[image: image1.jpg]


PSG Institute of Medical Sciences & Research, Coimbatore 641 004, India
Institutional Human Ethics Committee & Department of Clinical Research & Bioethics
Application for Review of Project Proposal (Effective 25th June, 2011)
For Student research projects and non-student, non-Clinical Trial projects (except radiotherapy and device studies)

__________________________________________________________________________________________________

Note: Read this APPLICATION FORMAT completely before you start filling it. Do not leave any items blank. If any item is not applicable to your study, write “Not Applicable” or “NA” against that item. We encourage you to use the soft copy of this format and submit the printout of a duly filled in and signed word-processed application. 
I. Background Information

1. Write the title of your proposed research project in the box below:

	


2. Brief profile of those involved in the project
	Sl. No.
	Name(s) of the Principal Investigator (PI)* & all Co-Investigator(s) (Co-I) including students
	Institutional ID No.
	Academic Title/Designation / Course & Year /
	Department & Institution to which affiliated
	Academic Qualifications of the Guide(s) 

	1
	PI:
	
	
	
	

	2
	Co-I:
	
	
	
	

	3
	Co-I:
	
	
	
	

	4
	Co-I:
	
	
	
	

	5
	Co-I:
	
	
	
	

	6
	Co-I:
	
	
	
	


* If this is a student-initiated project, the student’s name must be shown as Principal Investigator, and the Guide’s name as Co-Investigator

	For office use only:
	IHEC Application No.



	Date of Receipt of application in the IHEC:
	
	IHEC SEAL:

	Date forwarded to DCRB (Primary Reviewer):
	
	

	Date of Receipt of application from DCRB:
	
	

	Date forwarded by IHEC to Reviewers:
	
	

	Date of IHEC Panel Review, if applicable:
	
	

	Date of despatch of approval letter by IHEC:
	
	

	Validity of approval:
	
	

	Mobile Phone No. of PI:                                                           e-mail ID of PI:




II. Further particulars about the proposed project
3. Introduction / Background:
· Definition of the problem

· Review of Literature (List at least 5 KEY references (covering national and international studies) and give a brief summary of each, HIGHLIGHTING how these references justify your work)

4. Objectives of the Study
Primary Objectives: 
Secondary Objectives:

5. Methodology of the study:

5.1 Type of study / Study Design (you are encouraged to attach a Flow-Diagram): 

5.2 Type of Data: Are you going to:

5.2.1
Collect data afresh from the study-volunteers?

1. Yes

2. No


or

5.2.2 Collect pre-existing data from case-sheets/other sources?
1. Yes

2. No
5.3 Data Collection Tool


(Please attach the data collection tool [form/questionnaire, etc.])

5.4 Data Collection Methods

5.5 Study Population:
5.6 Study Locale (geographic area):

5.7 Sample Size:

5.8 Sample Size Estimation:

5.9 Sampling Method:

5.10 Inclusion Criteria:

5.11 Exclusion Criteria:

5.12 Duration of the study (in years / months): 

5.13 Proposed date of commencement of the study:

6 Evaluation Plan: (describe as to how the aims of the study will be measured / what will be considered as success or otherwise, of the study)
7 Information Dissemination: (tick all that are applicable)
7.1 □  Publication in journal (give details)

7.2 □  Conferences (specify)

7.3 □  Clinical Meeting at PSG Hospitals

7.4 □  CRRI Review Meeting in the Department 

7.5 □  Other (specify) 

8 Does the study involve collection of biological samples?   

    1. Yes
2. No

9 If you are collecting biological samples, tick all that are applicable:
	Sl. No.
	Type of biological sample
 (e.g., blood)
	Quantity of sample 
(write in unit e.g., ml)
	Purpose
(e.g., estimation of Hb)
	From all study volunteers OR from a sub-sample?
	Write number of samples here

	1
	
	
	
	
	

	2
	
	
	
	
	

	3
	
	
	
	
	

	4
	
	
	
	
	


10 Are you informing the study participants that the biological samples collected will be used for the stated purpose only?

1.  Yes
2.  No

3.  Not Applicable
11 What are the risks to human study volunteers, if any, that you anticipate in this study?
12 What are the benefits from this study, if any, to the study volunteers?

13 Who will fund your project expenses? (Enclose relevant documents)

1. Self-funded
2. PSG IMS&R
3. PSGH
4. PSGSSH

5. Others (specify) __________
14 Conflict of Interest, if any:
15 References (to be formatted by adhering to the Vancouver Style of referencing)
For more information on Vancouver Style of referencing, visit this site: http://www.nlm.nih.gov/bsd/uniform_requirements.html 
D E C L A R A T I O N

I/We hereby declare that I/We have completed all sections of this application and attached all the required documents as described in the ‘Checklist of Documents to be attached with Application for Review by IHEC’. I/We further declare that all information provided in this application and its attachments are true to the best of my/our knowledge and belief. I/We understand that the approval to this study will be cancelled if I/we have provided any wrong information or withheld relevant information from this application. I/We assure that my/our project entitled (write the title of your project)________________________________________________ _________________________________________________________________________________________, if approved by the Institutional Human Ethics Committee of PSG IMS&R will be carried out by adhering to the plan described in this application, and that any deviation from the same will be communicated to the IHEC in writing. I/We understand that deviation from the study plan described in this application without informing the IHEC shall result in the cancellation of approval. 
Name(s) and Signature(s) of the Principal Investigator & Co-Investigator(s) involved in this project:

1. Name (PI):

Signature:
2. Name:

Signature:

3. Name:

Signature:
4. Name: 

Signature:
5. Name: 

Signature:
6. Guide’s Name:

Signature:
7. Co-Guide’s Name:

Signature:
Date:
Signature and seal of the Professor & Head of the Department 
}
through which the project is proposed to be  implemented: 
}
(Affix seal, if available)

Checklist of Documents to be attached with Application for Review by IHEC
	Sl. No.
	Document
	Yes
	No
	NA*

	1
	Duly filled in application for review by the IHEC (all sections must be complete)
	
	
	

	2
	Project Timeline/ Gantt Chart  showing week-wise activities for the whole study period
	
	
	

	3
	Copy of Letter granting funds / Studentship / Scholarship / Fellowship (if applicable)
	
	
	

	4
	Permission letter from head of the institution from where data is to be collected
	
	
	

	5
	Informed Consent Form in English  
	
	
	

	6
	Informed Consent Form translated into the relevant language(s)
	
	
	

	7
	Patient Information Sheet in English, if applicable  
	
	
	

	8
	Patient Information Sheet translated into the relevant language(s), if applicable
	
	
	

	9
	Confidentiality Statement
	
	
	

	10
	Data collection tool (Questionnaire / form, etc.)  (sample copy) in English
	
	
	

	11
	Data collection tool (Questionnaire / form, etc.)  (sample copy) translated into the relevant language(s)
	
	
	

	12
	Current CV of the Principal Investigator
	
	
	

	13
	All relevant pre-clinical animal data
	
	
	

	14
	Compensation for study participation
	
	
	

	
	Any other information relevant to the study (Write:                                                 


	
	
	


*  NA = Not Applicable
RECEIPT OF ‘APPLICATION FOR REVIEW BY THE IHEC’

The Department of Clinical Research & Bioethics (DCRB) of PSG Institute of Medical Sciences & Research (PSG IMS&R), Coimbatore, in its capacity as the Primary Reviewer and Scientific Review Committee of the Institutional Human Ethics Committee (IHEC) of PSG IMS&R, hereby acknowledges the receipt of an application for review by the IHEC with the following particulars:

__________________________________________________________________________________

To be filled in by the PI:

Project Title:

Name of the PI:

Institutional ID Number of PI:

Designation:

Department:

Institution:

Date of submission of application to the DCRB:

Signature of the PI with date:






__________________________________________________________________________________

For Office Use only:

Study Number (to be quoted in all future correspondence with the DCRB / IHEC):

Signature of the authorized signatory, DCRB with date and seal:
Study No.                                                                                                                                                                                     Page 1 of 1

