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Annexure 2. Covering letter for initial IHEC Review 

To, 
The Member Secretary,
 Institutional Human Ethics Committee, 
Chanakya University, Bengaluru

Subject: Request for Exemption/Expedited Ethical/ Full Review (select one) of Research Proposal

 Respected Sir/Madam, 
I, ………., (designation) at School of ……., wish to submit my research proposal titled “……………….” for consideration under the Institutional Ethics Committee of Chanakya University. I kindly request an Exemption/Expedited Ethical/ Full Review (select one) under the applicable ethical framework. The study will be conducted at ………. (mention study site) and involves the collection of (mention samples). 
Enclosed with this application are the following documents for your kind perusal: 
1. Study Protocol 
2. Participant information sheet and informed consent form (English & local language)
3. Questionnaire (if any)
4. Check List for Protocol Submission
5. Copy of approval letter from Technical advisory committee 
 I assure you that the study will be conducted in strict adherence to ethical guidelines and with utmost regard for participant safety and confidentiality. 
Thank you 
PI name and designation 
Sign with date 
PI Email: 
PI Contact No.
 


	    Annexure 3: Application form for initial review 



(Name of the Institution)                                                                         EC Ref. No. (For office use):

General Instructions:  a) Tick one or more as applicable. Mark NA if not applicable

	                                                 b) Attach additional sheets if required


SECTION A - BASIC INFORMATION

1. ADMINISTRATIVE DETAILS
(a) Name of Principal Investigator: 
(b) Designation:                                                                         (c) School:                                                 
(d) Date of Submission:   .
(e) Title of the study: 
(f) Acronym/ Short title, (If any): 

(g) Details of Investigators:
	Name
	Designation and Qualification
	School and Institution
	Address for communication, Telephone, e mail ID

	Principal Investigator/Guide

	
	
	
	

	Co-investigator/student/fellow

	
	
	
	





(h) Duration of the study: 
2. FUNDING DETAILS AND BUDGET

(a)  Total estimated budget:
(b)  Duration of the project: 
(c) Funding agency:  
Central government funding   State government funding     Institutional funding        Private      
  Specify 
(d) International Sponsor: Government                              Private                                       UN agencies   
(e) Industry:   National                           Multinational  
(f) Contact address of the sponsor: 


	SECTION B - RESEARCH RELATED INFORMATION



	
3. OVERVIEW OF RESEARCH

	(a)
		Basic Sciences           
    
	
	Clinical 
	
	Epidemiological 
	

	Retrospective    
    
	
	Prospective
	
	
	

	Cross Sectional

	
	Case Control
(Specify)  
	
	Cohort  
	

	Any others                             
	              
	
	
	
	


Type of study: 

	(b)
	Single center                            Multi-centric       

	4. METHODOLOGY

	(a)

	Is there an external laboratory involved for investigations? [footnoteRef:1] Yes   ☐   No   ☐    NA ☐ [1: If participant samples are sent outside for investigations, provide details of the same and attach relevant documentation such as an MTA/ MoU etc.] 



	(b)
	Overview of the research
(Lay summary in 300 words)




		SECTION C - PARTICIPANT RELATED INFORMATION




	
5. RECRUITMENT AND RESEARCH PARTICIPANTS


	(a)
	Does the study involve: 
New recruitment:  Yes                           No  	
If Yes, skip to b.

Previously approved protocol by IHEC-CU:       Yes 	    No  	
Did previous approved protocol consent for future sample use, provide IHEC number:
   If Yes, skip to 8.

	(b) 
	Type of participants in the study: 
	Healthy volunteer  
	
	Patient  
	
	Vulnerable person/ Special groups  
	☐
	Others (Specify)    
	



Who will do the recruitment? 

Participant recruitment methods used: 
	Posters/ leaflets/
Letters
	☐
	TV/Radio ads/social media/Institution website

	
	Patients / Family/Friends visiting hospitals 
	☐
	Telephone
	

	Others (Specify         
	




	(c)
		Children under 18 yrs

	  
	Pregnant or lactating women
	         

	Differently abled (Mental/Physical)
	
	Employees/Students/Nurses/
Staff
	          

	Elderly    
	

	Institutionalized
	          

	Economically and socially disadvantaged       
	
	Refugees/Migrants/Homeless
		

	Terminally Ill (stigmatized or rare diseases)

	

	Any other (Specify): 
	 

	


i. Will there be vulnerable person/special groups involved?    Yes            No       NA  
ii. If yes, type of vulnerable person /special groups


	     (d)
	iii. Provide justification for inclusion/exclusion criteria

iv. Are there any additional safeguards to protect research participants?
      

	6. BENEFITS AND RISKS

	(a)
	i. Are there any anticipated physical/social/psychological discomforts/ risk to participants?
                                                                                                                                       Yes          No 
If yes, categorize the level of risk[footnoteRef:2]:  [2: For categories of risk refer to National Ethical Guidelines for Biomedical & Health Research Involving Human Participants 2017. Page 6 in Table 2.1] 

	
Less than Minimal risk
(non – identified data samples from public domain)
	

	
Minimal risk  
(obtaining body fluids without invasive intervention, eg: hair, saliva or urine samples)
	


	
Minor increase over minimal risk or Low Risk  
(minimally invasive procedures, such as obtaining blood sample)
	

	
More than Minimal Risk or High Risk  
(Invasive procedure such as biopsy, endoscopy procedures, lumbar puncture, intravenous sedation etc.)

	





	(a). 
	ii. Describe the risk management strategy: (if applicable)


	(b)
	What are the potential benefits from the study?
	Yes       
	No  
	If yes,
	Direct 
	Indirect

	(b). 
	For the participant
	☐
	☐
	
	☐
	☐

	(c). 
	For the society/community
	☐
	☐
	
	☐
	☐

	(d). 
	For improvement in science                    
	☐
	☐
	
	☐
	☐

	(e). 
	Please describe how the benefits justify the risks : (If minimal / high risk)


	(c)
	Are Adverse Events expected in the study?                                                                     Yes            No              NA  
Are reporting procedures and management strategies described in the study?        Yes          No 
If Yes, Specify 

	7. INFORMED CONSENT


	  (a)
	Are you seeking waiver of consent?                   Yes      No
If yes, please specify reasons 

	(b)
	Type of consent planned for : 
	Signed consent
	
	Verbal/ oral consent
	
	 Witnessed consent
	
	Audio-Video (A/V) consent
	

	Consent from LAR (If so, specify from whom)

	
	For children<7 yrs parental/LAR consent
	
	Verbal assent from minor (7-12 yrs) along with parental consent
	
	Written Assent from Minor (13-18 yrs) along with parental consent
	

	Other (specify)          




	 (c)
	Who will obtain the informed consent?
	PI/Co-I 
	
	Nurse/Counsellor 
	
	Research Staff 
	
	Other(Specify)

	




	 (d)
	Participant Information Sheet (PIS) and Informed Consent Form (ICF)
  English                  Local language                              other          (specify) 
  
List the languages in which translations were done 

	8.  STORAGE AND CONFIDENTIALITY

	(a)
	Identifying Information: Study Involves samples/data. If Yes, Specify                Yes     No      NA 
	
	
	
	
	
	


If identifiers must be retained, what additional precautions will be taken to ensure that access is limited / data is safeguarded? (e.g. data stored in a cabinet, password protected computer etc.)


	(b)
	Do you propose to use stored samples/ data in future studies?     Yes  	No      May be  	
If No, when and how will you discard the samples?

	(c)
	Who will be maintaining the data pertaining to the study? 

	(d)
	Where will the data be analyzed and by whom? 


	(e)
	For how long will the data be stored?   

	9
	PAYMENT/COMPENSATION

	
	(a) Who will bear the costs related to participation and procedures? PI or Institution or Sponsor or Other agencies (specify) …………………………………........................................................… 

(b) Is there a provision for free treatment of research related injuries? Yes or No 
 If yes, then who will provide the treatment? ………………………………………..........................

 (c) Is there a provision for compensation of research related SAE?
 If yes, specify. 

(d) Is there any provision for medical treatment or management till the relatedness is determined for injury to the participants during the study period? If yes, specify. Yes or No .........................…………………………………………………………………………………………………………………


	SECTION D: OTHER ISSUES



	10. PUBLICATION, BENEFIT SHARING AND IPR ISSUES

	(a)
	Will the results of the study be reported and disseminated? If yes, specify.    Yes     No     NA 



	(b)
	Will you inform participants about the results of the study?                               Yes     No     NA 

	(c)
	Is there is any commercial value or a plan to patent/IPR issues. If yes, Please provide details   
                                                                                                                                         Yes     No   NA 


	(d)
	If commercial product is developed, is there any plan for post research benefit sharing with participants? If yes, specify 
                                                                                                                                          Yes    No    NA 


	   (e)
	Do you have any additional information to add in support of the application, which is not included elsewhere in the form? If yes, provide the details.                                               Yes      No 




	
SECTION E: DECLARATION AND CHECKLIST



	11. DECLARATION (Please tick as applicable)

	☐
	I/We certify that the information provided in this application is complete and correct.

	☐
	I/We confirm that all investigators have approved the submitted version of proposal/related documents.

	☐
	I/We confirm that this study will be conducted in accordance with the latest ICMR National Ethical Guidelines for Biomedical and Health Research involving Human Participants and other applicable regulations and guidelines including responsible.

	☐
	I/We confirm that this study will be conducted in accordance with the Drugs and Cosmetics Act 1940 and its Rules 1945 as amended from time to time, GCP guidelines and other applicable regulations and guidelines.

	☐
	I/We will comply with all policies and guidelines of the institute and affiliated/collaborating institutions where this study will be conducted.

	☐
	I/We will ensure that personnel performing this study are qualified, appropriately trained and will adhere to the provisions of the EC approved protocol. 

	☐
	I/We declare that the expenditure in case of injury related to the study will be taken care of.

	☐
	If applicable, I/We confirm that an undertaking of what will be done with the leftover samples is provided, if applicable.

	☐
	I/We confirm that we shall submit any protocol amendments, adverse events report, significant deviations from protocols, progress reports (if required) and a final report and also participate in any audit of the study if needed. 

	☐
	I/We confirm that we will maintain accurate and complete records of all aspects of the study.

	☐
	I/We will protect the privacy of participants and assure safety and confidentiality of study data and biological samples.

	☐
	I/We hereby declare that I/any of the investigators, researchers and/or close relative(s), have no conflict of interest (Financial/Non-Financial) with the sponsor(s) and outcome of study.


	☐
	I/We have the following conflict of interest (PI/Co-PI):
1.                            
2. 

	☐
	I/We declare/confirm that all necessary government approvals will be obtained as per requirements wherever applicable. 

	

Name of PI:                                Signature:                  Date




Annexure 4. Participant information sheet template

Title of the study:

You are invited to participate in a research study. It is important that you read this description of the study and understand your role in it including the nature and risks of participation. Please give your consent to participate in this study only if you have completely understood the nature and course of this study and if you are aware of your rights as a participant. Your participation in this study is voluntary.
	Purpose of the study
Briefly state the background and rationale for undertaking this study in layman friendly language.
·   Expected duration of the study and number of research participant

You will be one of the approximately XXX people who will participate in this study. (If multicentric study – mention that the study is also being carried out at XXX other centres across the country/ state.
	Study procedures
Describe the procedures chronologically using simple language, short sentences, and short paragraphs. If there are several procedures or if they are complex, the use of subheadings may help organize this section. Do not use scientific / technical terms. Use language appropriate to the population. If applicable, specify the subject's assignment to study groups, length of time for participation in each procedure or study activity, the total length of time for participation, frequency of procedures and location of the procedures to be done.  Describe any invasive procedures or biological sampling.
	Potential risk and discomfort
 In addition to physiological risks/discomforts, describe any reasonably foreseeable psychological, social, legal, or financial risks or harms that might result from participating in the research. 
	Potential benefit 
Describe benefits to subjects expected from the research. If the subject will not benefit directly from participation, clearly state this fact. State the potential benefits, if any, to science or society expected from the research.
	Compensation for participation 
 You will not be compensated for participating in this study. However, in the event of any injury during the study, due care will be taken care of by the investigators.
	Confidentiality
Any information that is obtained in connection with this study and that can be identified with you will remain confidential and will be disclosed only with your permission or as required by law. Confidentiality will be maintained by means of describe coding procedures and plans to safeguard data, including where data will be kept, who will have access to it, etc. The results of the study will be published in the journals; however, your identity will not be revealed.
	Participation and withdrawal
You can choose whether or not to be in this study. If you volunteer to be in this study, you may withdraw at any time without consequences of any kind or loss of benefits to which you are otherwise entitled. You may also refuse to answer any questions you do not want to answer. Your decision will not affect your further treatment at this institute. 
	Contact for further information
Thank you for your time to read (or have read to you) the information about this study. We undertake to maintain complete confidentiality regarding the information obtained from you during the study. The information obtained from you will be used for research only. Before you sign this document, you should ask questions about anything that you do not understand. The study staff will answer questions before, during and after the study. If you have any questions about the study or wish to report any medical problem related to study, please contact the study investigator XXX, designation, department XX, telephone number. If you have any questions or concerns about your rights as a research participant, or complaints regarding the research study, you may call xxxxxxxx who is the Member Secretary of the Institutional Human Ethics Committee-Chanakya University on telephone xxxxxxxxxx (Monday to Friday: 9am to 04.30pm)


Annexure 5. Informed consent form template

	Informed Consent Form
a. I have read or have had read to me the information given in the informed consent document for the study entitled “XXXX”.
b. I understand the procedures described above. My questions have been answered to my satisfaction, and I agree to participate in this study. I have been given a copy of the information sheet.
c. I understand that my participation in the study is voluntary and that I may withdraw from the study at any time, without any loss of benefits to which otherwise entitled.
d. I understand and accept that my biological samples may be used for xxxxxx in the future research. 


☐ Yes 	☐ No

________________________________________
Name of research participant

________________________________________		_________________________
Signature/ thumb impression of participant					Date

Signature of the impartial witness

________________________________________		_________________________

Signature of PI: ……………………………………………………………………date    ……………

 Annexure 6. IHEC decision communication format 

   IHEC Reference No.: ___________                                     Date: ___________
To,
Dr. ____________________
Principal Investigator
Department of ____________________

Subject: Communication of IHEC Decision
The Institutional Human Ethics Committee reviewed your proposal entitled:
Title: __________________________________________   Date: __________        at its meeting held on __________.
Decision
☐ Approved
☐ Approved with modifications
☐ Resubmission
☐ Rejected
Comments / Recommendations


Required Modifications (if any)


Please submit the revised documents for re-review, if applicable.
Sincerely,
Member Secretary
   Institutional Human Ethics Committee                                  (Signature & Date)

   Annexure 7. Application form for expedited review
……………………....…………………………………………………………………………
                     (Name of the Institution)	EC Ref. No.* (For office use):



Title  of  study:  ………………….......………...………......................………………...…………………………………..
…………………………………………………………………………………………………………………………………………………................................Principal Investigator (Name, Designation and Affiliation): 
……………………………………………………………………………………………………………………………………………............................……….....
……………………………………………………………………………………………………………………………………………........……....................……

1. Choose reasons why expedited review from EC is requested?
i. Involves non-identifiable specimen and human tissue from sources like blood banks, tissue banks and left-over clinical samples.
ii. Involves clinical documentation materials that are non-identifiable (data, documents, records).	
iii. Modification or amendment to approved protocol (administrative changes/correction of typographical errors and change in researcher(s)).
iv. Revised proposal previously approved through expedited review, full review or continuing review approved proposal.
v. Minor deviation from originally approved research causing no risk or minimal risk.	
vi. Progress/annual report where there is no additional risk, for example activity limited to data analysis.	
Expedited review of SAEs/unexpected AEs will be conducted by SAE subcommittee.
vii. For multicentre research where a designated EC among the participating sites has reviewed and approved the study, a local EC may conduct only an expedited review for site specific requirements in addition to the full committee common review.
viii. Research during emergencies and disasters (See Section 12 of ICMR Ethical Guidelines, 2017).	
ix. Any other (please specify) …………………………………………………………………………………………………................................
.………………………………………………………………………………………………………………………………………........................................................
2. Is waiver of consent being requested?                                                                  Yes     No 
3.  Does the research involve vulnerable persons?                                                   Yes      No 
                If yes give details: 


Signature of PI: ……………………………………………………………………………................…date ………........................…………

Comments of EC Secretariat: ……………………………………………………………………………............................................................…………………………

 Signature of Member Secretary: ……………………………………………………..............…………….date ........................……
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                   Annexure 8. Application form for exemption from review
                                      ……………………....…………………………………………………………………………
                                  (Name of the Institution)	EC Ref. No. (For office use):


 
Title  of  study:  ………………………….......…………………………………………………………………......................………………………………………………..
……………………………………………………………………………………………………………………………………………............................……………………… Principal Investigator (Name, Designation and Affiliation): ……………………………………………………………………
……………………………………………………………………………………………………………………………………………........……....................………………


1. Choose reasons why exemption from ethics review is requested?
i. Research on data in the public domain/ systematic review s or meta-analyses	
ii. Observation of public behaviour/ information recorded without linked identifiers and disclosure would not harm the interests of the observed person
iii. Quality control and quality assurance audits in the institution	
iv. Comparison among instructional techniques, curricula, or classroom management methods	
v. Consumer acceptance studies related to taste and food quality	
vi. Public health programmes by government agencies	
vii. Any other (please specify in 100 words): 
…………………………………………………………………………………………………………………………………………….........................................................
……………………………………………………………………………………………………………………………………………………

Signature of PI: ………………………………………………………………………date …….........................................……………………

Comments of EC Secretariat: 

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

Signature of Member Secretary: ……………………………………………………..............…date ..........................………………

  Annexure 9. Continuing review / Annual report format
                                      ……………………....…………………………………………………………………………
                                  (Name of the Institution)	EC Ref. No. (For office use):

Title  of  study:  ………………………….......………………………………………………………………......................…………………………………………………..
…………………………………………………………………………………………………………………………………………………............................…………………
      Principal Investigator (Name, Designation and Affiliation): ………………...................……………………………………..
……………………………………………………………………………………………………………………………………………............................………………………
……………………………………………………………………………………………………………………………………………........……....................………………


	  1. Date of EC Approval:
	Validity of approval:
	
	
	
	

	
	
	
	
	

	 2. Date of Start of study:
	Proposed date of Completion
	
	
	
	

	

Period of Continuing Report:

	

3. Does the study involve recruitment of participants     
	
	
	
	


If yes, Total number expected……………………	Number Screened: ……………………
Number Enrolled: ………................ Number Completed:……....………………...........………………………
Number on follow up:…………….....….....…………………………….
(a) Enrolment status – ongoing / completed/ stopped

(b) Any other remark………………………………………………………………………………………………………………........................................…..…….
(c) Have any participants withdrawn from this study since the last approval?	Yes        No  
               If yes, total number withdrawn and reasons: ……………………………………….....................................……..
…………………......……………………………………………………….….……………………………………………………………………………....…………………….
…………………......……………………………………………………….….……………………………………………………………………………....…………………….
   4. Is the study likely to extend beyond the stated period ?	Yes       No  
                  If yes, please provide reasons for the extension. …………………....................................……
………………......……………………………………………………….….………………………………………………………………………………………………………..…..
5. Have there been any amendments in the research protocol/Informed Consent Document (ICD) during the past approval period?
If No, skip to item no. 6	Yes    No   

(a) If yes, date of approval for protocol and ICD :

(b) In case of amendments in the research protocol/ICD, was re-consent sought from participants?  Yes     No        If yes, when / how: …………………………………………………………………………………...........……………......................................................
.…………......……………………………………………………….….……………………………………………………………………………………………………….……
(c)Is any new information available that changes the benefit - risk analysis of human participants involved in this study?	Yes       No 
If yes, discuss in detail: ………………………………………………………………………………………………………………..….....................................…….
…………………......……………………………………………………….….…………………………………………………………………..…………....………………………
 6.   Have any ethical concerns occurred during this period?	Yes         No  
If yes, give details.…… …………………………………………………………………………………………………..........................................………
…………………......……………………………………………………….….……………………………………………………………………….……....……………………………
7. (a) Have any adverse events been noted since the last review?	Yes     No    
  Describe in  brief:  …………………………………………………………………………………….....…….………………………………
 (b) Have any serious adverse events (SAE)’s occurred since last review?	Yes      No      
If yes, number of SAE’s :………………………        	Type of SAE’s: 
....…………………......……………………………………………………….….……………………………………………………………………….……....…………………
....…………………......……………………………………………………….….……………………………………………………………………….……....…………………
( c) Is the SAE related to the study?	Yes         No 

Have you reported the SAE to EC? If no, state reasons	Yes     No 
....…………………......……………………………………………………….….……………………………………………………………………….……....…………………
....…………………......……………………………………………………….….……………………………………………………………………….……....…………………
   8. Has there been any protocol deviations/violations that occurred during this period?
If yes, number of deviations …………………………………………………………………………........................................………………….……………… Have you reported the deviations to EC? If no, state reasons	Yes      No 
…………………......……………………………………………………….….………………………………………………….…………………………....……………………………
……………………………………………………………….….…………………………………………….………….....…………………………..……………...…………
9.  In case of multicenteric trials, have reports of off-site SAEs been submitted to the EC ?	

10.  Are there any publications or presentations during this period? 
  
    If yes give details	 
………………………………………………………………………….….………………………………….…………………….....…………………………..…………………………
      Any other comments:…………….................................................……………………………....……………..…

Signature of PI: ………………………………………………………….................……………date  ………….......................………………
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         Annexure 10. Application/notification form for amendments
                      ……………………....…………………………………………………………………………
                                  (Name of the Institution)	EC Ref. No. (For office use):


Title of  study:  ………………………….......…………………………………..............…………………………………………………..
……………………………………………………………………………………………………………………………………………............................……………………
Principal Investigator (Name, Designation and Affiliation): ……………………………………...................…………………
……………………………………………………………………………………………………………………………………………............................……………………
……………………………………………………………………………………………………………………………………………........……....................………………

1. Date of EC approval:	Date of start of study
2. Details of amendment(s)

	S.No
	Existing Provision
	Proposed Amendment
	Reason
	Location in the protocol/ICD 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



3. Impact on benefit-risk analysis	Yes        No
If yes, describe in brief: ………………………………………………………………………………………………………………………………………....…....………
4. Is any re-consent necessary?	Yes      No 
If yes, have necessary changes been made in the informed consent?	Yes       No 
5. Type of review requested for amendment:
Expedited review (No alteration in risk to participants)	  
Full review by EC (There is an increased alteration in the risk to participants)	  
6. Version number of amended Protocol/Investigator’s brochure/ICD: 
Signature of PI: ……………………………………………………………………...date    ......................…………
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      Annexure 11. Protocol violation/deviation reporting form (Reporting by case)
                                                           ……………………....…………………………………………………………………………
                                  (Name of the Institution)	EC Ref. No. (For office use):

Title of  study:  ………………………….......…………………………………..............…………………………………………………..
……………………………………………………………………………………………………………………………………………............................……………………
Principal Investigator (Name, Designation and Affiliation): ……………………………………...................…………………
……………………………………………………………………………………………………………………………………………............................……………………
……………………………………………………………………………………………………………………………………………........……....................………………


1. Date of EC approval	Date of start of study
2. Participant ID:                                                                                         Date of occurrence
3. Total number of deviations /violations reported till date in the study: 
4. Deviation/Violation identified by: 
Principal Investigator/study team            Sponsor/Monitor    	SAE Sub Committee/EC	
5. Is the deviation related to (Tick):

	Consenting
		     Source documentation


	Enrollment
		    Staff


	Laboratory    assessment
		              Participant non-   compliance

	Investigational Product
Safety Reporting


		Others (specify)



6. Provide details of Deviation/Violation: 
………………………………………………………………………………………………………………………………………………..................................................……
7. Corrective action taken by PI/Co-PI: 
………………………………………………………………………………………………………………………………………………..................................................……

8. Impact on (if any): Study participant                  	Quality of data 

9. Are any changes to the study/protocol required?                                     Yes       No      
   If  yes,  give details  …………………………………………….....................................…………………………….……………………………………………………….
………………………………………………………………………………………………………………………………………………...................................................Signature of PI: ……………………………………………………………………date    ……………
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      Annexure 12. Serious adverse event (SAE) reporting format (Biomedical Health Research)
                                                           ……………………....…………………………………………………………………………
                                  (Name of the Institution)	EC Ref. No. (For office use):

Title of study: ……………………......…………………………………………………………………......................…………………………………………………
……………………………………………………………………………………………………………………… 
Principal Investigator (Name, Designation and Affiliation): 
…………………………………………………………………………………………………………………………………………........……....................……………………


	1. Participant details:
	


	Initials and ID
	Age at the time of event
	Gender
	Weight:	(Kgs)

	……………………………….
	……………………………….
	Male 	Female 
	Height:	(cms)

	……………………………….
	………………………………..
	
	


2. Suspected SAE diagnosis:…………………………………….................................……………………………………………………………………

3. Date of onset of SAE:                                                            Date of reporting SAE:

4. Describe the event 

5. Details of suspected intervention causing SAE
………………………………………………………………………………………………………….......................................……………………………………………………
………………………………………………………………………………………………………….......................................……………………………………………………
6. Report type:                 Initial          Follow-up 	   Final  
If Follow-up report, state date of Initial report
7. Have any similar SAE occurred previously in this study? If yes, please provide details.    
Yes                       No

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

8. In case of a multi-centric study, have any of the other study sites reported similar SAEs? (Please list number of cases with details if available)
.……………………………………………………………………………………………………………………………………………….......................................………………
………………………………………………………………………………………………………….......................................…………………………………...………………
9. Tick whichever is applicable for the SAE: (Kindly note that this refers to the Intervention being evaluated and NOT disease process) (Tick)
A. Expected event               	unexpected event 


	B.  Hospitalization
	
	Increased Hospital Stay
	
	Death
	
	Congenital anomaly/ birth defect
	

	Persistent or significant disability/incapacity
	
	Event requiring intervention (surgical or medical) to prevent SAE
	
	Event which poses threat to life
	
	Others
	



10. Describe the medical management provided for adverse reaction (if any) to the research participant. (Include information on who paid, how much was paid and to whom).
................……………………………………………………………………………………………...........................…………………...........................................
...........……………………………………………………………………………………………...........................…………………...............................................
11. Provide details of compensation provided / to be provided to participants (Include information on who pays, how much and to whom ……………………………………………………………………………………….......................................................
……………………………………………………………………………………………………………………………………………………………...........................................
12. Outcome of SAE
Resolved	Ongoing 	Death	Others (specify)	
................……………………………………………………………………………………………...........................…………………..............................................
13. Provide any other relevant information that can facilitate assessment of the case such as medical history
………………………………………………………………………………………………………….......................................……………………………………………………
………………………………………………………………………………………………………….......................................……………………………………………………
14. Provide details about PI’s final assessment of SAE relatedness to trial.
................……………………………………………………………………………………………...........................…………………..............................................
................……………………………………………………………………………………………...........................…………………..............................................

  Signature of PI: ……………………………………………………………………  Date    ……………….
Version 1.0


      Annexure 13. Premature termination/Suspension/ Discontinuation report format
                                                           ……………………....…………………………………………………………………………
                                  (Name of the Institution)                               EC Ref. No. (For office use):

Title  of  study:  ……………………….......……………......................………………….……………………………..
…………………………………………………………………………………………………………………………………………………................………
 Principal Investigator (Name, Designation and Affiliation): ……………………………………...................…
……………………………………………………………………………………………………………………………………………............................…


1. Date of EC approval:                                                                 Date of start of study:
2. Date of last progress report submitted to EC: 

3. Date of termination/suspension/discontinuation:

4. Tick the appropriate
         Premature Termination	Suspension	Discontinuation  

Reason for Termination/Suspension/Discontinuation:  ………………………………................................…………………………………………………………………………………..
Action taken post Termination/ Suspension/Discontinuation (if any):  
………………………………………………………………………………………………………….......................................……………………………
5. Plans for post study follow up/withdrawal (if any): 
………………………………………………………………………………………………………….......................................……………………………
6. Details of study participants:

Total participants to be recruited: …….......…………….	
Enrolled:………………............………..	Consent Withdrawn:…….......………………..	
      Reason (Give details): 
Withdrawn by PI:…………............................………. Reason (Give details): 

Participants lost to follow up: ………………….......…… 
Any other: ……………..........……….. 
Number of drop outs:………..............
Reasons  for  each  drop-out:  
7. Total number of SAEs reported till date in the study: 
 Have any unexpected adverse events or outcomes observed in the study been reported to the EC?  Yes                   No

8.   Have there been participant complaints or feedback about the study?
Yes                   No                        If  yes,  provide details

9. Have there been any suggestions from the SAE Sub Committee? Yes  No If yes, have you implemented that suggestion? Yes               No

10.     Do the procedures for withdrawal of enrolled participants take into account their rights and welfare? Yes      No    .   If Yes, provide details
11.  Summary of results (if any): 

Signature of PI:…………………………………………………………date …….                                                                       


Annexure 14. Study completion report form

IHEC proposal number:

Title of study: 

Principal Investigator (Name, Designation and Affiliation)


Date of IHEC Approval:
Date of Start of Study:                                                  Date of study completion:
Duration of the study:

1. Provide details of:
a) Total no. of study participants approved by the IHEC for recruitment:      
b) Total no. of study participants recruited:                                                     
c) Total number of participants withdrawn from the study (if any):           
Provide the reasons for withdrawal of participants1:             

2. Describe in brief the publication/ presentation/dissemination plans of the study findings. (Also, mention if both positive and negative results will be shared) 

3. Describe the main Ethical issues encountered in the study (if any)


4.   State the number (if any) of Deviations/Violations/ Amendments made to the study protocol during the study period

5.  Describe in brief Plans for archival of records / Record Retention:

6. Is there a plan for post study follow-up
7. Do you have plans for ensuring that the data from the study can be shared/ accessed easily? 

8. Describe results (summary) with Conclusion:

9. Number of SAEs that occurred in the study:

10. Have all SAEs been intimated to the EC:   

11. Is medical management or compensation for SAE provided to the participants?                 



                Signature of PI:…………………………………………………………date …….                                                                          
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