Module 3:     Writing the Study Design Section
-- Qualitative Study -- 
Assignment:  Complete the following subsections in one page to describe the study design you will use to answer the question that you have chosen.  Specifically, address how you will strive to minimize the susceptibility of your results to bias (use the Critical Appraisal worksheets as a checklist to help you decide what to cover).  You are encouraged to include a flow diagram showing how your study would run.
Feel free to delete the comments listed at right.  You can temporarily hide them by clicking the “View” menu and then the “Markup” submenu in most versions of Word.

Have your research preceptor review your document with you.
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Guidelines For Qualitative Studies:
	Checklist of items to include when reporting a case-control study

To see the online version, click here 

To see the PDF version, click here


The User’s Guides Checklist for Qualitative Studies:
Here’s what the critical appraisers of your paper will be using to assess the validity of your qualitative study.  These factors should be considered at the design stage of the trial, with every effort made to reduce the effects of bias.

For Qualitative Research, the User’s Guides do not have a checklist per se.  Below is an excerpt from their section describing critical appraisal of Qualitative Studies but we suggest that the learner go to the web site or book for a complete review of the considerations.


[image: image1]
See:  http://www.cche.net/usersguides/qualitative.asp - Valid

Example from a Qualitative Study:
The methods section of a qualitative study should describe several aspects of the research design, including: (a) how study participants were selected, (b) the methods used to generate data, (c) the comprehensiveness of data collection, and, (d) procedures for analyzing the data and corroborating the findings. As with any research, qualitative research involving human subjects must undergo ethics review and approval and this approval should be noted in the report. Special ethical dilemmas in qualitative research 22 should be addressed in the ethics and peer review of the study protocol, but usually cannot be appraised from the published report alone. Following are some general guidelines to help readers determine whether qualitative research design and execution is appropriate to the research objectives.











�Details of where study is going to be conducted gives the reviewer some background on how generalizable the results will be


�should be a simple statement eg “The design is a randomized placebo controlled trial” or “The design is a prospective cohort study” . It should NOT include a long description of the  methods


�Description of the subjects – who is IN your study and who is EXCLUDED.  


�The target population is everyone to which you would HOPE to generalize your results: eg.  “all children with FEV1  < 80% predicted”


�The study population is a description of the subjects you have or actually will study: e.g. “children with FEV1  < 80% predicted presenting to BCCH emergency department between April and June 2004”


This gives a second reinforcement about how generalizable the results will be.  


�A timeline or timetable is a realistic estimate of when you will do what.  Allows the reader to judge the feasibility of what you propose.


�For the acknowledgements, list funding agencies and unfunded support for your study.  Any people you list should be asked their permission to be listed AHEAD of submission.





