
CLINICAL TRIAL SUBMISSION FORM FOR 
INSTITUTIONAL REVIEW AND INSTITUTIONAL ETHICS COMMITTEE

General Instructions:    a) Tick one or more as applicable. Mark NA if not applicable
  b) Attach additional sheets wherever required

A. TITLE OF STUDY: ________________________________________________________
____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

B. Date of Submission: ___________________________________________________

C. No of ongoing studies:
Non Funded-Institutional:   _____
Non –funded-Multicentric: _____
Funded:                               _____

             





RESEARCH RELATED DETAILS:
1. Tick all categories that apply to your trial:
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Phase – I                    	                                  
Phase II	                                               Phase III	                                                
Phase IV or Post Marketing Surveillance	     
Investigational medicinal products                                       Investigational New drug	                  
Medical devices             		                  New innovative procedure	                   
Drug/device combination       	                 
Bioavailability/Bioequivalence studies              Non-drug intervention 	                             
Repurposing an existing intervention                
Indian system of medicine (AYUSH)               
Stem cells	                                                          
Phytopharmaceutical drug           	               
Approved drug for any new indication
or new route of administration	               
Others (specify)                                                  
     



2. Trial design of the study (May choose more than one):
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Randomized 	                                          
Factorial  	                                                        Non randomized 	                                          
Stratified 	                      
Parallel         	                                          
Adaptive 	                                                       Cross-over                                                           
Comparison trial                                                
Cluster                          
                                  
      Superiority trial                  
 Non-inferiority trial                                            
 Equivalence trial            
   Others (specify)             

                                     
3. 
4. Nature of Study:
i. Faculty Driven 	    Student Driven   Specify details: ______________
ii. Single Centre	  	Multicentre (National)       Multicentre (Global)   

5. Duration of study:

6. Funding details and budget:
a. Type of funding:      
Non-Funded              Intramural/ Institutional     	   	Extramural     

b. In case of extramural, specify type of funding agency:
Government              Private    	AIIMS, Bathinda  

c. Name of funding agency: _________________________________
d. Estimated budget in INR:
i. Extramural fund (Sanctioned for AIIMS Bathinda): ___________
Total (if multicentric): ______________

ii. Student/ Intramural fund (Funding sought): ___________________ 	
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7. Summary of proposed study in 300 words including PICOT, research question, aims and objectives, inclusion exclusion criteria and expected outcomes):

8. Novelty Statement:

9. Future Implications:

10. Sample size/ No. of Participants (as applicable)
a.  At site: _________                  India: ___________          Globally: ______

b. Number of Groups:
  Control Group: ________ 	Study Group: ________

c. Number of Participants:
Control Group: _________       Study Group: _____________ 

d. Justification for the sample size chosen (100 words); In case of qualitative study, mention the criteria used for saturation

11. Is there an external laboratory/ outsourcing involved for investigations? Give details

12. If there is randomization, how will the participants be allocated to the control and study group(s)?

13. Describe the method of allocation, concealment and blinding, if applicable

14. List the primary / secondary outcomes of the trial.

15. Is there a Contract Research Organization (CRO) /Site Management Organization (SMO) / Any Other Agency such as public relation/Human resource?                
                   Yes                  No   

i. If yes, Name and Contact details:      

ii. State how the CRO/SMO/agency will be involved in the conduct of the trial (tick all that apply)


Project management	                                 
Clinical and medical monitoring    
Regulatory affairs 	    
Data management                          
Statistical support	                  
Medical writing                             
    Site management 	                             
Audits, quality control, quality assurance	  
Finance management 	                             
Recruitment and training	                   Administrative support	                             
Others (specify)                                           

16. Already approved drugs or a combination of two or more drugs with new indications / change in dosage form / route of administration. If yes, provide details    
                    
Yes      No       NA             

17. Provide contact details of who prepared and /or is manufacturing the drug/s, device/s and biologics.

18. Provide details of patent of the drug/s, device/s and biologics.

19. Provide contact details of who prepared and /or is manufacturing the drug/s, device/s and biologics.

20. Provide details of patent of the drug/s, device/s and biologics.

21. Is there an initial screening/ use of existing database for participant selection?  
  Yes  	No   		NA    	
                   If yes, provide details
22. Are there any anticipated incidence, frequency and duration of adverse events related to the intervention? If yes, provide details of arrangements made to address them.        
Yes    	 No 	     	      NA 

23. Does the study use a placebo?
Yes    	     No   	   NA    	

If yes, justify the use of the placebo and risks entailed to participants.   
    
24. Will current standard of care be provided to the control arm in the study?  
 Yes 		 No 		  NA 

If no, please justify.

25. Are there any plans to withdraw standard therapy during the study? If yes, please justify.
Yes  	 No   		NA 
     

26. Are there any rules to stop the protocol in case of any adverse events? If yes, please specify.                                                   
Yes  	 No   		NA 

27. Does the study have a Data and Safety Monitoring Plan? If no, please justify.           Yes 	 No   		     

28. Involvement/consultation of statistician in the study design              
Yes 	 No   		NA 
   

29. Is there any insurance coverage of the trial? If yes, provide details.                           Yes 	 No   		NA 
     

C. PARTICIPANT RELATED INFORMATION:

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

2. If vulnerable person /special group:


Children under 18  yrs      	             
     
Pregnant or lactating women   	             
    
Differently abled (Mental/Physical)     

Employees/Students/Nurses/ Staff       

Elderly 			             

    Economically & socially disadvantaged         

    Refugees/Migrants/Homeless	                   

   Terminally Ill (stigmatized/rare diseases)        
           

    Any other (Specify):                                       
3. Is any of the clinician involved directly in clinical care of vulnerable population included as PI or CoI, if not justify

4. Are there any incentives to the participant?        
Yes      No 

Provide details:

D. BENEFITS AND RISKS:

1. Are there any anticipated physical/social/psychological discomforts/ risk to participants?
Yes          No 

2. What are the potential benefits from the study? 
Yes       No  	If yes,	   Direct 	Indirect
           For the participant	 	                                                               
          For the society/community                                                                     
          For improvement in science                                                                   

3. Please describe how the benefits justify the risks 

4. Describe the risk management strategy:

E. INFORMED CONSENT:

1. Type of consent planned for: 
a) Written Informed consent	 					   
b) Audio-Video (A/V) consent	 					   
c) Consent from LAR							   
d) For children<7 yrs parental/LAR consent				    
e) Verbal assent from minor (7-12 yrs) along with parental consent	   
f) Written Assent from Minor (13-18 yrs) along with parental consent     
g) Other (specify)    							   

2. Participant Information Sheet(PIS) and Informed Consent Form (ICF):

English                  Hindi                                other (specify)   

F. PAYMENT/COMPENSATION:

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

2. Is there a provision for free treatment of research related injuries?      
   Yes   	 No      	NA    
    If yes, then who will provide the treatment? 


3. Is there a provision for compensation of research related SAE? If yes, specify.  
a. Yes   	 No      	NA    

b. Sponsor                 		Institution/ Corpus funds         
Project grants                       	Insurance 		            

4. 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   	   No          	NA    
           

5. Is there a provision for ancillary care for unrelated illness during the study period? If yes, please specify.                                                                                                                                       Yes   	 No      	NA    


G. STORAGE AND CONFIDENTIALITY:
1. Who will be maintaining the data pertaining to the study. How long the data will be stored?

2. Whether provisions for maintaining confidentially and privacy of the participants have been addressed?

I. PUBLICATION, BENEFIT SHARING AND IPR ISSUES:

1. Are there any arrangements for continued provision of the intervention for participants, if effective, once the study has finished? If yes describe in brief (Max 50 words)
Yes     No     NA 

2. Will the results of the study be reported and disseminated? 
Yes     No     NA 

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

J. 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     




TECHNICAL DETAILS OF PROJECT

Introduction:  


Rationale of the study supported by cited literature:

Hypothesis:


Research questions: 

Aims and Objectives:


Detailed methodology:


Inclusion criteria:

Exclusion criteria:


Data analysis plan:


Review of literature:


The relevance and expected outcome of the proposed study:
References:

Details of funding sought:

Timelines:
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