Module 7:     Implementation of Your Study
Original Author:  Ruth Milner MSc

PERC Reviewer:  Quynh Doan MDCM MHSc

Assignment:  
1 To demonstrate that you have learned from the module, you are asked to:

a. complete an ethics submission form 

b. complete an informed consent document

c. write a budget and justify each item on the budget

d. draw up a timeline for the conduct of the project.

2 (Optional)  Review the implementation strategies for each of the following protocols and critique the strengths and weaknesses

Ethics Submission
To safeguard the public from the acknowledged biases, both ethical and economic, of various stakeholders in research, all studies must undergo a process of scientific and ethical review.  At UBC this takes place in a two stage process where each study must be approved by a UBC Ethics Board (either Behavioural or Clinical -- basically depending on whether patients are involved) and by a Hospital Ethics Board at the site of the research.  In this assignment, we will have you complete both types of forms so that you become acquainted with the process.  It is considerably less daunting than it appears at first glance.
To complete the UBC forms, first decide whether you will submit to the Behavioural or Clinical Research Ethics Review Boards (click here to decide).  The forms, with a brief description, are available at:  

http://www.ors.ubc.ca/ethics/clinical/c-forms.htm 
· Submit the UBC form appropriate to your situation to your research supervisor based on your project.  

· Here is a sample of a completed CREB application
· Bronchiolitis RCT
· Here is a sample of a completed BREB application

· Computer Tutorial RCT
To complete the Hospital forms, you will likely have to visit the web site at your particular institution.  There are a myriad of possible approvals required.  Much of this review is centered on how you will be using hospital resources.  For instance, it is inappropriate to use a significant amount of a clinical nurse’s time to carry out a research protocol.

· Submit the Institutional form appropriate to your situation to your research supervisor based on your project.  

· Examples:

· Bronchiolitis RCT
· Computer Tutorial RCT
Consent

The issue of Informed Consent really falls under Ethics.  Any research on human subjects requires that the subjects be informed fully before they consent to participate.  

· For a Behavioural Study, complete the consent form available at:  http://www.orsil.ubc.ca/ethics/behavioural/b-forms.htm
Examples

· Computer Tutorial RCT
· Evidence-based Medicine Survey Consent Letter
· For a Clinical Study, complete the consent template available at:  http://www.orsil.ubc.ca/ethics/clinical/c-forms.htm 

Example

· Bronchiolitis RCT
Budgets

All research has resource implications.  In most cases of grant writing, the investigator is attempting to persuade a funding agency that their project is worthy of the resources required to carry it out.  A key part of the argument is the specification of the resources required.
· In 1-2 pages, list all the resources required to carry out your study.  Be certain to justify each line item.  Have a look at the examples.

Examples

· Complicated budget from a CIHR grant application (here)

· Simpler budget for Vancouver Foundation survey (here)

Timeline

Finally, draw up a schedule for your project.  The art here is to make it realistic but not too drawn out.  Write this out in a single page.
Examples:

VIRAP study at BCCH.

	Activity
	Season 1

(Nov 2005-Mar 2006)
	Inter-Season 1

(Apr-Oct 2006)
	Season 2

(Nov 2006 -Mar 2007)
	Inter-Season 2

(Apr-Oct 2007)

	Development of materials
	
	
	
	
	

	Ethics approval (UBC CREB & Hospital Review)
	
	
	
	
	

	Hire, train staff
	
	
	
	
	
	
	
	
	

	Recruitment
	
	
	
	
	

	Randomization
	
	
	
	
	

	Data collection
	
	
	
	
	

	Data analysis
	
	
	
	
	
	

	KT activities
	
	
	
	

	Dissemination
	
	
	
	


	ORT timeline 2006
	Feb 06
	Mar 06
	Apr 06
	May-Aug 06
	Sep-Dec 06

	Grant submission
	X
	X
	
	
	

	Ethics submission
	
	
	X
	
	

	Pre-intervention data coll. & entry
	
	
	
	X
	

	Transition period data coll. & entry
	
	
	
	X
	X


	 ORT timeline 2007-2008
	Jan-Oct 07
	Nov 07
	Dec 07
	Jan08
	Feb08

	Post-intervention data coll. & entry
	X
	X
	X
	
	

	Data Analysis
	
	
	
	X
	

	Manuscript preparation
	
	X
	X
	X
	X

	Presentation at research meeting
	
	
	
	X
	


Summary

Upon completing the assignments for this module, you will not only be well on the way to completing the write-up of your project but will also have faced down many of the issues that can bedevil the project once it starts.  Well done.
To complete this module you will have discussed the following documents with your preceptor:

· Research Ethics Forms

· UBC

· Hospital

· Consent Form

· Budget

· Timeline

