participant  Information documents and consent form attached: (Tick the included elements)

Understandable language    [  ]                                         Alternatives to participation [  ]

Statement that study involves research  [  ]                       Confidentiality of records [  ]

Sponsor of study     [  ]                                                      Contact information [  ]

Purpose and procedures [  ]                                           Statement that consent is voluntary  [  ]

Risks & discomforts  [  ]                                                   Right to withdraw [  ]

Benefits  [  ]                                                                      Benefits if any in future [  ]

Consent for future use of biological material  [  ]
Translation of Participant Information Document (PID) in local Language [  ]

2. If healthy volunteers, PID for them attached Yes [  ]  No [  ]                                                                                           
3. If participant is a child, PID for parent  Yes [  ]         No [  ]                                                                                            
4. PID and Assent form for minor child (8-18 yrs) Yes [  ]     No [  ]                                                                                         
5. Consent form in English [  ]                                      Local Languages [  ]

     (For participant/healthy volunteer/parent/legal guardian)

6.Who will obtain consent          PI-Co-PI [  ]                                            Research Scholar[  ]

                                                      Research Staff [  ]                                  Any Other [  ] 

*It written consent is not obtained, give reasons ………………………………………………




	H.  Will any advertising be done for recruitment of participants/healthy volunteers? 

      Yes [ X ]           No[  ]  in Centre/Department Notice Boards  (???)                                                                                                           
            If so, then by (Posters, flyers, brochure, websites- if so attach a copy)



I. Risk and benefits:

	1. Is there physical/social/psychological risk/discomfort?
     If yes, minimal or no risk [  ]

     More than minimum risk [  ]

     High risk   [  ]

2.  Is there benefit      a) To the subject?               Yes [  ]             No [  ]                                                                                                                     
                                     b) To the Society           Direct [  ]                  Indirect [  ]

3. Do you think that risk is in commensurate with the benefits to be accrued by participants/ Community/country?     Yes [  ]       No [  ]
4. Please identify the ethical issues involved in your study.
Methods are used which are not injurious to mental health and have been commonly used in other studies in the field. Appropriate debriefing will be provided regarding the measures used in the study after the study.




	M. Do you have conflict of interest?              Yes [  ]                      No [  ]                                                                                              
    (Financial /Non financial)

    If yes, specify ------------------------------------------------------------------------------------------------             



Signatures of PI 

Name: 

Date: 

Signature of Co-PI

Name:

Date:
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Project details

(9 hard copies and a soft copy required)

PART –I: GENERAL INFORMATION 

Project Title: 

Principal Investigator’s Name: 

Undertaking by the Principal Investigator

1. I confirm that I will initiate the study only after obtaining all regulatory clearances.

2. I will not implement any deviation from the approved protocol without prior consent of the sponsor nature (??) and it will be intimated to the IERB at the earliest.

3. I confirm that the Co-PI and other members of the study team have been informed about their obligations and are qualified to meet them.

4. I will personally supervise the study and ensure that requirements of obtaining informed consent and other ethical requirements under national regulatory and IERB guidelines are adhered to.

5. I will maintain accurate and complete record of all cases in accordance with Good clinical practice (GCP) provisions and make them available for audit/inspection by IERB, regulatory authorities, sponsors or their authorized representatives.

7. I will inform the IERB and the sponsors of any unexpected or serious adverse event at the earliest and definitely within seven days of its occurrence.

8. I will maintain confidentiality of the identity of all participating subjects and assure security and confidentiality of study data.
9. I and my colleagues will comply with statutory obligations, requirements and guidelines applicable to such clinical, as well as,  non-clinical studies.

10. I will inform IERB if there is change in funding agency/status.
11. I will inform IERB of the date of starting of the project within 2 weeks of initiation of the study and submit annual progress reports and final report to Member Secretary, IERB within 4 weeks of the due date.
Signature of PI:

Date:

Forwarded by HOD: Head of department will be responsible for periodic monitoring of the project).
The Departmental Review Committee has reviewed the project __________________________ submitted by __________________________ Principal Investigator from my department. I endorse the project and have no objection ‘for submission for consideration by Ethics committee’. I concur with the participants / investigators included in the study.
Signature of Head

Date: 
PART –II TECHNICAL DETAILS OF THE PROJECT: 
Project Summary:

Aim (s) and objectives, justification for study, Introduction and background, methodology describing the potential risks and benefits, expected outcome, measures, analysis and whether it is of national significance with rationale (attach sheet with Maximum 500 words)

Kindly attach a copy of the original project if already funded.

Key words (at least 5):
Specific objectives: (in bulleted form)

Work Plan methodology/ experimental design to accomplish the stated aim:
1. Participant Selection: (write following points)

Details of participants, How they will be recruited

Place from where they will be recruited. 

Exclusion and inclusion criteria

2. Details of Costs and Compensation to Subjects: If the project involves study on human subjects and recruitment of healthy volunteers then describe if travel cost/compensation for their daily wages will be provided. Information on payment for participation or any other experiment related payment should be provided. If there is compensation for unpleasant or risky events, provide details of that compensation. For research carrying more than minimal risk, provide information regarding what, if any, medical treatment or compensation will be available to the subject if she/he is injured as a result of participating in this study. Describe in detail the safety of proposed intervention. For research involving more than minimal risk/vulnerable subjects/special group subjects, an account of plans to provide medical therapy for such risks or injury during study should be included.
3. Risks: Describe any potential physical, psychological, social or legal risks to subjects.  Assess the likelihood and seriousness of those risks.  If the methods of research create potential risks, describe how they will be handled.
4. Benefits: Describe the anticipated benefits of the research to the individual subjects, to the particular group or class from which the subject population is drawn.  If there is no direct benefit to the subject, state so.  Describe what, if any, societal/scientific benefits can be expected from the study.  
5. Disclosure of Personal and Financial Interest in the Research Study and/or Sponsor:  The investigator must disclose any personal and financial interests in the research as well as the extent of personal and financial interest in the sponsor. 
6. Obtaining Informed Consent:  Describe the setting in which the consent process will take place. Include a complete list of individuals (include title) who will obtain written informed consent. Any person designated to obtain consent must be fully knowledgeable of all details of the procedure/protocol and be able to answer any questions from subjects, such as risks or alternative treatments and therapies. If the investigator is requesting a waiver from obtaining informed consent, or any of the required elements of informed consent, justification must be provided.
7. Storage and Maintenance of Data: Provide details where the data will be stored and who will be responsible for its maintenance.
8. Maintenance of Confidentiality: Address procedures for maintaining privacy and confidentiality during the recruitment and study period, as well as after the study has been completed.
9. Other Ethical Issues:
Signature of PI:

Date:
Document (PID) in English
	Guideline for preparation of the participant information document

	While submitting your project report to the Institutional Ethics Review Board, ensure that you have included participant information document and an informed consent form that is prepared as per ICMR ethical guidelines 2006, and the Declaration of Helsinki. The document is important because it enables the participants o make an informed choice. It also has got to be unique because no two research projects are identical. The participant information document (PID should include only those headings listed below which are relevant to that study. Any further information you wish to add, is your choice.

	1.
	Participant information document and a consent form in English and its Hindi equivalent(other languages , if needed)

	2.
	Font: Times New Roman

	3.
	Size: 12

	4
	All the consent forms must have Version No, Date, Page no in the footer

	5.
	Separate participant information document and consent form for participant/ volunteer/parents of children (minor) and information document and assent form for children (minor)


Potential recruits to your research/trial study must be given sufficient information to allow them to decide whether or not they want to take part. The Information Document should contain information under the headings given below, and preferably in the order specified. It should be written in simple, non-technical terms and be easily understood by a layperson. Use short words, sentences and paragraphs.

1.   Study Title
Is the title self-explanatory to a layperson? If not, an additional simplified title may also be included.

2.   Invitation Paragraph
You should explain that the participant is being asked to take part in a research/trial study. States:

―You are being invited to take part in a research/trial study. Before you decide it is important for you to understand why the research/study is being done and what it will involve. Please take time to read the following information carefully and discuss it with friends, relatives and your treating physician/family doctor if you wish. Ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part.

3.   What is the purpose of the study?
The background and aim of the study should be given here.

4.   Why have I been chosen?
You should explain how and why the participant was chosen, if there is a specific reason.

5.   Do I have to take part?
You should explain that taking part in the research is entirely voluntary. States:

―It is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form. If you decide to take part you are still are free to withdraw at any time and without giving a reason. 
6.   What will happen to me if I take part?
You should say how long the participant will be involved in the research, how long the research will last, how often and what interval they will need to visit the department/centre and how long these visits will be. You should explain simply and briefly the research methods you intend to use.

7.   What do I have to do?
 Clarify any specific conditions or requirement from the participants.

8.   What is the procedure that is being tested?
You should include a short description of the procedure. 
9.   What are the interventions involved in  the study?
For interventional research study, the participant should be told about the nature of the intervention.

10. What are the likely side effects of taking part in the study?
For the procedure you should explain to the participant the possible side effects.  
11. What are the possible disadvantages and risks of taking part?
For studies that involve possible risk or harm, a participant needs to be informed.  
12. What are the possible benefits of taking part?
It is important not to exaggerate the possible benefits to the participant during the course of the study/intervention, e.g. saying they will be given extra attention. 
13. What if something goes wrong?
You should inform volunteers how complaints will be handled, persons to be contacted, also about the procedure in place. You will need to distinguish between complaints from volunteers as to their treatment by members of staff (research scholars etc.) and something serious happening during or following their participation in the study, i.e. a reportable serious adverse event.

14. Will my taking part in this study be kept confidential?
You will need to obtain the participant’s permission to allow restricted access to their data and information collected about and from them in the course of the study. You should explain that all information collected about them would be kept strictly confidential. State:

―All information collected about you during the course of the research will be kept strictly confidential. Any information that leaves the laboratory will have your name and address removed so that you cannot be recognized from it.
15. What will happen to the results of the research study?
You should be able to tell the participant what will happen to the results of the research. You might add that they will not be identified in any report/publication.

16. Who is funding/organizing the research?
The information should include the organization or company sponsoring/collaborating/organizing/funding the research (e.g. Govt. agency, NGO, academic institution) and any other relevant detail for the participant.

17. Who has reviewed the study?
You may/should mention that IERB of the institution has reviewed and approved the study (you should not however list the members of the Committee). 

18. Contact for further information
You should give the participant a contact address for further information. This can be your name or that of another scientist/investigator involved in the study.  Name of the PI, Address, e-mail address, Telephone Numbers and name, Member Secretary of Ethics Committee of the institution (Prof. Komilla Thapa, Member Secretary, AU, komithapa@gmail.com) with address, e-mail address with telephone numbers (0532 2261142, 9415237476).
Remember to thank your participant for taking part in the study!
The participant information document should be dated. The Participant Information document should state that the participant will be given a copy of the information sheet and the signed consent form.

Signature of PI
Name                            

Date 
CV(s)* of Investigator/s
	Name: 

	Date of Birth (dd/mm/yy): 
	Sex: Male []
Female [ ]

	Study Site Affiliation (e.g. Principal Investigator, Co-Investigator, Coordinator):



	Professional Mailing Address: (Include institution name)


	Study Sited Address: (Include institution name)



	Telephone (Office): 
	Mobile Number: 

	Telephone (Residence): 
	E-Mail:

	Academic Qualifications (Most current qualification first): 

	Degree/Certificate
	Year
	Institution, Country

	
	
	

	
	
	

	Current and Previous 3 Relevant Positions Including Academic Appointments
(Most current position first):

	Month and Year
	Title
	Institution/Company, Country

	
	
	

	
	
	

	
	
	

	Brief Summary of Relevant Research Experience: 

	Signature:
	Date: 


Consent Form (English)
Study Title Study Number Subject’s Full Name 

Date of Birth/Age 

Address



1.   I confirm that I have read and understood the volunteer’s Information Document dated ……..for the above study and have had the opportunity to ask questions. OR I have been explained the nature of the study by the Investigator and had the opportunity to ask questions.

2.   I understand that my participation in the study is voluntary and that I am free to withdraw at any time, without giving any reason and without my medical care or legal rights being affected.

3.  I understand that the sponsor of the project, others working on the Sponsor‘s behalf, the Ethics Committee and the regulatory authorities will not need my permission to look at my health records both in respect of the current study and any further research that may be conducted in relation to it, even if I withdraw from the study. However, I understand that my Identity will not be revealed in any information released to third parties or published.

4.   I agree not to restrict the use of any data or results that arise from this study provided such a use is only for scientific purpose(s).

5.   I agree to undergo the proposed study at Allahabad University. I have been explained about the complications and side effects, if any, and have fully understood them. I have also read and understood the patient/volunteer’s document given to me.

Signature (or Thumb impression) of the Subject/Legally Acceptable Representative:
Signatory‘s Name

Signature of the Investigator

Study Investigator’s Name

Signature of the Witness 

Name of the Witness
Received a signed copy of PID and consent form

Signature/thumb impression of the participant or legally acceptable representative
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