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                                            GIH-IRC Research Proposal Approval Format- Form A


Application for Approval of Research Proposal

(GIH-IRC)
	Research Title




Type of research proposal submission (Please select as appropriate)
· Initial review (Is this the first submission?): Yes/No
· Resubmission as per IRC suggestions: Yes/No
Nature of Study (Please tick as appropriate)

· Intervention study/ Clinical Trail
· Bioequivalence/ pharmacokinetic drug study

· Epidemiological research

· Laboratory study

· Social/ behavioral research

· Study using stored specimens/tissue

· Study using stored medical records

· Others……………………………………………………………..

Proposed Department/Site for Study:

Note: NHRC Approval is compulsory for International Study/ International Collaboration/ Multicenter & Clinical Trial Study

[image: image3.png]For Official Use Only (Please see the check list before Registration of the application form)


	Registration No.:

Registration Date:

Approved Date:
Total Budget of the Project: 

IRC Processing Fee: 

Research Site:

Tentative Date of Initiating the Project:

Duration of the Research Project:
Code of Internal Reviewer:

Code of External Reviewer:

Signature of IRC:


Checklist

For all Applicants:
1. Please read the instructions in italics carefully and complete all the sections (that implies to your research). If a section is not applicable, mark NA.   
2. Type all the entries in Times New Roman Font, size 12 without bold/ Italics.
3. Covering letter addressed to the Member secretary indicating the submission of the approval of proposal. 

4. The proposal will only be accepted if submitted in IRC format.

5. Both printed (upon collection of ethical clearance) and electronic versions of the proposal should be submitted.

6. The Curriculum Vitae of the Principal Investigator & all the Co-Investigator of the study team should be submitted.

7. If the Principal Investigator is a non-Nepali citizen, at least one Co-investigator should be a Nepali citizen.

8. Submission of the application processing fee to IRC. (According to IRC rules and regulations) 

9. Source of funding for the proposed project.

10. The proposal should have institutional ethical clearance from his/her own country if submitted from academic and related institutions.

11. If the research study is to be conducted in any hospital/organization or institution/community, a letter of approval from the related hospital/organization or institution/district authority should be provided.

12. The consent form should be in Nepali & local language (if necessary).

13. Data collection tools should be in Nepali & local language (if necessary) including interview guidelines, observation checklists, questionnaires, etc. 

14. The style of referencing should be in Vancouver style.

15. A list of abbreviations/acronyms should be provided.

For Thesis Desertion
1. Approval letter from concerned Institute/University.

2. Recommendation letter from Academic Supervisor.

Part I

1. Name of the Principal Investigator responsible for the proposed research
Name: 

Address: 

Telephone / Mobile No.: 

      E-mail: 

      Designation: 

Department:  
Institution:  

2. Name and Title of Co-investigators responsible for the proposed research (Use the similar format if more than one)
	SN
	Name
	Designation
	Institutional Affiliation
	Role in the research project
	Signature

	1
	
	
	
	
	

	2
	
	
	
	
	

	3
	
	
	
	
	

	4
	
	
	
	
	


(kindly submit cv of co- investigator/Guide)
Part II 
(Research Proposal Description)
A. Research Title 
B. Proposal Summary (Maximum 500 Words) 
C. Background Information and Introduction 
D. Statement of the Problem / Rationale for the Study 
Statement of the problem

Rational of the study

E. Objectives of the Study 

General objective
Specific objectives
F. Research Question / Hypothesis 
G. Literature Review (Please make it brief and relevant to the current proposal)
H. Conceptual Framework 

(below here is a sample)
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Figure 2: Visual representation of a conceptual framework for the topic “The Impact of Social

Media Usage on Academic Performance among College Students”




I. Methodology 

1. Study Method / Type  
2. Study Design
3. Study Place /Site and Justification

4. Study Population

5. Study Unit

6. Study Period / Duration
7. Study Variables 
8. Independent Variable:
9. Dependent variable:
10. Sample Size Determination
11. Sampling Techniques

12. Criteria for Sample Selection 
13. Inclusion Criteria

14. Exclusion Criteria
15. Data Collection Techniques/Methods

16. Data Collection Tools

17. Validity and Reliability of the Study Tools 
18. Validity
19. Pretesting the Data Collection Tools (If applicable)
20. Plan for Data Management and Analysis 
21. Ethical Consideration 
(Please provide a detailed explanation of how you will obtain participants' consent and include a clear description of the information that will be provided to them)
Ethical clearance will be taken from Institutional review committee and permission will be taken……………………….

After that verbal and written consent will be taken from the respondent, data will be collected. For this; consent form will be developed and explain it with each respondent including the objective of the study. After that written consent will be taken from the respondent who want to participate in the study or according to his/her wish. Privacy and confidentiality will be maintained throughout the study.
22. Potential Biases (If applicable - Identify any potential biases in the study and explain the measures you will take to minimize them)
23. Limitations of the Study (If relevant)
J. Expected Outcome of the Study
K. Plan for Dissemination / Utilization of Study Findings
L. Work Plan (should include duration of study, tentative date of starting the research, and work schedule / Gantt chart)
Work Plan/ Gant Chart
	Month of work
	2081-2082

	
	Poush
	Magh
	Phalgun
	Chaitra
	Baishak
	Jestha

	 Topic selection and proposal writing 
	
	
	
	
	
	

	Literature review
	
	
	
	
	
	

	Tools development and approval of proposal 
	
	
	
	
	
	

	Data Collection, data cleaning and data entry 
	
	
	
	
	
	

	Data analysis
	
	
	
	
	
	

	Manuscript writing 
	
	
	
	
	
	

	Final report submission
	
	
	
	
	
	


M. references (in modified vancouver style)
Part III

Ethical Considerations 

1. Are human participants included in the study?...............
2. How many participants are required for the research?............... 
3. What is the frequency of the participant’s involvement in the research?............
4. Clearly indicate the participant’s responsibilities in the research.  What is expected of the research participants during the research?
5. Are vulnerable members of the population required for this research? (includes age under 18, pregnant women etc)....................
6. Are there any risks involved for the participants? ……………
7. Are there any benefits involved for the participants? If yes, identify clearly what are the expected benefits for the participants..............
Part IV
Obtaining the Informed Consent  
(Note: Informed Consent form should be submitted in English and in the language appropriate to the research participants)
1. How will the informed consent be obtained from the research participants? 

…..

2. Who will obtain consent from the study participants?

……

3. Is there anything being withheld from the research participants at the time the informed consent is being sought?         
…..
4. Is the research sensitive to the Nepali culture and social values?    
…..
5. Is health insurance (if applicable) being made available to the research participants? If yes, please provide the necessary insurance data.   
….
Part V
Financial Information
Is funding required for this study:
How are you going to fund your study? ………….
It yes, mention the total amount of funds (in Nepalese currency) requested for proposed research project:

Which funding organization or agency is going to fund your research project? ……
If yes, indicate the amount in Nepalese currency:
Name and address of funding organization / agency:
Telephone No.:


Fax No.: 


Email: 

Budget Plan:
Part VI
Acceptance of General Conditions and Declaration by the Principal Investigator
I hereby certify that the above mentioned statements are true, I have read and understood the regulation of the GIH IRC on the approval of the research proposal and will act in conformity with the said regulation in all respects.  

If the research is terminated, for any reason, I will notify IRC of this decision and provide the reasons for such actions.  I will provide IRC with a written notice upon the completion of the research as well as a final summary/full report of the research study.  If I publish the results in a journal, I shall acknowledge the IRC and shall provide the Council with three copies of any such articles.

…………………………         
Signature of Applicant



        

Part VI

M. Appendices
N. Abbreviation

Informed consent 
My name is ………… a faculty of …………….. My research topic is entitled “…………………………………..”. The study procedure involves no foreseeable risk and harm to you. And the study time will be only 30 minutes and you are free to ask any question regarding the study. I will be very grateful if you could help me share your personal information. I will not disclose your shared information and keep it safely. Similarly, the information you’ve given to me will only be reveal and use for the research purpose. It depends on you whether you want to participate on this study. Likewise, if you feel any hesitation regarding following questions, you are being asked then you can kindly leave.  

But it would be even better if you could participate with all your pleasure and help me to fill the following questions honestly. So, are you ready to answer the following questions? 

1.Yes       



2. No 

………………………………………

Signature of the participants

Thank you.   

a. Assent form (As necessary)
Title of the study: “………………….”
Namaste, I am the Faculty/consultant/student/ of……………………... In this study me as a principal investigator will be involved and other to coinvestigator named ……………………….
Invitation to Participate: You are invited to participate in the abovementioned research study conducted by ………..
Participation: If you wish to participate in this study, please complete the survey. The survey should take you approximately 30-35 minutes to complete. You do not have to answer any questions that you do not want to answer and may stop at any time to be withdrawn from the study. 
Purpose of the Study: From this research we wish to assess the self care behavior among patients with type 2 diabetes in this institute.  
Benefits: There is no direct benefit to the participants.

Risks: There are no foreseeable risks.

Confidentiality and Anonymity: The information that you will share will remain strictly confidential and will be used solely for the purposes of this research. The only people who will have access to the research data are the investigators. Your answers to open-ended questions may be used verbatim in presentations and publications but you will not be identified. Results will be published in pooled (aggregate) format.

 Conservation of data: The completed surveys will be stored in a password protected electronic format for a period of 2 years at which time they will be destroyed.

 Voluntary Participation: You are under no obligation to participate and if you choose to participate, you may withdraw at any time by closing your browser, or decline to answer any question(s) without any negative consequences.

Payment/reimbursement: There is no any payment to the respondent.

Study team: Researcher himself involve in the research and supervised by the local supervisor.
Information about the Study Results: Study results will be available to study participants in the form of an academic publication. 

If you have any questions or require more information about the study itself, you may contact the principal investigator as well as other investigators or Nepal Health Research Council. 












Consent form
I ……………………….   Age…………years male/female received information about this research to be done by (name of PI/CoPI) ……………………….   by reading, listening and answering questions. I understand that my participation in this research work will be ends on my personal will and that I can withdraw from this research process at any time if I want. I have to give a reason for this and it has also been explained to me that it will not affect the services I get and my legal rights. 

    Finger Print 

	Right
	Left 

	
	


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

Signature 

Name of the participant
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Contact Information





Name of the Principal Investigator: 


Designation:		                     Department: 


Organization: 


Email Id:			                     Mobile No: 


Signature:


Date: 


Declaration of Medical Director to allow him/her to conduct the research 


Full Name:  


Designation:


Email:                  	Mobile No: 


Signature………....................................


Date: 


Declaration (when applicable) of the head of the Institution to allow him/her to conduct the research 


Full Name:  


Designation:


Email:                  	Mobile No: 


Signature………....................................


Date: 








Please attach a recent PP size Photograph





Principal Investigator 


…………………….


………………..








Co investigator 


………………….


…………………








Grande International Hospital Institutional Review Committee

Tel: +977-1-5159266                  E-mail: ircgrande@gmail.com                Website:www.grandehospital.com



