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Application for Ethical Approval of Research Proposal
(KUSMS-IRC)


NOTE: 
· Please read the instructions carefully and complete all the sections (that implies to your research) 
· Type all the entries in English- Times New Roman Font, size 12 without bold/ Italics.
· Submit the completed application at IRC office, Dhulikhel Hospital.


Research Proposal Description 
Do you have funding for your project? (Cross in the appropriate box)
a. Yes

b. No     
c. Applied for funding but not approved
If yes, briefly describe grant information including contact detail.
Do you have any collaboration for this research project?

a. None

b. National
c. International 


1. Summary of the proposed research protocol (within 200 words)
(Summarize the proposed research using language understandable to those departments who require this information for activation.  The summary should be one paragraph and must include: A brief statement of the purpose, objective(s), research methodology including research design, participants and procedures, research setting, measurement tools and significance of the study)
2. INTRODUCTION:

2.1. Background:
(Relevant to the topic, preferably recent evidences to drive the need of the study) 
2.2. Statement of the problem/ rationale/ need of the study:
(Rationale should demonstrate the literature gap and what is intended to do to address the gap)
2.3. Research hypothesis (if applicable):
2.4. Objectives of the research:

 General objective (s):

(Describe general purpose / objective (s) of the project)
Specific objective(s):

(Outline very specific objective(s) that will be met with this specific project)
3. METHODS/ METHODOLOGY:
3.1. Study design:
(Provide a description of the general study design and/or type of methodology. Eg:  qualitative or a quantitative research. Experimental or observational, cohort, case control or a cross sectional study)
3.2. Participants/ study population:

(Describe the participant characteristics whether healthy individuals, or patients from outpatient department or hospital wards or community) 

3.3. Selection criteria: (list out the criteria in bullets, provide reference if appropriate)
 Inclusion criteria:
(Describe the specific criteria you will use to decide who will be included in your study from among interested or potential subjects. Define any technical terms in lay language).
Exclusion criteria:

(Describe the specific criteria you will use to decide who will be excluded from your study from subjects who meet the inclusion criteria listed above. Define any technical terms in lay language).
3.4. Study site and justification: 

 (Explain where will the research be conducted For example: hospital ward, outpatient department or   community. Give reasons for selecting the site)

3.5.a.  Sampling method/ technique:

3.5.b. Sample size determination: 
(Mention appropriate number (neither too less nor too much) of participants (or participant units) required for your study. Provide reference if your prediction of number is based on previous studies. Include the calculation if you used formula to predict the sample size. Describe procedure and information provide necessary  references. (if any software is used to calculate the sample size.)
3.6. Data Collection Tools/ Measures:
(Include the list of data collection tools that will be used in the research including the clinimetrics/ psychometric properties/ reliability and validity of the tools. If the tool is self- designed, explain in brief how it was designed, and if pre-testing was done)

3.7. Procedure:

(Describe how participants will be screened/identified (by whom, where), how consent will be obtained (who will take, how and where), how participants will be recruited (allocation, randomization, grouping by matching, concealment etc), who will recruit and where, If blinded, who (position of role, not name) will be blinded and how, Explain data collection steps very clearly. In case of invasive techniques or interventions, explain the protocol concisely and clearly. Expand information on use of drugs or device that is going to be used for the first time (i.e. not yet approved for this purpose)
3.8. Future contact with the participants
(Describe the purpose of future contact if you would like to retain any contact information for future research. Provide information, who is the possible person to contact the participants and what will be the contact options, If the research is a ongoing process, make sure that participants will be given chance to ask questions or to change their minds about participating)
3.9. Plan for data analysis:
3.8. a. Software that will be used for data analysis: 

3.8. b. Statistical tests: (Specify the most probable statistical tests that  will be used to analyze the data depending on the predicted nature of data)
4. Limitations of the study (if any):
5. Significance of the study:

6. Plan for supervision and monitoring:
7. Plan for data management:
(Explain how the data will be managed, where will be the data be stored, how will be the confidentiality of the data maintained)

8. Plan for dissemination of the research:
9. Data and specimen sharing/banking
(Are you likely to share some or all of the data, specimens, or subject contact information with other researchers or a repository/database? You are strongly encouraged to consider the broadest possible future plans you might have, and whether you will obtain consent now from the subjects for future sharing or unspecified uses. Answer YES even if you will only share information without identifiers. Answer NO if you are unlikely to do any sharing)
10. Work plan (should include duration of study, tentative date of starting the project and work schedule)
	Work
	Duration/ Date
	Remarks

	Protocol writing
	
	

	Anticipated time of protocol approval
	
	

	Clinical trial registry (in case of clinical trial)
	
	

	Data collection and data entry
	
	

	Data analysis
	
	

	Manuscript/ thesis book preparation
	
	

	Submission to journal/ dissemination 
	
	


10. ETHICAL CONSIDERATION
(Ethical principles are based on Declaration of Helsinki. Please refer to explanations of the ethical consideration in the Declaration of Helsinki)
	10.1. Ethical issues
	Yes/ No
	Justification if yes

	a. Are human participants included in the study?
	
	

	b. Are vulnerable members of the population required for this research? (includes age under 18, pregnant women etc)
	
	

	c. Are there any risks involved for the participants? If yes, identify clearly what are the expected risks for the human participants in the research and provide a justification for these risks.
	
	

	d. Are there any benefits involved for the participants? If yes, identify clearly what are the expected benefits for the participants.
	
	


10.2. Clearly indicate the participant’s responsibilities in the research.  (Mention clearly as what is the role of the participants during research For e.g. Any performance ; any preparation for the task, etc.)


10.3. Obtaining the consent:

10.3. a. How will the informed consent be obtained from the research participants?

10.3. b. Who will obtain the consent from the study participants?
10.3. c. Is there anything being withheld from the research participants at the time the informed consent is being sought? Mention “YES” or “NO”


If yes, explain
11. BUDGET PLAN (Include the details of anticipated budget for your research. Only few examples of the items are listed, you may add up items based on the nature of your research. Please note that the figures in the table are just examples)
	SN
	Items
	Unit 
	Unit cost (NRs)
	Total 

(NRs)

	1
	Ethical clearance
	
	
	

	2
	Cost for printing/ photocopy
	
	
	

	3
	Allowance for participants
	
	
	

	4
	Laboratory cost 
	
	
	

	5
	Payment to research assistant
	
	
	

	
	
	
	
	

	
	Total
	
	
	


12.  For KUSMS students
Since KUSMS – IRC would require proposal for ethical approval to be submitted on the name of on-site academic supervisor / advisor, studetn(s)’ detail (eg: name, affiliated department and university, course, degree, registration number / students’ ID)  to be provided.

13. Students from Non-KUSMS research setting
(Describe the reason(s) why you selected KUSMS research setting to conduct the your research. Provide name, professional details and role of your on-site advisor / supervisor of your project)
Supplements
2.  Supplements should include

i. References (Vancouver style)
ii. Consent form:
Informed consent form (should be in English and also in the language of participants) 
 Statements required in the informed consent form include: 
· Clear purpose of the research
· Procedure of the study
(Using lay language, explain what participants are supposed to do, time required, setting/location, participants’ active or passive role, preparation for the research participation etc., intervention or manipulation (if any), drug dosing information (if any))
· Voluntary participation 
· Rights to withdraw from the study: 
(A statement that the human participants can withdraw from the study at any time without giving reason and without fear) 

· Statement to assure confidentiality of the participant’s details.
· Risk and benefits of the participation
· Payment / compensation to the participants or their community (if any): 
(Describe any payment you will provide, including total amount/value, when you pay to them (at the beginning or end), describe if any non-monetary compensation eg: fuel for transportation, lodging during data collection, will be provided).
· A statement indicating that the participants has understood all the information in the consent form and is willing to volunteer / participate in the research. 
· Signature space for the research participants, a witness with the date.

Note- Informed consent form should be submitted in English language and in the 
language appropriate to the research participants, example- Nepali.
iii. Data collection instruments including data collection forms, self reported outcome measures, questionnaires etc
iv. List of abbreviations 

v. Recently updated curriculum vitae (in brief; not more than two pages )  or resume of Principal Investigator.
vi. For Students- approval letter from academic supervisor / advisor of the concerned university.
vii. Letter of support from head or in-charge of the concerned department in which the proposed study is being conducted.
viii. Letter of support from the head of institute if, research study is being conducted with the collaborators from outside the institution including foreign collaborators.
ACCEPTANCE OF GENERAL CONDITIONS AND DECLARATION 

I hereby certify that the above mentioned statements are true, I have read and understood the regulation of Kathmandu University School of Medical Sciences Institutional Review Committee on the approval of research proposal and will act in conformity with the said regulation in all respects.  I agree to accept responsibility for the scientific conduct of the research project.  

If the research is terminated, for any reason, I will notify KUSMS/IRC of this decision and provide the reasons for such actions.  I will provide KUSMS/IRC with a written notice upon the completion of the research as well as a final summary/full report of the research study.  








………………………………………

Signature of applicant

 

Date: ……………………….

Principal Investigator  …………………….…

Signature: …………………
Co-investigator(s):

	S. N.
	Name
	Signature

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	





Kathmandu University School of Medical Sciences


 Institutional Review Committee 


(KUSMS-IRC) 











Contact information:


Principal investigator:











Primary contact person (if different from principal investigator):








Title: 








Contact: KUSMS, Dhulikhel, P.O. Box: 11008, Nepal


Tel: 977-11-490497, Fax: 977-11-490707


Email: irc@kusms.edu.np
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