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Shridevi Institute of Medical Sciences and Research Hospital, Tumkur
Shridevi Medical College Ethics Committee (SMCEC)

Format for submission of research proposal to SMCEC
	Note: General instructions to be followed:
· Use only A4 size Bond paper.
· Use 1.5 line spacing and print only one side of the paper.
· Number the pages on the upper right corner or center of the lower side.
· Font size
· Titles         : 14 + Bold
· Sub title     : 12  + Bold
· Font           : Times New Roman
· Letter size  : 12
· Margin:  
· Left	       : 1.50”
· Right       : 1”
· Top	       : 1”
· Bottom    : 1”
· Avoid symbolic languages
· All questions need to be answered mandatorily. If not applicable, write NA.
· Plagiarism> 15% and Artificial Intelligence (AI)utility >25% is not permitted.

A. General Information:
Date of submission:
a. Principal Investigator (Name with designation and department address):
b. Co- Investigator(s)/guide  (Name  with designation and department  address): 
c. Scientific Research Committee (SRC) manuscript ID number: 
d. Date of SRC approval for submitted manuscript ID:
e. Title of the study: 
f. Funding method: Self-funding / Institutional funding / funding agency.  
If funding  agency present, give details:

g. Total estimated budget for project completion (in Rs): 
h. Is it a multi centric study? - Yes/no. If yes, give details of other centers
	B. Research related information
1. Overview of research (summary within 300 words):
2. Type of participants in the study:
a. Healthy volunteers’             b. Patients             c. vulnerable persons

3.  If vulnerable groups are involved, specify the type:
· Children <18years age
· Pregnant or lactating women
· Differently abled (mental/physical/both)
· Institutionalized employees/ Students/ Nurses/ Staff/ Elderly
· Economically and socially disadvantaged- refugees/ migrants/ homeless
· Terminally ill (stigmatized or rare diseases) :
· Any other (specify):

4. Are there any incentives to the participants: yes/ no
If yes, monitory/ non- monetary. Give details:

5. Is there any anticipated physical/ social/ psychological discomfort/ risk to participants?
Yes/no.
If yes, categorize the level of risk
· Less than minimal risk
· Minimal risk
· Minor increase over minimal risk or low risk
· More than minimal risk or high risk

6. Are there any potential benefits from the study, for participants/ community/improvement in s        science? Yes/no.  If yes, describe:

7. Are you seeking waiver of consent? - Yes/no. If yes, specify the reason

8. Type of consent planned-
· Signed consent                  
· verbal/oral consent    
· witnessed consent  
· audio- video consent       
· For children <7yrs, parental/ LAR consent( Give details)
· Verbal assent for minor (7-12yrs) along with parental consent
· Written assent from minor(13-18yrs) along with parental consent

9. Who will bear the costs related to participation and procedures?
        a. Investigator     b. Institution     c. Sponsors     d. Any other (specify)
	
10. Are adverse events expected in the study? Yes /No/ NA.

  11. If yes, to Question no. 10, is there a provision of compensation for research related Severe Adverse Effects (SAE)?  Yes/no/NA. 
If yes. Specify who will pay the compensation
· Investigator
· Institutional/corpus fund
· Sponsor
· Insurance company

12.  Will you inform participants about the results of the study? Yes/No/NA


13. Is there any commercial value or a plan to patent/IPR issues? Yes/ No/NA.
 If yes, please provide details

14. Is proposal generated/assisted by AI? Yes/no
   If yes, specify the type of AI used and contents generated by AI.









C. Declaration (Please tick as applicable)
	1
	I/We certify that the information provided in this application is complete and correct.
	□

	2
	I/We confirm that all investigators have approved the submitted version of the proposal/related documents.
	□

	3
	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.
	□

	4
	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.
	□

	5
	I/We will comply with all policies and guidelines of the institute and affiliated/collaborating institutions where this study will be conducted.
	□

	6
	I/We will ensure that personnel performing this study are qualified, appropriately trained.
	□

	7
	I/We declare that the expenditure in case of injury related to the study will be taken care of.
	□

	8
	I/We confirm that we shall submit any protocol amendments; adverse events report significant deviations from protocols, progress reports, and a final report and also participate in any audit of the study if needed.
	□

	9
	I/We confirm that we will maintain accurate and complete records of all aspects of the study.
	□

	10
	I/We will protect the privacy of participants and assure the confidentiality of data and biological samples.
	□

	11
	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 the study.
	□

	12
	I/We declare/confirm that all necessary government approvals will be obtained as per requirements wherever applicable.
	□








	Signature of Principal Investigator
	



	

	Signature of Co-investigator(s)/guide
	





	

	Signature  & seal of the Head of the Department
	



	

	Signature & seal of Principal
	
	




D. Checklist:
	Sl. No
	                                                    Item
	Yes
	No

	1
	Cover letter
	
	

	2
	Approval of scientific committee
	
	

	3
	Participant Information Sheet (PIS) and Participant Informed Consent Form (ICF) – (English & translated)

* Assent form for minors (12-18years)- (English &translated)
	
	

	   4

	Plagiarism check certificate
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