Biostatistics 226, Winter 2020

Homework 2

Homework:  due by end of Saturday following each class

Homework 2: Using a published RCTs you used for HW1, provide the following. 
· If you provided two citations, please use the behavioral study. 
· Please select a trial did not deliver a cross-sectional intervention. 		
Citation:		


1. Study design: 
a. Create two timelines. 
i. For individual participants, show timing of randomization, intervention delivery time-points, and assessment time-points.  How long were the planned intervention and follow-up periods per participant? 
ii. For all participants combined, show timings of first and last randomizations, interventions, and assessments. Denote the accrual, intervention, and follow-up periods on the timeline.  
b. Comment on study quality.
i. Were selections of intervention intensity & pacing justified by appropriate literature citations? 
ii. Was the overall study duration so long that results added little to the field? 
iii. Can you suggest any ways related to these points that the study could have been improved? 

2. Baseline data: 		
a. Categorize the variables listed by their purposes, as far as you can discern these: 
i. Applicability of RCT results to relevant individuals 
ii. Comparison of study arms at baseline by important risk characteristics 
iii. Would any baseline characteristic also be a good candidate as an outcome in this RCT? 
b. Were arms compared using statistical tests? 
		
3. Efficacy outcome: 		
a. Within arms: 
i. For thinking about how their sample size was calculated:  From the literature, identify the within-arm baseline distribution of the primary outcome for a relevant sample and cite the paper. Examples: 
· For a normally distributed outcome, can you find the mean+/-SD? 
· For a binary outcome, can you find the prevalence? 
ii. Identify the corresponding analysis method used. 
b. Between arms:   
i. How was the contrast between groups quantified (e.g., difference, ratio)?  
ii. Was a 1-sided or a 2-sided test used?  
iii. What type-1 and type-2 error rates were used? 
iv. Provide the unadjusted mean (95% CI). 
v. Were adjusted findings presented?  Provide the adjusted mean (95% CI).
· Which covariates were identified a priori and which post hoc? 
· Did the publication report how post hoc adjustment covariates were identified? 
		
4. Safety outcome: 
a. Were safety outcomes reported? 
b. Were any omitted that should have been reported? 
c. Were methods of analysis other than descriptive statistics used? 
d. Would any of the methods of analysis proposed by Lineberry et al (2016) have been valuable? 

5. Exposure: Did the study interpret study findings in light of observed adherence? 

[bookmark: _GoBack]6. Outcomes: Did the study use any procedures to optimize the quality of the outcomes? 
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