
Table 5. Study quality of randomized controlled trials comparing insulin delivery or glucose monitoring methods for diabetes mellitus
	Author, year
	Sequence Generation
	Allocation concealment
	Blinding, Personnel, Outcome
	Incomplete Outcome Data
	Pharmaceutical support
	Company involvement
	Overall quality*

	Battelino 201188
	Yes


	Yes
	No
	Unclear
	Yes
	Unable to determine
	Fair

	Battelino 201188
	Yes
	Yes
	No
	Yes
	Yes
	No
	Fair

	Bergenstal, 201091
	No
	No
	No
	Yes
	Yes
	Unable to determine
	Poor

	Bolli, 200960
	Yes
	Yes
	No
	Yes
	Yes
	Unable to determine
	Fair

	Bolli, 200960
	Unclear
	Unclear
	No
	No
	Yes
	Yes
	Poor

	Bruttomesso, 200865
	Yes
	Unclear
	Unclear
	No
	Yes
	Yes
	Fair

	Bruttomesso, 200865
	Unclear
	Yes
	No
	Yes
	Yes
	Yes
	Poor

	Cohen, 200350
	Unclear
	Unclear
	No
	Unclear
	Yes
	Unable to determine
	Poor

	Cohen, 200350
	Unclear
	Unclear
	No
	Unclear
	Yes
	Unable to determine
	Poor

	Deiss, 200687
	Unclear
	Unclear
	Unclear
	Unclear
	Yes
	Unable to determine
	Poor

	Deiss, 200687
	Unclear
	Unclear
	Yes
	Yes
	Yes
	Unable to determine
	Good

	Derosa, 200970
	Unclear
	Unclear
	Unclear
	No
	Unable to determine
	
	Fair

	DeVries, 200266
	Yes
	Yes
	No
	No
	Yes
	Unable to determine
	Fair

	DeVries, 200266
	Yes
	Yes
	No
	Yes
	Yes
	Unable to determine
	Fair

	Doyle, 200451
	Yes
	Yes
	No
	Yes
	Yes
	No
	Good

	Doyle, 200451
	Yes
	Unclear
	Unclear
	Yes
	Yes
	Unable to determine
	Good

	Garcia-Garcia, 200753
	Unclear
	Unclear
	Unclear
	Unclear
	Unable to determine
	
	Poor

	Garcia-Garcia, 200753
	Unclear
	Unclear
	Unclear
	Unclear
	No
	
	Poor

	Hanaire-Broutin, 200064
	Yes
	No
	No
	
	Yes
	Unable to determine
	Fair

	Hanaire-Broutin, 200064
	Unclear
	Unclear
	No
	Yes
	Yes
	Unable to determine
	Good


	Author, year
	Sequence Generation
	Allocation concealment
	Blinding, Personnel, Outcome
	Incomplete Outcome Data
	Pharmaceutical support
	Company involvement
	Overall quality*

	Herman, 200569
	Unclear
	Yes
	Unclear
	Unclear
	Yes
	Unable to determine
	Fair

	Herman, 200569
	Yes
	No
	No
	No
	Yes
	Unable to determine
	Fair

	Hermanides, 201194
	Yes
	Yes
	No 
	Yes
	Unable to determine
	Unable to determine
	Good

	Hirsch, 200559
	Yes
	No
	No
	Yes
	Yes
	
	Fair

	Hirsch, 200559
	Unclear
	Unclear
	Unclear
	No
	Yes
	Yes
	Fair

	Hirsch, 200886
	Unclear
	Unclear
	No
	Yes
	Yes
	Yes
	Good

	Hirsch, 200886
	Unclear
	Unclear
	Yes
	Yes
	Yes
	Unable to determine
	Good

	Hoogma, 200663
	Unclear
	Unclear
	No
	No
	Yes
	Unable to determine
	Poor

	Hoogma, 200663
	Yes
	No
	No
	Yes
	Yes
	
	Fair

	JDRF CGM Study Group, 200984
	Yes
	Unclear
	No
	Yes
	Yes
	Unable to determine
	Good

	Kordonouri, 201080
	Yes
	Yes
	No
	Yes
	Yes
	Unable to determine
	Good

	Kordonouri, 201080
	Unclear
	Yes
	Yes
	Yes
	Yes
	Unable to determine
	Good

	Lee, 200793
	Unclear
	Unclear
	No
	No
	Unable to determine
	
	Fair

	Lee, 200793
	Unclear
	Unclear
	Unclear
	Unclear
	Unable to determine
	Unable to determine
	Fair

	Lepore, 200367
	Unclear
	Unclear
	No
	Unclear
	Unable to determine
	Unable to determine
	Poor

	Lepore, 200367
	Unclear
	Unclear
	Unclear
	Unclear
	Unable to determine
	
	Fair

	Nuboer, 200854
	Unclear
	Unclear
	No
	Unclear
	No
	Unable to determine
	Poor

	Nuboer, 200854
	Unclear
	Unclear
	Unclear
	Yes
	No
	
	Fair

	O'Connell, 200985
	Yes
	Yes
	No
	Yes
	Yes
	No
	Good

	O'Connell, 200985
	Yes
	Yes
	No
	No
	Yes
	Unable to determine
	Good

	Opipari-Arrigan, 200749
	Unclear
	Unclear
	No
	Unclear
	No
	Unable to determine
	Poor

	Opipari-Arrigan, 200749
	Unclear
	Unclear
	Unclear
	Unclear
	Unable to determine
	
	Poor

	Peyrot, 200992
	Unclear
	Unclear
	Unclear
	Yes
	Yes
	No
	Poor

	Peyrot, 200992
	Unclear
	No
	
	Yes
	Yes
	No
	Poor

	Pozzilli, 200357
	Unclear
	No
	No
	Unclear
	Yes
	Unable to determine
	Fair

	Pozzilli, 200357
	Unclear
	No
	No
	No
	Yes
	Unable to determine
	Fair

	Raccah, 200981
	Unclear
	Unclear
	No
	No
	Yes
	Unable to determine
	Fair

	Radermecker, 201083
	Unclear
	Unclear
	No
	Yes
	No
	No
	Fair

	Radermecker, 201083
	Unclear
	Unclear
	No
	No
	No
	Unable to determine
	Fair

	Raskin, 200336
	Yes
	Unclear
	Unclear
	No
	Yes
	Unable to determine
	Poor

	Raskin, 200336
	Yes
	Yes
	No
	Yes
	Yes
	Unable to determine
	

	Rigla, 2008105
	Unclear
	Unclear
	No
	Yes
	Yes
	No
	Poor

	Rigla, 2008105
	Unclear
	Unclear
	Yes
	Yes
	Yes
	Unable to determine
	Good

	Schiaffini, 200755
	Unclear
	Unclear
	Unclear
	Unclear
	No
	
	Poor

	Schiaffini, 200755
	Unclear
	Unclear
	No
	Unclear
	No
	
	Poor

	Skogsberg, 200848
	Unclear
	Unclear
	Unclear
	Unclear
	Unable to determine
	
	Fair

	Skogsberg, 200848
	Unclear
	Unclear
	No
	Unclear
	Yes
	Unable to determine
	Fair

	Tamborlane, 200827
	Yes
	Unclear
	No
	Unclear
	Yes
	Unable to determine
	Fair

	Tamborlane, 200827
	Unclear
	Unclear
	No
	Yes
	No
	Unable to determine
	Fair

	Thomas, 200761
	Unclear
	Unclear
	Unclear
	Unclear
	Yes
	No
	Fair

	Thomas, 200761
	Unclear
	Unclear
	No
	Yes
	Yes
	No
	Fair

	Tsui, 200162
	Yes
	
	Unclear
	Yes
	Yes
	Unable to determine
	Good

	Tsui, 200162
	Yes
	Yes
	No
	Unclear
	Yes
	Unable to determine
	Fair

	Wainstein, 200537
	Unclear
	Unclear
	Unclear
	No
	Unable to determine
	
	Fair

	Wainstein, 200537
	Unclear
	No
	No
	Yes
	Unable to determine
	
	Fair

	Weintrob, 200352
	Unclear
	Unclear
	No
	Yes
	Yes
	Unable to determine
	Fair

	Yoo, 2008102
	Yes
	Yes
	Yes
	Yes
	Yes
	Unable to determine
	Good

	Yoo, 2008102
	Yes
	Yes
	No
	No
	Yes
	Unable to determine
	Fair


CGM = continuous glucose monitor; JDRF = Juvenile Diabetes Research Foundation

* Overall quality was rated as: 

· Good (low risk of bias). These studies had the least bias, and the results were considered valid. These studies adhered to the commonly held concepts of high quality, including the following: a clear description of the population, setting, interventions, and comparison groups; appropriate measurement of outcomes; appropriate statistical and analytic methods and reporting; no reporting errors; a low dropout rate; and clear reporting of dropouts. 

· Fair. These studies were susceptible to some bias, but not enough to invalidate the results. They did not meet all the criteria required for a rating of good quality because they had some deficiencies, but no flaw was likely to cause major bias. The study may have been missing information, making it difficult to assess limitations and potential problems. 

· Poor (high risk of bias). These studies had significant flaws that might have invalidated the results. They had serious errors in design, analysis, or reporting; large amounts of missing information; or discrepancies in reporting.41 

E-68

