INSTITUTIONAL ETHICAL APPROVAL FORM FOR                                                                                  QUALITY IMPROVEMENT PROJECT       
ETHICAL REVIEW COMMITTEE, FOR UMR, RIPHAH INTERNATIONAL UNIVERSITY, PESHAWAR CAMPUS

Important Note: This form should be completed and submitted to the Ethical Review Committee via the online submission form at least three weeks before the expected date of execution of the / Quality Improvement Project (QIP). 

	Title of the project
	



	Project team
(Name, designation & Department)
	Primary Investigator 
	

	
	Co-investigators
	

	
	Supervisor 
	

	
	Co-supervisor (if any)
	

	Project Summary 
	

	1. Introduction (background)

	





	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 QIP expected to make, what loss is expected if the problem is not addressed through the QIP)

	





	4. Plan for the QIP

	(a) Aim & Objectives
Specific: Objectives precisely state what the investigators expect to achieve as the quality improvement (QI).
Measurable: Precisely state how would the investigators know that the changes/ intervention resulted in quality improvement.
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 each part of the QIP.

	






	(b) Proposed change for the QI
What is being recommended as the “change” for QI, e.g., a change in protocol, a new check list etc?
How would the baseline benchmark be established to measure improvement? 
What would be the outcome measures e.g. change in; rate of an event including adverse events, duration of stay in the hospital, time lag in care, cost of a procedure, recovery time etc?

	





	(c) Setting/ location 
(Hospital, unit)

	



	(d) Study population & Sampling
(Specific group of patients/ health care workers/ other groups) Please mention the inclusion and exclusion criteria.
Sampling strategy and sample size) 

	





	(e) Design 
(QIP design framework; PDSA, Pre-post, FMEA, MFI etc)

	





	(f) Duration of the project

	





	(g) Data collection
Tool & methods for data collection

	







	(h) Operational Definition

	






	[bookmark: _GoBack]5. Plan for data analysis

	






	6. Project timeline 

	Activity
	Duration 

	
	

	
	

	
	

	
	

	
	

	
	

	7. Project Budget 

	Item
	Cost PKR 

	
	

	
	

	
	

	
	

	
	

	Total 
	

	

	8. 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?

	



	(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? 

	



	(g) Who would fund the project and how?

	



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

	







	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 modifications 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)
	



      . 



1

