Title of Research project:


APPLICATION FOR IRB APPROVAL OF INTERVENTIONAL STUDIES
CHRISTIAN MEDICAL COLLEGE, VELLORE

Please complete and submit Sections I to III with all supporting documents.

SECTION I

Fluid Research Funding/External Funding (delete as appropriate)

If for external funding, please provide name of funding agency and the application for submission in the funding agency’s format, in addition to this application.

1. Title of Research Project:
2. Title of Study (for lay public): 
3. Acronym, if any:


4. Unique protocol IDs (if allotted by Sponsor/ Clinical Trial Registration Number - please list as many as is relevant): 
5. (i) Is this project related to “Artificial intelligence or Machine Learning”? (Yes/ No/Awaited)
(Note: Projects involving Artificial Intelligence (AI)/Machine Learning (MI) development/utilization will have to submit the ‘AI Checklist’, along with the IRB proposal. Please download the AI checklist from research website. Website link: http://10.13.21.249/Research/IRB_Polices.html) 
 (ii) Is the MoU with the collaborating institutions approved by the:

a. Internal IT committee? Yes/No/Awaited
b. CMC Legal cell? Yes/No/Awaited
(Note: Please attach the approval copy along with the IRB application)
6. Name of the Principal Investigator: 

Designation / Department / Unit / of Principal Investigator:

Employment Number:

If Post Graduate Registrar / Fellowship:

Enrollment date of PG Course:  mm/yyyy
Completion date of PG Course: mm/yyyy
Address for communication (including telephone and fax numbers and email id): 

7. Contact person for scientific queries (including telephone and fax numbers and email id):

8. Contact person for public queries (including telephone and fax numbers and email id):

9. Name of Guide (for Student Thesis)
       Employment Number:

    Address for communication (including telephone and fax numbers and email id): 

10. Name of Supervisor (for Student Projects)

Employment Number:

Address for communication (including telephone and fax numbers and email id): 

11. Name and Designation of Co-Investigator (s), Employment Number and Department
12.  Any one of the investigators on this study should be certified in Good Clinical Practice (GCP),
Name:

Date of Certification:  mm/yyyy  

Department:

Enclosed a copy of the certificate: Yes/No.
13. Permission letter from the HOU & HOD of each unit/department involved in the study. If Medical students, Nursing students & Allied Health students, nurses, are involved in the study a permission letter from the appointing authority has to be enclosed. Yes / No (if yes submit the Hardcopy)
14. Duration of the trial*
15. Source/s of Monetary or Material Support*
· Internal - fluid research grant (Rs. 1,50,000/- Per Year for 2 years): Rs. 
· Major research grant (Associate Professor and below Rs. 4,00,000/- per Year for 2 years): Rs. 
(Kindly refer the rules for major fluid research grant in the research website)
· External grant (funding agency name):
· Departmental fund: Yes/No
Special Grants: 
· CMC Vellore (CMCV) & mission network collaborative (MNC) research grant: Rs.

(Kindly refer the rules for CMCV & MNC research grant in the research website)
· Vellore CMC foundation (VCMCF) research grant:  Rs.

(Kindly refer the rules for VCMCF research grant in the research website)

[To know the rules: Go-to ( Intranet link: http://10.13.21.249/Research/index.html# ( Institution Review Board ( CMC Research Grants]
16. Primary Sponsor: 
17. Secondary Sponsor: 
18. Countries of recruitment: 
19. Sites of the study (including departments where the study will recruit participants): 
20. Has Drug Controller General of India (DCGI) clearance been obtained? Yes (copy of letter attached) / Awaited / Not necessary (provide reason) 

21. If this is a laboratory study if you have out-sourced genetic test to an external laboratory.  Please provide evidence of the laboratory credentials. 
22. Is this an invention or idea that you plan to register as a patent:   Please mention 
23. In case there is an invention what are the benefits for the CMC as an institution in 
      terms of patenting and royalties received? 
22. Objectives of the study: 

23. Brief Summary (in 250 words):

24. Health Condition or problem studied: 
25. Study Type:

26.Present Knowledge and relevant bibliography (Is there a justification for this trial? Please provide a brief review of the relevant literature and appropriate references) 
27. Preliminary work already done by the investigator in this problem. 

28. List of publications of the investigator in the field - 

29. Structured abstract (Structured abstract should be in future tense) 

30. Detailed diagrammatic Algorithm of the study 

31. Methods in detail:

i. Intervention and Comparator agent
ii. Key Criteria
a. Inclusion Criteria:
b. Exclusion Criteria:

iii. Method of randomization:

iv. Method of allocation concealment:

v. Blinding and masking:

vi. Primary Outcome:

vii. Secondary Outcome/s:

viii. Target sample size and rationale: (It may be suitable to have a statistician as a co-investigator)
ix. Phase of trial:

x. Expected date of first enrolment:

xi. Estimated duration of trial: 
xii. Protocol variations:  Any rules for
a. interim analyses

b. For withdrawal of participants

c. For premature stopping of trial
xiii. Has a Data monitoring committee been appointed? 

xiv. If yes: supply name and email address of contact person:

xv. Post Trial benefits and care: Has provision been made for post-trial access to the best proven intervention from this trial or best available care for participants after the study is completed?

xvi. Statistical Analyses: 
A. Statistical methods to be used for the primary outcome; include description of methods to estimate the strength of the effect (e.g.: Odds ratios, relative risks, etc) 

B. Methods for additional analyses, if indicated.
Name & designation of the statistician involved in your project for Statistical

Analyses: 
32. Complete budget plan for all studies*: 
For FLUID research grant money cannot be allocated for travel of the investigators nor can job outsourcing be covered with FLUID grants. Funding out of the institution can be given only for the special mission hospital grant
(From Fluid Research Fund, there are no grants for personnel except in a major grant   application, funding is limited Rs. 1, 50,000/- per year for two years for standard applications, 
Rs. 4,00,000/- per year for two years for major applications). Website link: http://10.13.21.249/Research/Index.html > Institutional Review Board > Rules for Major Fluid Research Grants. Do not exceed the budget allocated to you. In case the budget is exceeded, the amount will have to be deducted from one of your departmental special funds. Stationary, printing material and paper should not exceed Rs. 8000/- (Rs. 8,000/- for Major Fluid Grant) of the allocated fluid grant irrespective of the study duration. 

Please mention below the breakdown of budget requested: (The budgets that are drawn up should be comprehensive and should mention all subject in detail (For example – laboratory investigation should mention the specific category without generalization.)  

33.
In case of major equipment purchase what is the agreement with the funding 
agency in terms of institutional ownership of the equipment?

34.
Enclose proforma for Data collection:
35. 
If this is an application for Fluid Research Funding, please provide name and account 
number of any other Fluid Research grant held by the PI. 
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36. Informed Consent Documents (patient information sheet, investigator’s brochure, drug information etc and informed consent document) please submit all translations with the proposal
37. Publication Plans: (List all potential authors and their likely contributions) 

(Please tick √ appropriate box) 

Note: Minimum 4 roles (1 role in each category I-IV) must be given to each author.
	
	                                                       Category I*
	                                Category II*
	   Category III*
	Category IV*

	Author(s) name
	Research 

and Study 

design
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analysis
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conclusion
	Preparation

 of 

Manuscript
	Review of 

Manuscript
	Guide 

and critical

revision
	Final approval 

of the version
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	Agreement to be accountable for 
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Key Note: (as per ICMJE guidelines (version Dec 2019):

Category I: Substantial contributions to the conception or design of the work; or the acquisition, analysis, or interpretation of data for the work

Category II: Drafting the work or revising it critically for important intellectual content

Category III: Final approval of the version to be published

Category IV: Agreement to be accountable for all aspects of the work in ensuring that questions related to the accuracy or integrity of any part of the work are appropriately investigated and resolved.
38. Inter-departmental cooperation: (Please describe the arrangements with institutional diagnostic service units/departments that are being used for this research project, if applicable).
39.Signature of Principal Investigator: 
40. Signature of Guide/Supervisor:
41. Signature of HOD/ HOU: 






(the HOU/HOD need not be a co-investigator in the study) 
42.Co-Investigators’ Consent (all co-investigators have to sign this form or supply separate letters of consent)
I/We give my/our consent to be a Co-Investigator and provide my/our expertise to the project. I/We have approved this version of the protocol and have contributed substantially to its development. 

Name




Department


Signature

Date

Note: 
If the project is a resubmission a fresh copy of signatures needs to be obtained for 

IRB submission.

SECTION - II
APPLICATION FOR ETHICS APPROVAL FOR ALL INTERVENTIONAL STUDIES IN HUMAN PARTICIPANTS

1. Please provide a brief summary of the justification, objectives and methods in lay language, avoiding technical terms. 
2. Please describe if the study uses procedures already being performed on patients for diagnosis or treatment or if modified or novel procedures are to be used?

3. Please describe what benefits might be reasonably be expected by the participant as an outcome of participation 

4. Please describe what benefits to others or new knowledge might be expected as a result of this study

5. Who are to be enrolled? 

6. If any vulnerable groups (e.g., pregnant women, children, unemployed, impoverished/below poverty line, illiterate) are to be enrolled, please provide a justification for their inclusion. 
7. Mention how you will ensure that there is no undue inducement for participation of economically disadvantaged persons among the likely participants in this study. 
8. What are the potential risks to participants in this study? 
9. Are the risks to participants reasonable in relation to the benefits that might reasonably be expected as an outcome to the participant or to others, or the importance of the knowledge that may reasonably be expected to result? Please provide a detailed description of the above. 

10. What is the risk of death from this study?
11. Regarding informed consent to obtained from research participants or their legally authorized representative(s):

a. Does the informed consent document include all the required elements (See appendix IV)?
b. Are the participant information sheet and the consent document in language understandable to participants? (PLEASE PROVIDE WITH THIS SUBMISSION TRANSLATIONS IN ALL LOCAL LANGUAGES ANTICIPATED TO BE USED).

c. Who will obtain informed consent (PI, nurse, other?) and in what setting?

d. If appropriate, is there a children’s assent? If yes, please submit a copy of this form.

e. Is the EC requested to waive or alter any informed consent requirement? 
12. Is there provision of free treatment for research related injury? If yes, who will 
        provide it?

13. Is there provision for compensation of participants for disability or death resulting 

from research related injury? If yes, who will provide it? 

14.  Is the study covered by insurance? If yes, please provide insurance documents from 

an Indian insurance company.

15. In addition to the overall budget in Section I, please provide details of the following

i) Justification, timing and amount of payments to study participants

ii) Justification, timing and amount of payments to investigators/departments

iii) Any other study related financial or in kind incentives to participants or study 

staff

16. Please describe the plan for maintaining confidentiality of study participant 

       information.

17. Please describe the plans for monitoring the safety of participants, reporting and 

managing adverse events.  If this is an externally funded study with a Data Safety 

Monitoring Board, please provide the name and contact information of the DSMB 

chairperson.

18.   If an internal DSMB is being conducted kindly nominate the person from your specialty act as a neutral referee (This person should not be an investigator in this study)
19. If applicable; please provide all significant previous decisions (e.g., those leading to a negative decision or modified protocol) by other ECs or regulatory authorities for the proposed study (whether in the same location or elsewhere) and an indication of the modification(s) to the protocol.  
20. What are the adverse and serious adverse events (SAEs) involved in this interventional study? Please mention the variables separately.

21. Will you comply with reporting the serious adverse events (SAEs) to the research office within 24 hours? Yes/No

Note: If yes, kindly visit the research website (available in intranet) to download the MS Access file for online SAE reporting.
22. If appropriate, has permission from the Drug Controller General of India been obtained?
23. If this is international collaborative research, has permission from the Health Ministry’s Screening Committee been obtained? 

24. For exchange of biological material in international collaborative studies, please provide a Memorandum of Understanding (MOU)/ Material Transfer Agreement (MTA) between the collaborating partners.
25. Undertaking (to be signed by all investigators)

By signing this form, we give our consent to provide our expertise to the project. In addition:

a. We confirm that all investigators have approved this version of the protocol and have contributed substantially to its development. 

b. We confirm that all potential authors are included in this protocol. 

c. We also affirm that we shall register the trial in the Clinical Trials Registry- India (http://ctri.nic.in) in accordance with the details submitted here and submit the registration details before getting final IRB approval and enrolling the first participant. 

d. We confirm that we shall submit any protocol amendments, adverse events reports, progress reports (if required) and a final report and participate in any audit of this study. 

e. We confirm that we shall conduct this study in accordance with the Declaration of Helsinki; the ICMR National Ethical Guidelines for Biomedical and Health Research involving Human Participants 2017, with any subsequent amendments in the New Drug and Clinical Trials Rules, 2019 under the aging of the Schedule Y Drugs and Cosmetics Act, 1940; GCP guidelines; and all applicable laws of the Republic of India. 

f. We agree to submit the results of this study for publication to a peer reviewed journal, within two years of completion. 

g. We declare that we have no conflicts of interest that may affect the conduct or reporting of this study (OR) we declare the following conflicts of interest below.

h. We are aware of the institution’s policies regarding scientific misconduct and agree to abide by them.
26. Signature of Principal Investigator: 
27.  Signature of Guide/Supervisor:

28. Signature of HOD/ HOU:

(the HOU/HOD need not be a co-investigator in the study) 

29. Co-Investigator’s Consent (all co-investigators have to sign this form or supply separate letters of consent)

Name




Department


Signature

Date

Conflicts of interest if any:

Note: 
If the project is a resubmission a fresh copy of signatures needs to be obtained for 

IRB submission.

SECTION - III
SAMPLE INFORMATION SHEET & CONSENT FORM
CHECKLIST FOR PROTOCOLS SUBMITTED TO IRB OF CMC VELLORE FOR INTERVENTIONAL TRIALS IN HUMANS

Please tick the appropriate boxes below to indicate that the following have been submitted and if not, please explain why:

1. Application form for protocols of interventional trials with all sections (I, and II) completed 
[Yes/ No]
2. Informed consent and participant information form in all relevant local languages (PDF format)  
[Yes/ No]
3. Names, affiliations and signatures of all investigators/co-investigators for the declaration [Yes/ 
No]
4. Signature of the Head of the department or unit as applicable (for interdepartmental studies, an 
agreement letter from concerned departmental heads is desirable, if they are not co-investigators). [Yes/ No]
5. Recent curriculum vitae of all investigators, with qualifications, experience and relevant 
publications during the past five years. [Yes/ No]
6. If applicable, data on safety of proposed intervention and any drug/device or vaccine to be 
tested, including results of relevant laboratory, animal and human research. [Yes/ No]
7. If applicable, proposed compensation and reimbursement of incidental expenses and 

management of research related and unrelated injury/ illness during and after research period. [Yes/ No]
8. If applicable (in study-related injuries), a description of the arrangements for insurance 
coverage for research participants and copy of insurance documents from an Indian insurance agency. [Yes/ No]
9.  If applicable all significant previous decisions (e.g., those leading to a negative decision or 
modified protocol) by other ECs or regulatory authorities for the proposed study and an indication of the modification(s) to the protocol made on that account.  The reasons for negative decisions should be provided. [Yes/ No]
10. Plans for publication of results, positive or negative, with names of proposed authors and their 


expected contributions. [Yes/ No]
11. All other relevant documents related to the study protocol, e.g., investigator's brochure for trial 

on drugs/ devices/ vaccines/ herbal remedies, and statement of relevant regulatory clearances. 
      [Yes/ No]
12.  If applicable, any material used for advertisement to recruit participants to the study - this may 

 include flyers, brochures, posters, radio and TV advertisements. [Yes/ No]
13. For externally funded trials, details of Funding agency/ Sponsors and breakdown of fund  

  allocation. [Yes/ No]
14.  One hard copy (No need of CV’s) and a soft copy (All documents including CV’s) on CD of all the above should be submitted to Research Office. 

Please list below all additional documents that are being submitted along with this application including all appendices. 
FORMAT FOR INFORMED CONSENT FORM FOR SUBJECTS
Informed Consent form to participate in a research study 

Study Title:

Study Number: ____________
Subject’s Initials: __________________ Subject’s Name: _________________________________________
Date of Birth / Age: ___________________________
(Subject)
(i) 
I confirm that I have read and understood the information sheet dated ____________ for the above study and have had the opportunity to ask questions. [  ]
(ii) 
I understand that my participation in the study is voluntary and that I am free to withdraw at any time, without giving any reason, without my medical care or legal rights being affected. [  ]
(iii) 
I understand that the Sponsor of the clinical trial, others working on the Sponsor’s behalf (delete as appropriate), 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 trial. I agree to this access. However, I understand that my identity will not be revealed in any information released to third parties or published. [  ]
(iv) 
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). [  ]
(v) 
I agree to take part in the above study. [  ]
(vi)
I am aware of the Audio-visual recording of the Informed Consent.  [  ]
(Click here for Audio Visual guidelines)

Signature (or Thumb impression) of the Subject/Legally Acceptable 
Date: _____/_____/______

Signatory’s Name: _________________________________         Signature: 

Or

Representative: _________________
Date: _____/_____/______

Signatory’s Name: _________________________________

Signature of the Investigator: ________________________

Date: _____/_____/______
Study Investigator’s Name: _________________________

Signature or thumb impression of the Witness: ___________________________

Date: _____/_____/_______

Name & Address of the Witness: ______________________________

Notes for filling in this form
1. Section I is required for Research Committee Approval. Section II is required for Ethics Committee Approval. Section III contains a checklist that should accompany this submission. Incomplete submissions will be rejected.

2. The Senatus has resolved that all clinical trials conducted in CMC should be prospectively registered before enrolment of the first participant in the CTRI. Only items submitted in the proposal and approved by the Research and Ethics committees should be submitted to the CTRI. 

3. Please see Appendix I-IV of this form for detailed description of items required for submission of applications before filling this form. Appendix I contains the Clinical Trials Registry India: Dataset and Description; Appendix II: Instructions for registering trials in the CTRI; Appendix III: The Revised CONSORT Statement: CONSORT checklist (the full statement can be obtained from www.consort.org). Instructions for preparing informed consent documents based on The New Drugs and Clinical Trials Rules, 2019, and a sample consent form are provided in Appendix IV. Website link: http://10.13.21.249/Research/Flow%20chart.html  
4. Please also read the Standard Operating Procedure of the IRB of CMC Vellore (available from the Research website) for additional guidance on policies and procedures that will be followed at CMC for IRB approval. Website link: http://10.13.21.249/Research/IRB_Polices.html  
5. For externally funded projects with commercial sponsors, please also submit the receipt of payment of the non-refundable processing fee.
6. Submission procedure

· Project proposal 

· Curriculum Vitae of all the investigators
· Information sheet and informed consent forms (with translations if applicable) 

· Signatures of all investigators and the Guide/Head of the Department/Unit need to be obtained. 
· All documents should be submitted in Word/PDF formats. Only the signature page can be sent as a scanned PDF.
· Applications submitted after the due date will not be entertained.
7. It is mandatory to fill in the checklist (Section III)
8. Completed application with all supporting documents should be emailed to the research office (research@cmcvellore.ac.in) on or before the submission deadline. 
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