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Introduction

A common belief is that it is unnecessary to think about the implementation of the study until the study gets funded so the only worry is to get a scientific proposal together in time to send to the funding agency. If it gets funded, then it is time to worry about how to do it. Correct? Far from it.

If you have not thought about the boring practical details prior to and during the writing of the protocol, then you are in danger of producing a plan that is totally impractical. The reviewers will recognize that in a jiffy.  Even if they like your question, if they don’t think you can do the study, they won’t fund you 

Objectives

To understand the different steps that have to be undertaken before the first subject is enrolled, the activities required of the investigator during the study and the quality control required to ensure valid data and hence valid results.

At the end of this module, you will be able to:

· Recognise what needs to be done for your research project to satisfy ethics and hospital review boards

· Decide what staffing, including appropriate qualifications will be required to run the project

· Determine what supplies will be needed

· Recognise what health care services will be required, such as laboratory, pharmacy, imaging, health records

· Develop a budget that will pay for all of the personnel, services and supplies

· Develop a time line to ensure that the study proceeds according to the plan necessary to achieve results

· Check whether the proposed project will be feasible in one centre or whether it will require multi-sites.

Activities:

· Reread your question(s)

· Write an ethics submission (eg. for UBC)
· Work out how much staffing is required for your project

· Calculate the supplies required for your project

· Indicate whether pharmacy and laboratory services will be required

· Work out how data management is to be achieved

· Calculate a budget for your project

· Draw a timeline

Resources:

Hulley SB, Cummings SR. “Designing Clinical Research: An epidemiological approach, chapter 3.

UBC Ethics

http://www.bcricwh.bc.ca/research_support/forms/ubc_review.htm
Children’s & Women’s of B.C. Research Review Board
http://www.bcricwh.bc.ca/research_support/forms/cw_review.htm
National Council on Research Ethics – Compendium of Ethics Guidelines

See our “Extra Resources” page for more examples of Consent Forms, Budgets, Timelines, and IRB applications.

Assignments: 

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

Key Concepts

· Ethics – tri-council guidelines

· Staffing requirements

· Supplies

· Services required

· Budget

· Justification of budget

· Timeline

