Biostatistics 226, Winter 2020

Homework 1

Homework:  due by end of Saturday following each class

Homework 1: Select 1-3 published RCTs to think about during this course.  For one trial, provide the following:  
		
Citation:		
		
Identify:		
· Research Question / Scientific
· Research Hypothesis / Statistical
		
Registration: 	
· Was the study registered on https://clinicaltrials.gov ?  If not, explain. 
		
Exposure: 		
· Identify the intervention arms. 
· Identify the experimental units (e.g., participants, clinics, …)
· Were units exposed to more than one intervention (e.g., concurrent – combination therapy; sequential – crossover trial)? 
· How many exposures were planned within the exposure period? 
· Who were blinded to treatment assignments? 
		
Adherence:		
· Adherence is a potential mediator of the intervention effect. What strategies did the study employ to maximize adherence?  If none, what could have been done? 
· What measure(s) of adherence was used? 
· How many participants per arm demonstrated lack of adherence, per arm? 
		
Outcome: 		
· Identify the primary outcome(s) and its type (e.g., binary, …). 
· Identify the observational units (Note: can differ from experimental units)
· Were procedures used to assess outcomes in an unbiased way? Describe.  
· How many outcome assessments were planned during (i) the treatment period, and (ii) the post-treatment follow-up period? 
· When relative to end of treatment was primary outcome assessed? 
		
Prognostic covariates: 	
· Was the design stratified by any baseline factors?  What was the rationale for selecting these particular factors? 
· Was the analysis stratified by any baseline factors? 
· Was the exposure-outcome relationship adjusted in any other way? 
· [bookmark: _GoBack]What statistical analysis approach was used?  Comment on its appropriateness. 
		


Helpful websites for protocol development and study evaluation: 
http://www.consort-statement.org/ 
https://prsinfo.clinicaltrials.gov/results_definitions.html 
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