Module 6:     Quantitative Sample Size Section
Assignment:  Complete the following section in one page or less to describe the sample size for your study.  Specifically address how sensitive your estimate affects minor variations in the sample size.  Also, make certain you taken into account problems that you can predict like drop-outs, protocol violations etc.
Have your research preceptor review your document with you.
METHODS

DATA COLLECTION

· Main Outcome Variable

· Secondary Outcome Variables
MEASUREMENTS
 

SAMPLE SIZE 

Example from an RCT – Plint et al:
A Randomized, Controlled Trial of Removable Splinting Versus Casting for Wrist Buckle Fractures in Children
Amy C. Plint, MDa,b, Jeffrey J. Perry, MD, MScb, Rhonda Correll, BScNc, Isabelle Gaboury, MScd and Louis Lawton, MDe 
PEDIATRICS Vol. 117 No. 3 March 2006, pp. 691-697
Wrist buckle fractures are a frequent reason for emergency department visits. Although textbooks recommend 2 to 4 weeks of immobilization in a short arm cast, management varies. Treatment with both casts and splints is common, and length of immobilization varies. The objective was to determine if children with distal radius and/or ulna buckle fractures treated with a removable splint have better physical functioning than those treated with a short arm cast for 3 weeks.
A validated self-reported outcome tool, the Activities Scales for Kids performance version (ASKp), was used to measure physical functioning over a 4-week period. The main outcome was the ASKp score at 14 days postinjury.

Sample Size
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30 points separate the median ASKp scores for children with disability classification of mild, moderate, and severe,,9 a minimal clinically important difference of 15 was chosen to avoid missing significant differences between groups. Moreover, an earlier study suggested that patients with casted upper extremity fractures would score in the moderate disability range.13 
Therefore, sample-size calculations were based on the following assumptions: 
(1) to detect a difference of 15 units on the ASKp scale;
 (2) SD of 24 units8;
 (3) 2-sided test; and 
(4) a power of 80% and false-positive (type I error) rate of 0.05.
 With these assumptions, the sample size was 81 children, to which we added 15% for potential loss to follow-up, for a sample size of 113 children.14 
Example from a Survey – O’Donnell et al

Sample Specification 

The target population for this study is those physicians caring for children and youth in the province. In B.C., children and youth are cared for by pediatricians and by family/general practitioners. There are approximately 4,000 family/general practitioners(GPs) and 250 pediatricians in active practice in the province. 

The College of Physicians and Surgeons of BC will provide (for a fee) a database listing all GPs and pediatricians (including name, work address, gender, medical school attended and year of graduation). In order to reach those caring for children, we will survey all pediatricians and a random sample of GPs. The sample of GPs will be stratified by Health Authority (HA) to ensure that the views of physicians from all parts of the province are represented, especially given the fact that health related policy decisions in BC are made at the level of HA  We will assign each GP to his or her HA using a postal code translation linkage file available from the Centre for Health Services and Policy Research at UBC. GPs within each HA will be numbered and SPSS will be used to randomly select approximately 15% from each HR. This will provide a total sample size of 600 GPs. Since the purpose of our study is to provide descriptive information rather than to test hypotheses, our sample size will be based on ensuring representation rather than on a power calculation.  

From a current survey of GPs in BC (Miller, personal communication), we recognize that we may lose approximately 17% of our sample due to reasons such as retirement and no longer practicing at the address provided.  In addition, we will exclude GPs that see fewer than 5 children or youth (aged 0 to 18) per month for any kind of consultation (Miller found this to be 4.5%). We anticipate, therefore, that our final survey sample will  include approximately 470 GPs and 210 pediatricians.

�What data are going to be collected at each visit?  What is your MAIN outcome variable?  What are the secondary outcomes?


�The variable on which your hypothesis will be either accepted or rejected.


�How will you measure the data that you propose to collect?  This should include information about the various tools to be used eg.  “the SF36 is a validated generic  tool  used to measure quality of life”  For grant applications you generally append the actual forms.


�Needs to have a statement about how the study is going to be judged. For descriptive studies, need information on how precise the final estimates are going to be. e.g. the sample size for the study on the incidence of toddler fractures is based on an anticipated incidence of 10% with a precision of (2% and 95% confidence interval. For a hypothesis driven study the sample size statement must include the difference accepted as clinically significant, the power, and alpha.   





