INSTITUTIONAL ETHICAL APPROVAL FORM FOR                                                                                  UNDERGRADUATE MEDICAL RESEARCH PROJECT       
ETHICAL REVIEW COMMITTEE, FOR UMR, RIPHAH INTERNATIONAL UNIVERSITY, PESHAWAR CAMPUS

[bookmark: _GoBack]Important Note: This form should be completed and submitted to the Ethical Review Committee via the online submission form at least four weeks before the expected date of execution of the UMR Project. 

	Title of the project
	



	Project team
(Name, designation/Class & Department)
	Primary Investigator 
	

	
	Co-investigators
	

	
	Supervisor
	

	
	Co-supervisor (if any)
	

	Project Summary 
	

	1. Introduction 
(background and literature review based on evidence with a minimum of 5 updated references)

	





	2. Problem Statement 
(What is the problem, why is it a problem, who is affected, how significant is the problem.
What is the solution/s that you are proposing)  

	





	3. Rationale
(What current practice related to the problem, what is the standard/ ideal practice? What difference is the project expected to make, what loss is expected if the problem is not addressed)

	





	4a. Research Question & Hypothesis (hypothesis is required for analytical studies)
(Following the criteria of (PICOT: Patient/Population, Intervention, Comparison, Outcome, and Timeframe)

	





	4b. Aim & Objectives

	(Specific: Objectives precisely state what the investigators expect to achieve.
Measurable: Precisely state how would the investigators know that the changes/ intervention resulted in the proposed project.
Achievable: The suggested plan as indicated by the objectives is doable within the given time frame
Realistic: You have indicated that you have the necessary resources (human resource, materials, time, administrative and logistic support)
Time frame: Clear timeline to complete the project.)

	






	4. Methods

	(a) Setting/ location 
(Institute, Community, or Hospital unit)

	



	(b) Study population
(Specific group of participants / patients/ health care workers/ other groups) Please mention the inclusion and exclusion criteria)

	





	(c) Sampling Technique and Sample Size 
(Sampling must clearly outline who will participate, how they will be selected (sampling technique and method of sampling i.e. probability or nonprobability sampling; simple random, cluster, stratified, serial or convenience etc), and what would be the sample size calculated by an authentic software/ sample size calculator. Mention the sample size calculator and the specifications that you used to calculate the sample size).   

	





	(d) Study Design 
(Type of study design proposed should align with the research question and objectives of the study)

	





	(e) Duration of the project

	





	(f) Data collection
(Tool & methods for data collection should be validated and aligns with the study objectives)

	







	g) Operational Definitions 
(Operational definitions are not dictionary or text book definition. It is meant to make abstract concepts into specific, observable, and measurable variables. It must include the exact procedure, test, or metrics that would be used to quantify and measure what the researchers plan to study. The researcher can use existing literature to define and operationalize their variables and provide reference for that. For example, if someone wishes to assess the effect of quality of sleep on academic performance, she/he needs to mention what would constitute as the “quality of sleep” for his/her study. What characteristics would be included to operationalize the variable “quality of sleep” and how would it be measured. If the researcher uses a validated tool to measure the quality of sleep, the tool should be mentioned along with the reference). Standard terms for example blood pressure, Haemoglobin level etc do not need to be included in operational definitions. 

	






	h) Data Analysis Plan
(Data analysis plan should indicate how would the major variables of the study would be analysed. Mentioning “numerical variables would be analysed by computing mean and standard deviation and categorical variables through frequencies and percentages”, is not enough. For example, mean and SD would be computed for HbA1C levels/ serum cholesterol level/ academic score/ screen time of the participants and the difference in mean would be evaluated by applying independent samples t test with cut-off for significance as a p value of <0.05 at 95% confidence level.)

	






	5. Project timeline 

	Activity
	Duration 

	
	

	
	

	
	

	
	

	
	

	
	

	6. Project budget 

	Items
	Cost PKR

	
	

	
	

	
	

	
	

	Total
	

	
	

	7. Ethical Considerations

	(a) Will the project involve human subjects?

	



	(b) If the project involves special populations like the involvement of children, pregnant women, physically / mentally challenged, prisoners, and or any other vulnerable population then specify.

	



	(c) How would you obtain the consent of the participant?
(Written consent is recommended to be taken and documented in a language that the participant can understand. It must be noted that even if the consent is taken verbally signature of two witnesses along with the declaration that they witnessed the consent being taken as per protocol has to be provided).

	



	(d) What steps have you taken to keep the data confidential?

	



	(e) Is there any potential harm to the participant? If yes, what steps would you take to minimize the harm

	



	(f) Is there any potential benefit to the participants? 
(benefit refers to any specific incentives provided to the participants e.g. financial compensation for their time, concession in some lab test or consultation fee, enrolment in a free screening programme etc).

	



	(g) Who would fund the project and how?

	



	(h) Is there any conflict of interest that needs to be declared?

	






7. References:
(The guidelines for Vancouver style are described on the UMR website)




	Signature of PI
	

	Signature of Supervisor 
	

	Signature of Co-supervisor 
	

	Date
	


Important Note: Please note that any change in the project for any reason, leading to any modification in the project objectives, outcome variables or methods, shall be notified to the ERC. In such cases, resubmission for ethical approval may be required. 

The ERC shall be informed in writing if the project is discontinued for any reason, along with the reasons for discontinuation. 

In cases of joint ventures with other organisations/institutions, ethical approval from the institutional ERC will still be required even if the other institution has granted ethical approval. In such cases, attach the ethical approval certificate from the other institute.


Checklist

	1. Research proposal (Including introduction, objectives, Methodology, ethical considerations and at least FIVE references in Vancouver style)
	

	2. Data Collection Tool
	

	3. Informed consent form
	

	4. In case of joint ventures, ethical approval from the other institution
5. (For subjects with no human subjects, consent form may not be required)
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