
Table 4. Outcomes of studies comparing insulin delivery or glucose monitoring methods for diabetes mellitus
	Author, year
	Group 1, N
	Group 2, N
	Outcome (definition)
	Timepoint
	Results, Group1
	Results, Group2

	Battelino, 201188
	MDI + SMBG, 54
	MDI + rtCGM, 62
	Mild hypoglycemia (number of hypoglycemia excursions per day <63 mg/dL)
	6 months
	G2-G1: Mean, 0.76 (SD, 0.94)
	G2-G1: Mean, 0.53 (SD, 0.6); P: 0.08

	Battelino, 201188
	MDI + SMBG, 54
	MDI + rtCGM, 62
	Moderate hypoglycemia (number of hypoglycemic excursions per day <55 mg/dL)
	6 months
	G2-G1: Mean, 0.37 (SD, 0.4)
	G2-G1: Mean, 0.28 (SD, 0.54); P: 0.07

	Battelino, 201188
	CSII + SMBG, 54
	CSII + rtCGM, 62
	HbA1c (%)
	6 months
	G2-G1: Mean, 6.95
	G2-G1: Mean, 6.69 (95% CI, -0.47--0.07); P: 0.008 vs. Grp1

	Bergenstal, 201091
	MDI + SMBG, 241
	CSII + rtCGM, 244
	HbA1c (%)
	1 years
	
	G2-G1: Mean, -0.6 (95% CI, -0.7--0.4); P: <0.001 

	Bergenstal, 201091
	MDI + SMBG, 248
	CSII + rtCGM, 247
	Severe hypoglycemia (require assistance + (BG<50 mg/dl or recovery with glucose treatment))
	1 years
	Incidence 

17 (7)

Events 
27 events
13.48 events / 100 person-years; P: 0.84
	Incidence 

21 (9)

Events 

32 events

13.31 events / 100 person-years

	Bergenstal, 201091
≥19 years (adults)
	MDI + SMBG, 163
	CSII + rtCGM, 166
	Weight gain (kg)
	1 years
	F-B: Mean, 1.8
	F-B: Mean, 2.4

G2-G1: 0.6; P: 0.19 

	Bin-Abbas, 200656
	MDI, 8
	CSII, 14
	HbA1c (%)
	6 months
	B: Mean, 10.1

F: Mean, 8.5; P: 0.016 

F-B: Mean, 8.5; P: 0.0005 vs. baseline
	B: Mean, 10.2

F: Mean, 7.5

F-B: Mean, 7.5; P: 0.0001 vs. baseline

G2-G1: -1

	Bin-Abbas, 200656
	MDI, 8
	CSII, 14
	HbA1c (%)
	6 months
	B: Mean, 10.1

F: Mean, 8.5; P: 0.016 

F-B: Mean, 8.5; P: 0.0005 vs. baseline
	B: Mean, 10.2

F: Mean, 7.5

F-B: Mean, 7.5; P: 0.0001 vs. baseline

G2-G1: -1


	Author, year
	Group 1, N
	Group 2, N
	Outcome (definition)
	Timepoint
	Results, Group1
	Results, Group2

	Bolli, 200960
	MDI, 26
	CSII, 24
	HbA1c (%)
	24 weeks
	F-B: Mean, -0.6 (SD, 0.8)
	F-B: Mean, -0.7 (SD, 0.7)

G2-G1: Mean, -0.1 (-0.5-0.3); P: NR 

	Bolli, 200960
	MDI, 26
	CSII, 24
	Hyperglycemia (Fasting glucose: before breakfast)
	24 weeks
	
	G2-G1: -0.7 (95% CI, -1.8-0.5)

	Bolli, 200960
	MDI, 26
	CSII, 24
	Hyperglycemia (Fasting glucose: preprandial' - before other meal (besides breakfast))
	24 weeks
	
	G2-G1: Mean, -0.9 (95% CI, -2.3-0.4)

	Bolli, 200960
	MDI, 26
	CSII, 24
	Hyperglycemia (Postprandial glucose: 2 hour after meal)
	24 weeks
	
	G2-G1: Mean, 0.3 (95% CI, -1.1-1.7); P: NR 

	Bolli, 200960
	MDI, 26
	CSII, 24
	Hyperglycemia (Postprandial glucose: glucose at 3 am)
	24 weeks
	
	G2-G1: Mean, 3 (95% CI, -0.4-6.5); P: NR 

	Bolli, 200960
	MDI
	CSII
	Hypoglycemia (Mild hypoglycemia: symptomatic + no assistance needed + PG<4 mmol/l)
	24 weeks
	Events 

31 events / person; P: 0.97 
	Events 

35 events / person

	Bolli, 200960
	MDI
	CSII
	Hypoglycemia frequency (Mild hypoglycemia: ANY hypoglycemia)
	24 weeks
	Events 

35 events / patient; P: 0.93 
	Events 

41 events / patient

	Bolli, 200960
	MDI
	CSII
	Hypoglycemia frequency (Mild hypoglycemia: asymptomatic' not mild)
	24 weeks
	Events 

1.4 events / patient; P: 0.95 
	Events 

1.2 events / patient

	Bolli, 200960
	MDI
	CSII
	Hypoglycemia frequency (Mild hypoglycemia: symptomatic, not necessary mild)
	24 weeks
	Events 

13 events / patient; P: 0.84 
	Events 

14 events / patient

	Bolli, 200960
	MDI
	CSII
	Hypoglycemia frequency (Nocturnal hypoglycemia: between bedtime and rising)
	24 weeks
	Events 

5 events / patient; P: 0.34 
	Events 

3 events / patient

	Bolli, 200960
	MDI, 26
	CSII, 24
	Severe hypoglycemia (symptoms+ assistance needed+(PG<2 mmol/l OR prompt recovery with glucose/glucagon))
	24 weeks
	Incidence 

2 (8)

Events 

2
	Incidence 

2 (8)

Events 

2

	Bruttomesso, 200865
	MDI, 39
	CSII, 39
	Hyperglycemia (severe: >20 mmol/l at any time)
	4 months
	Events 

1.3 events / patient; P: 0.327 
	Events 

1.1 events / patient

	Bruttomesso, 200865
	MDI, 39
	CSII, 39
	Hypoglycemia frequency (Mild hypoglycemia: 2.0-3.5 mmol/l)
	4 months
	Events 

7.8 events / patient; P: 0.775 
	Events 

8 events / patient

	Bruttomesso, 200865
	MDI, 39
	CSII, 39
	Hypoglycemia frequency (Moderate hypoglycemia: not defined)
	4 months
	Events 

12.3 events / patient; P: 0.011 
	Events 

9.5 events / patient

	Bruttomesso, 200865
	MDI, 39
	CSII, 39
	Severe hypoglycemia (< 2mmol/l)
	 4 months
	Events 

0.1; P: 0.71 
	Events 

0.1

	Bruttomesso, 200865
	MDI
	CSII
	Weight gain
	 4 months
	“Remained unchanged”
	

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	Major anomalies (Malformations,not specified.)
	
	Incidence

1 (2.7)


	Incidence 

5 (5.5)

P: NS vs. Grp1

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	HbA1c (%) 
	(2nd trimester)
	G2-G1: Mean, 6.7 (SD, 1.1)
	G2-G1: Mean, 6.1 (SD, 0.6); P: 0.0005 vs. Grp1

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	HbA1c (%) 
	(1st trimester) 
	G2-G1: Mean, 7.2 (SD, 1.3)
	G2-G1: Mean, 6.6 (SD, 0.7); P: 0.0005 vs. Grp1

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	Birth trauma (shoulder dystocia)
	
	Incidence 
2 (4.9)
P: NS vs. Grp1
	Incidence 
1 (1.1)

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	NICU admission


	
	Incidence 
9 (21.4)
P: NS vs. Grp1
	Incidence 
18 (19.6)

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	Gestational age (weeks)
	
	G2-G1: Mean, 36.6 (SD, 2.3)
	G2-G1: Mean, 36.7 (SD, 2); P: NS vs. Grp1

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	Cesarean delivery (Not further specified)
	
	Incidence 
30 (73.2)
P: ns vs. Grp1
	Incidence 
72 (77.4)

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	Frequency of neonatal hypoglycemia
	
	Incidence 
8 (19.5)

P: NS vs. Grp1
	Incidence 
21 (22.8)

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	Birth weight (grams)
	
	G2-G1: Mean, 3243.2 (SD, 698.9)
	G2-G1: Mean, 3390.9 (SD, 662.5); P: NS vs. Grp1

	Bruttomesso, 201176
	MDI, 44
	CSII, 100
	HbA1c (%)
	(3rd trimester)
	G2-G1: Mean, 6.5 (SD, 0.8)
	G2-G1: Mean, 6.2 (SD, 0.7); P: 0.002 vs. Grp1

	Chico, 201077
	MDI, 196
	CSII, 59
	Weight gain (kg)
	
	G2-G1: Median, 14.2 (range, 0.5 -9.6)
	G2-G1: Median, 13.5 (range, 1.4 - 28.5) 

	Chico, 201077
	MDI, 196
	MDI, 16
	Frequency of neonatal hypoglycemia (Capillary blood glucose lower than cutoff criterion on two or more occasions in the first 48 h of life, cutoff criterion 1.1 mmol/L preterm or SGA infants and 1.66 mmol/L otherwise)
	NR
	Incidence 
23 (11.6)
P: NS vs. Grp1
	Incidence 
0 (0)

	Chico, 201077
	MDI, 196
	MDI, 16
	Weight gain (kg)
	
	G2-G1: Median, 14.2 (range, 0.5 -9.6)
	G2-G1: Median, 13.9 (range, 0.6 - 21.9)

	Chico, 201077
	MDI, 196
	MDI, 16
	Major anomalies (defined as those that were life-limiting, caused significant functional or cosmetic impairment, or required surgery)
	NR
	Incidence 
12 (6)
P: NS vs. Grp1
	Incidence 
0 (0)

	Chico, 201077
	MDI, 196
	CSII, 69
	Major anomalies (defined as those that were life-limiting, caused significant functional or cosmetic impairment, or required surgery)
	NR
	Incidence 
12 (6)

	Incidence 
3 (5.4) 
P: NS vs. Grp1

	Chico, 201077
	MDI, 196
	CSII, 59
	HbA1c (%)
	(1st trimester)
	G2-G1: Mean, 6 (Range, 4.5 - 8.7)
	G2-G1: Mean, 6.3 (Range, 5.4 - 9.2)

	Chico, 201077
	MDI, 196
	MDI, 16
	HbA1c (%)
	(1st trimester)
	2-G1: Mean, 6 (Range, 4.5 - 8.7)
	G2-G1: Mean, 6.1 (Range, 5.9 - 7.1)

	Chico, 201077
	MDI, 196
	CSII, 59
	Cesarean delivery (not further specified)
	NR
	Incidence 
124 (63.1)
P: NS vs. Grp1
	Incidence 
40 (67.6)

	Chico, 201077
	MDI, 196
	MDI, 16
	Cesarean delivery (not further specified)
	NR
	Incidence 
124 (63.1)
P: NS vs. Grp1
	Incidence 
6 (38.5)

	Chico, 201077
	MDI, 196
	MDI, 16
	HbA1c (%)
	
	G2-G1: Mean, 5.7 (4.6 - 7.3)
	G2-G1: Mean, 5.9 (5.6 - 6.4)

	Chico, 201077
	MDI, 196
	CSII, 59
	HbA1c (%)
	
	G2-G1: Mean, 5.7 (4.6 - 7.3)
	G2-G1: Mean, 6.3 (5.3 - 7.8)

	Chico, 201077
	MDI, 196
	CSII, 59
	HbA1c (%)
	(2nd trimester)
	G2-G1: Mean, 5.6 (4.5 - 8.1)
	G2-G1: Mean, 6 (5.4 - 8)

	Chico, 201077
	MDI, 196
	MDI, 16
	HbA1c (%)
	(2nd trimester)
	G2-G1: Mean, 5.6 (4.5 - 8.1)
	G2-G1: Mean, 5.8 (5.3 - 6.2)

	Chico, 201077
	MDI, 196
	CSII, 59
	Frequency of neonatal hypoglycemia (Capillary blood glucose lower than cutoff criterion 2+ occasions in first 48 h of life, cutoff criterion 1.1 mmol/L in preterm or SGA infants and 1.66 mmol/L otherwise)
	NR
	Incidence 
23 (11.6)

	Incidence 
2 (2.8) 
P: NS vs. Grp1

	Chico, 201077
	MDI, 16
	CSII, 59
	HbA1c (%)
	
	G2-G1: Mean, 5.9 (5.6 - 6.4)
	G2-G1: Mean, 6.3 (5.3 - 7.8)

	Chico, 201077
	MDI, 16
	CSII, 59
	Frequency of neonatal hypoglycemia (Capillary blood glucose lower than cutoff criterion 2+ occasions in the first 48 h of life, cutoff criterion 1.1 mmol/L in preterm or SGA infants and 1.66 mmol/L otherwise)
	NR
	Incidence 
0 (0)
	Incidence 
2 (2.8) 
P: NS vs. Grp1

	Chico, 201077
	MDI, 16
	CSII, 59
	HbA1c (%)
	(2nd trimester)
	G2-G1: Mean, 5.8 (Range, 5.3 - 6.2)
	G2-G1: Mean, 6 (Range, 5.4 - 8)

	Chico, 201077
	MDI, 16
	CSII, 59
	Major anomalies (defined as those that were life-limiting, caused significant functional or cosmetic impairment, or required surgery)
	NR
	Incidence 
0 (0)
P: NS vs. Grp2


	Incidence 
3 (5.4)

	Chico, 201077
	MDI, 16
	CSII, 59
	HbA1c (%)
	(2st trimester)
	G2-G1: Mean, 6.1 (Range, 5.9 - 7.1)
	G2-G1: Mean, 6.3 (Range, 5.4 - 9.2)

	Chico, 201077
	MDI, 16
	CSII, 59
	Cesarean deliver (not further specified)
	NR
	Incidence 
6 (38.5)
P: NS vs. Grp2
	Incidence 
40 (67.6)

	Chico, 201077
	MDI, 16
	CSII, 59
	Weight gain (kg)
	
	G2-G1: Median, 13.9 (range, 0.6 - 21.9)
	G2-G1: Median, 13.5 (range, 1.4 - 28.5)

	Cohen, 200350
	MDI, 13
	CSII, 15
	HbA1c (%)
	12 months
	B: Mean, 8.48 (SD, 1.4)

F: Mean, 8.57 (SD, 0.44); P: NS
F-B: 0.09
	B: Mean, 8.58 (SD, 0.82)

F: Mean, 8.15 (SD, 1.3)

F-B: -0.43

G2-G1: -0.52

	Cohen, 200350
	MDI, 13
	CSII, 15
	Hypoglycemia frequency (Daytime hypoglycemia: Mean/patient/study period)
	12 months
	F: Mean, 15.1 (SD, 16.1)
	F: Mean, 11.4 (SD, 7.1)

	Cohen, 200350
	MDI, 13
	CSII, 15
	Hypoglycemia frequency (Nocturnal hypoglycemia: Mean/patient/study period)
	12 months
	F: Mean, 4 (SD, 6.5)
	F: Mean, 3 (SD, 3.5)

	Cohen, 200350
	MDI, 13
	CSII, 15
	Severe hypoglycemia (Events)
	12 months
	Events 

4; P: NS 
	Events 

1

	Cohen, 200350
	MDI
	CSII
	Weight gain (BMI-SDS)
	12 months
	F: 0.25 (SD, 0.44)
	F: 0.23 (SD, 0.45)

	Cypryk, 200874
	MDI, 78
	CSII, 25
	Birth weight (g)
	36 weeks (3rd trimester)
	F: Mean, 3270 (SD, 894)
	F: Mean, 3191 (SD, 903)

	Cypryk, 200874
	MDI, 78
	CSII, 25
	Birth weight (LGA)
	36 weeks (3rd trimester)
	Incidence 

22 (28.6); P: 0.1159 
	Incidence 

3 (12)

	Cypryk, 200874
	MDI, 78
	CSII, 25
	Birth weight (SGA)
	36 weeks (3rd trimester)
	Incidence 

7 (9.1); P: 0.7818 
	Incidence 

3 (12)

	Cypryk, 200874
	MDI, 78
	CSII, 25
	Cesarean delivery (Not further specified)
	36 weeks (3rd trimester)
	Incidence 

54 (69.2); P: 0.2354 
	Incidence 

14 (46)

	Cypryk, 200874
	MDI, 78
	CSII, 25
	Frequency of neonatal hypoglycemia (<40 mg/dL)
	36 weeks (3rd trimester)
	Incidence 

11 (14.1); P: 0.8902 
	Incidence 

4 (16)

	Cypryk, 200874
	MDI, 78
	CSII, 25
	Gestational age (weeks)
	 (3rd trimester)
	F: Mean, 36.3 (SD, 3.2); P: 0.5805 
	F: Mean, 36.6 (SD, 2.4)

	Cypryk, 200874
	MDI, 86
	CSII, 30
	HbA1c (%)
	 (3rd trimester)
	F: Mean, 6.8 (SD, 1.2)
	F: Mean, 6.4 (SD, 1)

	Cypryk, 200874
	MDI, 86
	CSII, 30
	HbA1c (%)
	 (1st trimester)
	F: Mean, 7.7 (SD, 2.4)
	F: Mean, 7.4 (SD, 1.7)

	Cypryk, 200874
	MDI, 86
	CSII, 30
	HbA1c (%)
	 (2nd trimester)
	F: Mean, 6.6 (SD, 0.9)
	F: Mean, 6.5 (SD, 1.1)

	Cypryk, 200874
	MDI, 86
	CSII, 30
	Minor anomalies (congenital abnormalities, unspecified)
	36 weeks (3rd trimester)
	Incidence 

2 (2); P: 0.05 
	Incidence 

4 (13)

	Cypryk, 200874
	MDI, 86
	CSII, 30
	Severe hypoglycemia (required treatment with parenteral glucagon administered by a third party)
	36 weeks (3rd trimester)
	Incidence 

0 (0)
	Incidence 

0 (0)

	Deiss, 200687
	SMBG
	rtCGM
	HbA1c (%)
	3 months
	B: Mean, 9.7 (SD, 1.3)

F-B: Mean, 0.4 (SD, 1)
	B: Mean, 9.6 (SD, 1.2)

F-B: Mean, 0.7 (SD, 1.3)

G2-G1: 0.3

	Deiss, 200687
	SMBG
	rtCGM
	HbA1c (%)
	3 months
	B: Mean, 9.7 (SD, 1.3)

F-B: Mean, 0.4 (SD, 1)
	B: Mean, 9.5 (SD, 1.1)

F-B: Mean, 1 (SD, 1.1)

G2-G1: 0.6

	Deiss, 200687
	SMBG
	rtCGM
	Hypoglycemia frequencySevere hypoglycemia (not further spec)
	3 months
	
	Events 

1

	Deiss, 200687
	SMBG
	rtCGM
	Hypoglycemia frequencySevere hypoglycemia (not further spec)
	3 months
	
	Events 

1

	Derosa, 200970
	MDI, 32
	CSII, 32
	HbA1c (%)
	12 months
	B: Mean, 9.3 (SD, 2.1)

F: Mean, 8.2 (SD, 1); P: <0.05 

F-B: -1.1
	B: Mean, 9.2 (SD, 2)

F: Mean, 7.6 (SD, 0.8)

F-B: -1.6

G2-G1: -0.5

	DeVries, 200266
	MDI, 40
	CSII, 39
	HbA1c (%)
	16 weeks
	B: Mean, 9.25 (SD, 1.4)

F-B: Mean, -0.07 (SD, 0.7)

G2-G1: Mean, 0.84 (95% CI, 0.36-1.31)
	B: Mean, 9.27 (SD, 1.4)

F-B: Mean, -0.91 (SD, 1.28)

G2-G1: P: 0.002 

	DeVries, 200266
	MDI, 40
	CSII, 39
	Hyperglycemia (Fasting glucose: 5-hr after bedtime)
	16 weeks
	F: Mean, 9.8; P: NS 
	F: Mean, 9.8

	DeVries, 200266
	MDI, 40
	CSII, 39
	Hyperglycemia (Fasting glucose: before bedtime glucose)
	16 weeks
	F: Mean, 11.8; P: NS 
	F: Mean, 10.8

	DeVries, 200266
	MDI, 40
	CSII, 39
	Hyperglycemia (Fasting glucose: before breakfast glucose)
	16 weeks
	F: Mean, 10; P: NS 
	F: Mean, 8.5

	DeVries, 200266
	MDI, 40
	CSII, 39
	Hyperglycemia (Fasting glucose: before dinner glucose)
	16 weeks
	F: Mean, 10.2; P: NS 
	F: Mean, 8.3

	DeVries, 200266
	MDI, 40
	CSII, 39
	Hyperglycemia (Fasting glucose: before lunch glucose)
	16 weeks
	F: Mean, 9
	F: Mean, 7.8

	DeVries, 200266
	MDI, 40
	CSII, 39
	Hyperglycemia (Postprandial glucose: 90-min after breakfast)
	16 weeks
	F: Mean, 10.5; P: NS 
	F: Mean, 8.3

	DeVries, 200266
	MDI, 40
	CSII, 39
	Hyperglycemia (Postprandial glucose: 90-min after dinner)
	16 weeks
	F: Mean, 8.7; P: NS 
	F: Mean, 9

	DeVries, 200266
	MDI, 40
	CSII, 39
	Hyperglycemia (Postprandial glucose: 90-min after lunch)
	16 weeks
	F: Mean, 9.7; P: NS 
	F: Mean, 8.2

	DeVries, 200266
	MDI, 40
	CSII, 39
	Hypoglycemia frequency (Mild hypoglycemia: (SMBG < 3.9 mmol/L))
	16 weeks
	Episodes per patient-week

B: Mean, 1.97 (SD, 1.53)

F-B: Mean, -0.02 (SD, 1.18)

G2-G1: Mean, -0.99 (-1.87--0.11)
	Episodes per patient-week

B: Mean, 2.13 (SD, 2.05)

F-B: Mean, 0.98 (SD, 2.02)

	DeVries, 200266
	MDI, 40
	CSII, 39
	Severe hypoglycemia (requires 3rd party assistance)
	16 weeks
	Incidence 

6 (15); P: 0.48 
	Incidence 

3 (8)

	DeVries, 200266
	MDI, 40
	CSII, 39
	Weight gain (kg)
	16 weeks
	B: Mean, 79.8 (SD, 13.5)

F-B: Mean, 0.88 (SD, 2.74)

G2-G1: Mean, 0.28 (95% CI, -1.07-1.63)
	B: Mean, 77.3 (SD, 13.6)

F-B: Mean, 0.6 (SD, 2.94)

	Doyle, 200451
	MDI, 16
	CSII, 16
	HbA1c (%)
	16 weeks
	B: Mean, 8.2 (SD, 1.1)

F: 8.1 (1.2)

F-B: -0.1
	B: Mean, 8.1 (SD, 1.2)

F: 7.2 (1)

F-B: -0.9

G2-G1: -0.8

	Doyle, 200451
	MDI
	CSII, 16
	Hypoglycemia frequency (Nocturnal hypoglycemia: not specified)
	16 weeks
	
	Incidence 

2 (12)

Events 

2

	Doyle, 200451
	MDI, 16
	CSII
	Severe hypoglycemia (not further spec)
	16 weeks
	Incidence 

4 (25)

Events 

5
	

	Doyle, 200451
	MDI, 16
	CSII, 16
	Weight gain
	 
	F-B: Mean, <1 kg/m2; P: NS vs. baseline
	

	Garcia-Garcia, 200753
	MDI, 24
	CSII, 8
	HbA1c (%)
	24 months
	B: Mean, 7.82 (SD, 0.7)

F: Mean, 7.54 (SD, 0.74); P: 0.8 0.8 

F-B: -0.28
	B: Mean, 7.62 (SD, 0.62)

F: Mean, 7.7 (SD, 0.64)

F-B: 0.08

G2-G1: 0.36

	Garcia-Garcia, 200753
	MDI, 24
	CSII, 8
	Ratio of basal to bolus insulin (Proportion of basal insulin)
	24 months
	F: Mean, 45.6 (SD, 5.2); P: 0.5 
	F: Mean, 47.3 (SD, 5.3)

	Garcia-Garcia, 200753
	MDI, 24
	CSII, 8
	Severe hypoglycemia (Severe hypoglycemia/patient/year)
	24 months
	F: Mean, 0.04 (SD, 0.14); P: 0.8 
	F: Mean, 0 (SD, 0)

	Hanaire-Broutin, 200064
	MDI + rtCGM, 41
	CSII + SMBG, 41
	Hyperglycemia (Postprandial glucose: mean daily blood glucose (pre- and postprandial) recorded during last 14 days of each period)
	4 months
	F: Mean, 175 (SD, 33); P: <0.05 
	F: Mean, 165 (SD, 27)

	Hanaire-Broutin, 200064
	MDI + rtCGM, 41
	CSII + SMBG, 41
	Hypoglycemia frequency (Mild hypoglycemia: defind as BG levels <60 mg/dl)
	4 months
	Events 

4.3 events / 14 day; P: NS 
	Events 

3.9 events / 14 day

	Hanaire-Broutin, 200064
	MDI + rtCGM, 41
	CSII + SMBG, 41
	Severe hypoglycemia (as defined by DCCT)
	4 months
	Incidence 

1 (2)

Events 

1 events / 4 months
	Incidence 

2 (5)

Events 

3 events / 4 months

	Herman, 200569
	MDI, 54
	CSII, 53
	HbA1c (%)
	12 months
	B: Mean, 8.1 (SD, 1.2)

F: Mean, 6.4 (SD, 0.8); P: 0.19 

F-B: Mean, -1.6 (SD, 1.2); P: <0.0001 vs. baseline
	B: Mean, 8.4 (SD, 1.1)

F: Mean, 6.6 (SD, 0.8)

F-B: Mean, -1.7 (SD, 1); P: <0.0001 vs. baseline

G2-G1: -0.1; P: 0.19 

	Herman, 200569
	MDI, 54
	CSII, 53
	Hypoglycemia frequency (Mild hypoglycemia: Capillary BG < 65 mg/dl treated by patient or symptoms that resolved with oral glucose)
	 12 months
	Incidence 

49 (90); P: 0.17 
	Incidence 

43 (81)

	Herman, 200569
	MDI, 54
	CSII, 53
	Severe hypoglycemia (confusion, LOC, seizures + (BG<50 OR resolution of symptoms with glucose/glucagon from another person))
	12 months
	Incidence 

6 (11); P: 0.49 
Events 

12 events / 51.43 person-years; P: 0.61
	Incidence 

3 (6)
Events 

4 events / 49.87 person-years

	Herman, 200569
	MDI, 54
	CSII
	Severe hypoglycemia (resulting in life-threatening injury to patient/ other person, hospitalization, or death)
	12 months
	Incidence 

1 (2)

Events 

1
	

	Herman, 200569
	MDI, 54
	CSII, 53
	Weight gain (kg)
	12 months
	F-B: Mean, 2.6; P: <0.001 vs. baseline
	F-B: Mean, 2.1; P: <0.001 vs. baseline

G2-G1: -0.5; P: 0.7 

	Hermanides, 201194
	MDI + SMBG, 33
	CSII + rtCGM, 44
	Severe hypoglycemia
	26 weeks
	Events 
1
P: 0.21 vs. Grp2
	Events 
4

	Hermanides, 201194
	MDI + SMBG, 31
	CSII + rtCGM, 40
	Hyperglycemia (Mild hypoglycemia: events defined as >11.1 mmol/l)
	26 weeks
	Events 
2.2
P: 0.3
	Events 
2.1

	Hermanides, 201194
	MDI + SMBG, 31
	CSII + rtCGM, 40
	Hyperglycemia (%)
	26 weeks
	B: Mean, 40.1 (SD, 18.4)

F: Mean, 38.2 (SD, 21.5)

P<0.001 vs. Grp2

G2-G1: -17.3 (95% CI, -25.1 to -9.5)


	B: Mean, 38 (SD, 17.4)

F: Mean, 21.6 (SD, 12.2)

G2-G1: -17.3 (95% CI, -25.1 to -9.5)



	Hermanides, 201194
	MDI + SMBG, 36
	CSII + rtCGM, 41
	HbA1c (%)
	26 weeks
	B: Mean, 8.59 (SD, 0.82)

F: Mean, 8.46 (SD, 1.04)
F-B: -0.13
G2-G1: Mean, -1.21, 95% CI, -1.52 to -0.90
	B: Mean, 9.46 (SD, 0.95)

F: Mean, 7.23 (SD, 0.65)
F-B: -1.23
G2-G1: Mean, -1.21, 95% CI, -1.52 to -0.90

	Hermanides, 201194
	MDI + SMBG, 31
	CSII + rtCGM, 40
	Hypoglycemia frequency (%)
	26 weeks
	B: Mean, 2.5 (SD, 2.8)

F: Mean, 2.5 (3.6)

G2-G1: 0.0 (95% CI: -1.6 to 1.7)

P: 0.79 vs. Grp2
	B: Mean, 3.9 (SD, 4.7)

F: Mean, 2.7 (SD, 3.4)

G2-G1: 0.0 (95% CI: -1.6 to 1.7)



	Hermanides, 201194
	MDI + SMBG, 31
	CSII + rtCGM, 40
	Moderate hypoglycemia frequency (defined as <4.0 mmol/l)
	26 weeks
	Events 
0.6
P: 0.4 vs. Grp2
	Events 
0.7

	Hieronimus, 200573
	MDI, 23
	CSII, 33
	Birth weight (kg)
	 (3rd trimester)
	F: Mean, 3.384 (SD, 0.693); P: 0.036 
	F: Mean, 3.767 (SD, 0.751)

	Hieronimus, 200573
	MDI, 23
	CSII, 33
	Cesarean delivery (Not further specified)
	 (3rd trimester)
	Incidence 

8 (34.6); P: 0.016 
	Incidence 

23 (70)

	Hieronimus, 200573
	MDI, 23
	CSII, 33
	Gestational age (weeks)
	 
	F: Mean, 37.2 (SD, 1.2); P: >0.05 
	F: Mean, 37 (SD, 1.6)

	Hieronimus, 200573
	MDI, 23
	CSII, 33
	Major anomalies (Number of infants)
	 (3rd trimester)
	Incidence 

3 (13); P: >0.05 
	Incidence 

4 (12)

	Hieronimus, 200573
	MDI, 23
	CSII, 33
	NICU admission (Number of infants)
	 (3rd trimester)
	Incidence 

8 (35); P: >0.05 
	Incidence 

11 (33)

	Hieronimus, 200573
	MDI, 23
	CSII, 33
	Severe hypoglycemia (not further spec)
	 (3rd trimester)
	Incidence 

2 (9); P: >0.05 
	Incidence 

3 (9)

	Hieronimus, 200573
	MDI, 23
	CSII, 33
	Weight gain (kg)
	 (3rd trimester)
	F: Mean, 14.4 (SD, 5.2); P: >0.05 
	F: Mean, 14.5 (SD, 3.9)

	Hirsch, 200559
	MDI, 50
	CSII, 50
	Hyperglycemia (Postprandial glucose: SMBG 2h after breakfast)
	5 weeks
	F: Mean, 182 (SD, 82); P: NS 
	F: Mean, 158 (SD, 63)

	Hirsch, 200559
	MDI, 50
	CSII, 50
	Hyperglycemia (Postprandial glucose: SMBG after dinner)
	5 weeks
	F: Mean, 159 (SD, 77); P: NS 
	F: Mean, 144 (SD, 64)

	Hirsch, 200559
	MDI, 50
	CSII, 50
	Hyperglycemia (Preprandial glucose: SMBG before dinner)
	5 weeks
	F: Mean, 148 (SD, 71); P: NS 
	F: Mean, 128 (SD, 58)

	Hirsch, 200559
	MDI, 100
	CSII, 100
	Hypoglycemia frequency (Daytime hypoglycemia: minor (asymptomatic and <50 or managed by patient and <50), 0800 - 0000)
	5 weeks
	Incidence 

59 (60)

Events 

232; P: <0.001 
	Incidence 

59 (60)

Events 

333

	Hirsch, 200559
	MDI, 100
	CSII, 100
	Hypoglycemia frequency (Daytime hypoglycemia: symptomatic, not confirmed by measurement, 0800 - 0000)
	5 weeks
	Incidence 

64 (65)

Events 

305; P: 0.0124 
	Incidence 

70 (71)

Events 

403

	Hirsch, 200559
	MDI, 100
	CSII, 100
	Hypoglycemia frequency (Mild hypoglycemia: Daily hypoglycemia which was either asymptomatic but glucose <50 or symptomatic, glucose<50, and patient managed)
	5 weeks
	Incidence 

68 (69)

Events 

387; P: 0.2099 
	Incidence 

72 (74)

Events 

387

	Hirsch, 200559
	MDI, 100
	CSII, 100
	Hypoglycemia frequency (Moderate hypoglycemia: daily' and symptomatic but not confirmed with measurement)
	5 weeks
	Incidence 

71 (72)

Events 

434 events; P: 0.0506 
	Incidence 

73 (75)

Events 

507 events

	Hirsch, 200559
	MDI, 100
	CSII, 100
	Hypoglycemia frequency (Nocturnal hypoglycemia: minor (asymptomatic and glucose <50 OR symptomatic, glucose <50, and patient managed), 0000 - 0800)
	5 weeks
	Incidence 

49 (50)

Events 

155; P: 0.002 
	Incidence 

51 (52)

Events 

110

	Hirsch, 200559
	MDI, 100
	CSII, 100
	Hypoglycemia frequency (Nocturnal hypoglycemia: symptomatic, not confirmed by measurement, between 0000 and 0800)
	5 weeks
	Incidence 

47 (48)

Events 

125; P: 0.7211 
	Incidence 

41 (42)

Events 

104

	Hirsch, 200559
	MDI, 100
	CSII, 100
	Severe hypoglycemia (severe CNS symptoms and pt unable to manage with either glucose <50 or improvement with food/ glucagon/ IV glucose)
	5 weeks
	Incidence 

3 (3)

Events 

5
	Incidence 

2 (2)

Events 

2

	Hirsch, 200886
	SMBG, 72
	rtCGM, 66
	HbA1c (%)
	6 months
	Incidence 

12 (17); P: 0.0031 

Least square mean change from baseline, 0.5879; SE, 0.0891; 
B: Mean, 8.39 (SD, 0.64)

F: Mean, 7.84 (SD, 0.81)

F-B: Mean, -0.56 (SD, 0.72)
	Incidence 

16 (24)

Least square mean change from baseline, -0.7002; SE, 0.0887

B: Mean, 8.49 (SD, 0.76)

F: Mean, 7.77 (SD, 0.92)

F-B: Mean, -0.71 (SD, 0.71)

G2-G1: -0.15

	Hirsch, 200886
	SMBG, 72
	rtCGM, 66
	Hyperglycemia
	6 months
	B: Mean, 2.667 (SD, 0.649)

F-B: Mean, 2.657 (SD, 0.805); P: 0.7671 vs. baseline
	B: Mean, 2.635 (SD, 0.635)

F-B: Mean, 2.869 (SD, 0.913); P: 0.0301 vs. baseline

G2-G1: 0.21

	Hirsch, 200886
	SMBG, 72
	rtCGM, 66
	Hypoglycemia frequency (Moderate hypoglycemia: <70 mg/dL)
	6 months
	B: Mean, 0.8348 (SD, 0.728)

F: Mean, 1.1663 (SD, 0.744); 0.6154 F-B: 0.33
	B: Mean, 0.8378 (SD, 0.725)

F: Mean, 0.8828 (SD, 0.756)

F-B: 0.05

G2-G1: -0.29

	Hirsch, 200886
	SMBG, 72
	rtCGM, 66
	Severe hypoglycemia (clinical episode of hypoglycemia resulting in seizure or coma, requiring hospitalization or intravenous glucose or glucagon, or any hypoglycemia requiring assistance)
	6 months
	Events 

3; P: 0.04 
	Events 

11

	Hoogma, 200663
	MDI, 256
	CSII, 256
	Hypoglycemia frequency (Mild hypoglycemia: self treated)
	8 months
	Events 

55.4 events / 1 person-years; P: 0.001 

RR, 1.12; CI, 1.08 - 11.17
	Events 

49.3 events / 1 person-years

	Hoogma, 200663
	MDI, 256
	CSII, 256
	Severe hypoglycemia (requiring outside assistance)
	8 months
	Events 

0.5 events / 1 person-years; P: <0.001 

RR, 2.6; CI, 2.08 - 3.25
	Events 

0.2 events / 1 person-years

	JDRF CGM Study Group, 200984
	SMBG, 62
	rtCGM, 67
	 (Moderate hypoglycemia: minutes per day spent at glucose level </=60 mg/dl)
	26 weeks
	B: Median, 40

F: Median, 35; P: 0.05 

F-B: -5
	B: Median, 40

F: Median, 18

F-B: -22

G2-G1: -17

	JDRF CGM Study Group, 200984
	SMBG, 62
	rtCGM, 67
	 (Moderate hypoglycemia: minutes per day spent with glucose level ≤ 50 mg/dl)
	26 weeks
	B: Median, 9

F: Median, 8; P: 0.12 

F-B: -1
	B: Median, 7

F: Median, 4

F-B: -3

G2-G1: -2

	JDRF CGM Study Group, 200984
	SMBG, 62
	rtCGM, 67
	HbA1c (%)
	26 weeks
	Incidence 

38 (61); P: <0.001 

B: Mean, 6.5 (SD, 0.3)

F: Mean, 6.8 (SD, 0.5)

F-B: Mean, 0.33 (SD, 0.43)

G2-G1: Mean, -0.34 (95% CI, -0.2--0.49)
	Incidence 

59 (88)

B: Mean, 6.4 (SD, 0.5)

F: Mean, 6.4 (SD, 0.5)

F-B: Mean, 0.02 (SD, 0.45)

G2-G1: P: <0.001 

	JDRF CGM Study Group, 200984
	SMBG, 62
	rtCGM, 67
	Hyperglycemia
	26 weeks
	B: Median, 972

F: 949; P: 0.003 

F-B: -23
	B: Median, 1063

F: 1063

F-B: 0

G2-G1: 23

	JDRF CGM Study Group, 200984
	SMBG, 62
	rtCGM, 67
	Hyperglycemia
	26 weeks
	B: Median, 63

F: 82; P: 0.09 

F-B: 19
	B: Median, 40

F: 48

F-B: 8

G2-G1: -11

	JDRF CGM Study Group, 200984
	SMBG, 62
	rtCGM, 67
	Hyperglycemia
	26 weeks
	B: Median, 331

F: Median, 341; P: 0.1 

F-B: 10
	B: Median, 255

F: Median, 283

F-B: 28

G2-G1: 18

	JDRF CGM Study Group, 200984
	SMBG, 62
	rtCGM, 67
	Hypoglycemia frequency (Mild hypoglycemia: median minutes per day spent at a glucose level </= 70 mg/dl)
	26 weeks
	B: 96

F: Median, 91; P: 0.43 vs. baseline0.002 vs. baseline

F-B: -5
	B: 91

F: Median, 54

F-B: -37

G2-G1: -32

	JDRF CGM Study Group, 200984
	SMBG
	rtCGM
	Hypoglycemia frequency (Moderate hypoglycemia: >20 min with glucose level <54 mg/dl)
	26 weeks
	Events

0.47 events / 24 hours; P: 0.07
	Events

0.25 events / 24 hours

	JDRF CGM Study Group, 200984
	SMBG, 62
	rtCGM, 67
	Severe hypoglycemia (event that required assistance to administer carbohydrate, glucagon, or other resuscitative actions)
	26 weeks
	Incidence 

7 (11)
	Incidence 

7 (10)

	Kernaghan, 200872
	MDI, 18
	CSII, 24
	Birth weight (Z score)
	37 weeks (3rd trimester)
	F: Mean, 2; P: 0.86 
	F: Mean, 2.09

	Kernaghan, 200872
	MDI, 18
	CSII, 24
	Gestational age (weeks)
	37 weeks (3rd trimester)
	F: Median, 37.5; P: 0.28 
	F: Median, 36.5

	Kernaghan, 200872
	MDI, 18
	CSII, 24
	HbA1c (%)
	 (2nd trimester)
	B: Mean, 8.01

F: Mean, 6.6; P: 0.27 

F-B: -1.41
	B: Mean, 7.62

F: Mean, 6.3

F-B: -1.32

G2-G1: 0.09

	Kernaghan, 200872
	MDI, 18
	CSII, 24
	HbA1c (%)
	 (1st trimester)
	B: Mean, 8.01

F: Mean, 7.3; P: 0.41 

F-B: -0.71
	B: Mean, 7.62

F: Mean, 6.95

F-B: -0.67

G2-G1: 0.04

	Kernaghan, 200872
	MDI, 18
	CSII, 24
	HbA1c (%)
	37 weeks (3rd trimester)
	B: Mean, 8.01

F: Mean, 6.44; P: 0.51 

F-B: -1.57
	B: Mean, 7.62

F: Mean, 6.63

F-B: -0.99

G2-G1: 0.58

	Kernaghan, 200872
	MDI, 18
	CSII, 24
	Minor anomalies (congenital abnormalities, unspecified)
	37 weeks (3rd trimester)
	Incidence 

0 (0)
	Incidence 

0 (0)

	Kordonouri, 201080
	CSII + SMBG, 77
	CSII + rtCGM, 76
	HbA1c (%)
	52 weeks
	Incidence 

26 (34); P: 0.464 

B: Mean, 11.5 (SD, 2.2)

F: Mean, 7.6 (SD, 1.4); P: 0.451 

F-B: -3.9
	Incidence 

30 (39)

B: Mean, 11.2 (SD, 2.1)

F: Mean, 7.4 (SD, 1.2)

F-B: -3.8

G2-G1: 0.1

	Kordonouri, 201080
	CSII + SMBG, 78
	CSII + rtCGM, 76
	Ratio of basal to bolus insulin (Number of daily boluses)
	52 weeks
	F: Mean, 7 (SD, 2.7); P: 0.097 
	F: Mean, 7.9 (SD, 3.6)

	Kordonouri, 201080
	CSII + SMBG, 78
	CSII + rtCGM, 76
	Ratio of basal to bolus insulin (Proportion of basal insulin)
	52 weeks
	F: Mean, 29.7 (SD, 10.4)
	F: Mean, 34 (SD, 11.8)

	Kordonouri, 201080
	CSII + SMBG, 78
	CSII + rtCGM, 76
	Severe hypoglycemia (not further spec)
	52 weeks
	Incidence 

4 (5); P: 0.046 
	Incidence 

0 (0)

	Lee, 200793
	SMBG, 8
	rtCGM, 9
	HbA1c (%)
	15 weeks
	B: Mean, 8.58 (SD, 1.3)

F: Mean, 7.5 (SD, 1.01)

F-B: Mean, -1.08; P: 0.04 vs. baseline
	B: Mean, 9.45 (SD, 0.55)

F: Mean, 7.4 (SD, 0.66)

F-B: Mean, -2.05; P: 0.0004 vs. baseline

G2-G1: -0.97; P: 0.02 

	Lee, 200793
	SMBG, 8
	rtCGM, 8
	Severe hypoglycemia (not further spec)
	15 weeks
	Incidence 

0 (0)
	Incidence 

0 (0)

	Lepore, 200367
	MDI, 16
	CSII, 16
	HbA1c (%)
	1 years
	F-B: NR
	F-B: NR

	Lepore, 200367
	MDI, 16
	CSII, 16
	Hyperglycemia (Fasting glucose (mg/dL))
	1 years
	F-B: NR; P: NS vs. baseline
	F-B: NR

	Lepore, 200367
	MDI, 16
	CSII, 16
	Severe hypoglycemia
	1 years
	“number of severe hypoglycemic episodes decreased”
	“number of severe hypoglycemic episodes decreased”

	Lepore, 200367
	MDI
	CSII
	Weight gain
	1 years
	NR
	“not associated with weight gain”

	Nuboer, 200854
	MDI + SMBG, 19
	CSII + SMBG, 19
	HbA1c (%)
	7 months
	B: Mean, 7.98 (SD, 0.57)

F: Mean, 7.97 (SD, 0.78)

F-B: -0.01
	B: Mean, 7.66 (SD, 0.56)

F: Mean, 7.49 (SD, 0.5)

F-B: -0.17

G2-G1: -0.16

	O'Connell, 200985
	SMBG
	rtCGM, 25
	
	3 months
	
	Incidence 

11 (44)

	O'Connell, 200985
	SMBG, 29
	rtCGM, 26
	HbA1c (%)
	3 months
	Incidence 

5 (17); P: 0.004 

B: Mean, 7.5 (SD, 0.7)

F: Mean, 7.8 (SD, 0.9)

F-B: 0.3

G2-G1: Mean, -0.43 (95% CI, -0.75--0.19); P: 0.009
	Incidence 

14 (54)

B: Mean, 7.3 (SD, 0.6)

F: Mean, 7.1 (SD, 0.8)

F-B: -0.2

	O'Connell, 200985
	SMBG, 29
	rtCGM, 26
	Severe hypoglycemia (episode of hypoglycemia resulting in seizure or coma or requiring assistance or the use of glucagon or IV glucose for recovery)
	3 months
	Incidence 

0 (0)
	Incidence 

0 (0)

	Opipari-Arrigan, 200749
	MDI + rtCGM, 8
	CSII + rtCGM, 6
	HbA1c (%)
	6 months
	B: Mean, 7.98 (SD, 0.76)

F: Mean, 8.24 (SD, 0.4); P: NS
F-B: 0.26
	B: Mean, 8.26 (SD, 1.37)

F: Mean, 8.39 (SD, 0.83)

F-B: 0.13

G2-G1: -0.13

	Opipari-Arrigan, 200749
	MDI + rtCGM, 8
	CSII + rtCGM, 6
	Hypoglycemia frequency (Daytime hypoglycemia: Frequency of low excursions <70 mg/dL)
	6 months
	B: Mean, 0.59 (SD, 0.32)

F: Mean, 0.85 (SD, 0.58); P: NS
F-B: 0.26
	B: Mean, 1.53 (SD, 0.49)

F: Mean, 0.89 (SD, 1.02)

F-B: -0.64

G2-G1: -0.9

	Opipari-Arrigan, 200749
	MDI + rtCGM, 8
	CSII + rtCGM, 6
	Severe hypoglycemia (Episodes)
	6 months
	Events 

2; P: NS 
	Events 

0

	Peyrot, 200992
	MDI + SMBG, 14
	CSII + rtCGM, 14
	HbA1c (%)
	16 weeks
	B: 8.32 (1.05)

F: Mean, 7.3 (SD, 0.92)

F-B: Mean, -1
	B: 8.87 (0.89)

F: Mean, 7.16 (SD, 0.75)

F-B: Mean, -1.7

G2-G1: Mean, -0.7; P: 0.071 

	Peyrot, 200992
	MDI + SMBG, 14
	CSII + rtCGM, 14
	Severe hypoglycemia (not further spec)
	16 weeks
	Events 

3
	Events 

0

	Peyrot, 200992
	MDI + SMBG, 14
	CSII + rtCGM, 14
	Weight gain (kg)
	16 weeks
	B: Mean, 82.61 (SD, 15.98)

F: Mean, 84.56 (15.99)

F-B: Mean, 2; P: NS vs. baseline

G2-G1: Mean, 1.3
	B: Mean, 77.69 (SD, 18.71)

F: Mean, 78.37 (19.1)

F-B: Mean, 0.7; P: NS vs. baseline

G2-G1: P: 0.309 

	Pozzilli, 200357
	MDI, 12
	CSII, 7
	HbA1c (%)
	2 years
	B: Mean, 10.3 (SD, 3.4)

F: Mean, 6.2 (SD, 0.3); P: NS 

F-B: -4.1
	B: Mean, 11.7 (SD, 3.1)

F: Mean, 6.3 (SD, 0.5)

F-B: -5.4

G2-G1: -1.3

	Pozzilli, 200357
	MDI, 12
	CSII, 7
	Severe hypoglycemia (not further spec)
	2 years
	Incidence 

0 (0)
	Incidence 

0 (0)

	Pozzilli, 200357
	MDI, 12
	CSII, 7
	Weight gain (kg: BMI (kg/m2))
	2 years
	B: Mean, 20.9 (SD, 3.8)

F: Mean, 22; P: NS 

F-B: 1.1
	B: Mean, 19.8 (SD, 3.5)

F: Mean, 22.5

F-B: 2.7

G2-G1: 1.6

	Raccah, 200981
	CSII + SMBG, 60
	rtCGM, 55
	HbA1c (%)
	 6 months
	B: Mean, 9.28 (SD, 1.19)

F-B: Mean, -0.57 (SD, 0.94); P: <0.001 vs. baseline
	B: Mean, 9.11 (SD, 1.28)

F-B: Mean, -0.81 (SD, 1.09); P: <0.001 vs. baseline

G2-G1: -0.24; P: 0.087 

	Raccah, 200981
	CSII + SMBG, 54
	rtCGM, 46
	Hyperglycemia
	6 months
	F-B: Mean, -0.2 (SD, 0.7)
	F-B: Mean, -0.2 (SD, 0.7)

G2-G1: 0; P: >0.05 

	Raccah, 200981
	CSII + SMBG, 54
	rtCGM, 46
	Hypoglycemia frequency (Moderate hypoglycemia: <70 mg/dl)
	6 months
	F-B: Mean, 0.1 (SD, 0.7)
	F-B: Mean, 0.1 (SD, 0.9)

G2-G1: 0; P: >0.05 

	Raccah, 200981
	CSII + SMBG, 54
	rtCGM, 46
	Ratio of basal to bolus insulin (Number of daily boluses)
	6 months
	F: Mean, 3.9 (SD, 1.4); P: 0.005 
	F: Mean, 4.7 (SD, 1.4)

	Raccah, 200981
	CSII + SMBG, 54
	rtCGM, 46
	Ratio of basal to bolus insulin (Proportion of basal insulin)
	 6 months
	F: Mean, 50.2 (SD, 15.8); P: >0.05 
	F: Mean, 46.2 (SD, 10)

	Raccah, 200981
	CSII + SMBG, 60
	rtCGM, 55
	Severe hypoglycemia (not further spec)
	6 months
	Incidence 

0 (0)
	Incidence 

1 (2)

	Radermecker, 201083
	CSII + SMBG, 9
	rtCGM, 9
	HbA1c (%)
	 12 weeks
	B: Mean, 7.9 (SD, 0.5)

F: Mean, 8 (SD, 0.8)

F-B: Mean, -0.09 (SD, 0.5; 95% CI, -0.48-0.3); P: 0.48 vs. baseline
	B: Mean, 8.3 (SD, 0.7)

F: Mean, 7.7 (SD, 0.6)

F-B: Mean, 0.53 (SD, 0.66; 95% CI, 0.02-1); P: 0.049 vs. baseline

G2-G1: 0.62

	Radermecker, 201083
	CSII + SMBG, 9
	rtCGM, 9
	Hypoglycemia frequency (Mild hypoglycemia: <60 mg/dl)
	 12 weeks
	B: Mean, 11.8 (SD, 7.1)

F: Mean, 11.1 (SD, 4.5)

F-B: Mean, 0.67 (SD, 6.9; 95% CI, -4.7-6); P: 0.55 vs. baseline
	B: Mean, 13.9 (SD, 9.2)

F: Mean, 7.6 (SD, 6.8)

F-B: Mean, 6.2 (SD, 5.2; 95% CI, 2.2-10.2); P: 0.011 vs. baseline

G2-G1: 5.53

	Radermecker, 201083
	CSII + SMBG, 9
	rtCGM, 9
	Severe hypoglycemia (not further spec)
	12 weeks
	Incidence 

0 (0)
	Incidence 

0 (0)

	Raskin, 200336
	MDI, 61
	CSII, 66
	HbA1c (%)
	24 weeks
	B: Mean, 8 (SD, 1.1)

F: Mean, 7.5 (SD, 1.17)

F-B: Mean, -0.46 (SD, 0.89); P: <0.05 vs. baseline
	B: Mean, 8.2 (SD, 1.4)

F: Mean, 7.6 (SD, 1.22)

F-B: Mean, -0.62 (SD, 1.11); P: <0.05 vs. baseline

G2-G1: -0.16; P: NS 

	Raskin, 200336
	MDI, 61
	CSII, 66
	Hyperglycemia (Postprandial glucose: 90 min after breakfast from 8-pt SMBG)
	24 weeks
	F: Mean, 192 (SD, 65); P: 0.019 
	F: Mean, 167 (SD, 47.5)

	Raskin, 200336
	MDI, 61
	CSII, 66
	Hyperglycemia (Postprandial glucose: any BG>350 mg/dL (any time of day))
	24 weeks
	Incidence 

11 (18)

Events 

26
	Incidence 

3 (5)

Events 

6

	Raskin, 200336
	MDI, 61
	CSII, 63
	Hypoglycemia frequency (Mild hypoglycemia: symptoms, no assistance required, and BG <50 mg/dl)
	24 weeks
	Incidence 

36 (59)

Events 

1.2 events / person-month; P: NR
	Incidence 

34 (54)

Events 

0.8 events / person-month

	Raskin, 200336
	MDI, 59
	CSII, 62
	Hypoglycemia frequency (Nocturnal hypoglycemia: 12am-6am)
	8-24 weeks
	Incidence 

13 (22); P: similarly low
	Incidence 

10 (16)

	Raskin, 200336
	MDI, 61
	CSII, 66
	Severe hypoglycemia (BG<50,severe CNS dysfunction (necessitating outside assistance or parenteral glucose/glucagon))
	24 weeks
	Incidence 

0 (0)
	Incidence 

0 (0)

	Raskin, 200336
	MDI, 61
	CSII, 66
	Weight gain (kg)
	24 weeks
	B: Mean, 96.9 (SD, 17.9)

F: Mean, 97.6 (SD, 19.2)

F-B: 0.7
	B: Mean, 96.4 (SD, 17)

F: Mean, 98.1 (SD, 18.1)

F-B: 1.7

G2-G1: 1; P: NS 

	Rigla, 2008105
	SMBG, 10
	rtCGM, 10
	HbA1c (%)
	4 weeks
	B: Mean, 8.1

F: Mean, 7.8

F-B: Mean, 0.3
	B: Mean, 8.1 (SD, 1.1)

F: Mean, 7.3 (SD, 0.8)

F-B: Mean, 0.8; P: 0.007 vs. baseline

G2-G1: 0.5; P: 0.017 

	Schiaffini, 200755
	MDI, 17
	CSII, 19
	HbA1c (%)
	24 months
	B: Mean, 8.5 (SD, 0.9)

F-B: Mean, 8.2 (SD, 1.4); P: NS vs. baseline
	B: Mean, 8.3 (SD, 1.1)

F-B: Mean, 7.6 (SD, 1.1); P: <0.05 vs. baseline

G2-G1: -0.6

	Schiaffini, 200755
	MDI, 17
	CSII, 19
	Severe hypoglycemia (Episodes/patient/ year)
	24 months
	B: Mean, 0.25 (SD, 0.3)

F-B: Mean, 0.2 (SD, 0.2); P: NS vs. baseline
	B: Mean, 0.3 (SD, 0.2)

F-B: Mean, 0.3 (SD, 0.3); P: NS vs. baseline

G2-G1: 0.1

	Skogsberg, 200848
	MDI, 33
	CSII, 34
	HbA1c (%)
	24 months
	B: Mean, 8.4 (SE, 0.5)

F: Mean, 6.7 (SE, 0.5); P: 0.66
F-B: -1.7
	B: Mean, 8.2 (SE, 0.4)

F: Mean, 6.5 (SE, 0.4)

F-B: -1.7

G2-G1: 0

	Skogsberg, 200848
	MDI, 33
	CSII, 34
	Hypoglycemia frequency (Daytime hypoglycemia: Episodes of perceived hypoglycemia)
	24 months
	G2-G1: Mean, 1.7 (SE, 0.4); P: 0.89
	

	Tamborlane, 200827
Ages 15-24
	SMBG, 53
	rtCGM, 57
	HbA1c (%)
	26 weeks
	Incidence 

9 (17); P: 0.8 

B: Mean, 7.9 (SD, 0.8)

F-B: Mean, -0.21 (SD, 0.61)
	Incidence 

8 (14)

B: Mean, 8 (SD, 0.7)

F-B: Mean, -0.18 (SD, 0.65)

G2-G1: 0.03; P: 0.52 

	Tamborlane, 200827
Ages ≥25
	SMBG, 46
	rtCGM, 52
	HbA1c (%)
	26 weeks
	Incidence 

4 (9); P: 0.005 

B: Mean, 7.6 (SD, 0.5)

F-B: Mean, 0.02 (SD, 0.45)
	Incidence 

17 (33)

B: Mean, 7.6 (SD, 0.5)

F-B: Mean, -0.5 (SD, 0.56)

G2-G1: -0.52; P: <0.001 

	Tamborlane, 200827
Ages 8-14
	SMBG, 58
	rtCGM, 56
	HbA1c (%)
	26 weeks
	Incidence 

7 (12); P: 0.01 

B: Mean, 7.9 (SD, 0.6)

F-B: Mean, -0.22 (SD, 0.54)
	Incidence 

15 (27)

B: Mean, 8 (SD, 0.7)

F-B: Mean, -0.37 (SD, 0.9)

G2-G1: -0.15; P: 0.29 

	Tamborlane, 200827
Ages ≥25 years
	SMBG, 46
	rtCGM, 52
	Hyperglycemia
	26 weeks
	B: 181

F: Mean, 161; P: <0.001 

F-B: -20
	B: 149

F: Mean, 101

F-B: -48

G2-G1: -28

	Tamborlane, 200827
Ages 8-14
	SMBG, 58
	rtCGM, 56
	Hyperglycemia
	26 weeks
	B: Mean, 671

F: Mean, 635

F-B: -36
	B: Mean, 745

F: Mean, 643

F-B: -102

G2-G1: -66

	Tamborlane, 200827
Ages 8-14
	SMBG, 58
	rtCGM, 56
	Hyperglycemia
	26 weeks
	B: Mean, 282

F: Mean, 268; P: 0.18 

F-B: -14
	B: Mean, 343

F: Mean, 242

F-B: -101

G2-G1: -87

	Tamborlane, 200827
Ages 15-24
	SMBG, 53
	rtCGM, 57
	Hyperglycemia
	26 weeks
	B: 265

F: 242; P: 0.44 

F-B: -23
	B: 271

F: 215

F-B: -56

G2-G1: -33

	Tamborlane, 200827
Ages 15-24
	SMBG, 53
	rtCGM, 57
	Hyperglycemia
	26 weeks
	B: Mean, 697

F: Mean, 761; P: 0.79 

F-B: 64
	B: Mean, 691

F: Mean, 761

F-B: 70

G2-G1: 6

	Tamborlane, 200827
Ages 15-24
	SMBG, 53
	rtCGM, 57
	Hyperglycemia
	26 weeks
	B: Mean, 641

F: Mean, 591; P: 0.85 

F-B: -50
	B: Mean, 650

F: Mean, 591

F-B: -59

G2-G1: -9

	Tamborlane, 200827
Ages ≥25 years
	SMBG, 46
	rtCGM, 52
	Hyperglycemia
	26 weeks
	B: Mean, 549

F: Mean, 519; P: 0.002 

F-B: -30
	B: Mean, 497

F: Mean, 394

F-B: -103

G2-G1: -73

	Tamborlane, 200827
Ages 8-14
	SMBG, 58
	rtCGM, 56
	Severe hypoglycemia (event that required assistance to administer oral carbohydrate, glucagon, or other resuscitative actions)
	26 weeks
	Incidence 

6 (10); P: 0.74 
	Incidence 

4 (7)

	Tamborlane, 200827
Ages 15-24
	SMBG, 53
	rtCGM, 57
	Severe hypoglycemia (event that required assistance to administer oral carbohydrate, glucagon, or other resuscitative actions)
	26 weeks
	Incidence 

5 (9); P: 0.48 
	Incidence 

3 (5)

	Tamborlane, 200827
Ages ≥25
	SMBG, 46
	rtCGM, 52
	Severe hypoglycemia (event that required assistance to administer oral carbohydrate, glucagon, or other resuscitative actions)
	26 weeks
	Incidence 

4 (9); P: 1 
	Incidence 

5 (10)

	Thomas, 200761
	MDI, 7
	CSII, 7
	HbA1c (%)
	24 weeks
	B: Mean, 8.6 (SD, 1.1)

F: Mean, 7.6 (SD, 0.7)

F-B: -1
	B: Mean, 8.5 (SD, 1.9)

F: Mean, 7.4 (SD, 1)

F-B: -1.1

G2-G1: -0.1

	Thomas, 200761
	MDI, 7
	CSII, 7
	Hyperglycemia (%)
	24 weeks
	B: Mean, 45 (SD, 15)

F: 20 (17) 
F-B: -25
	B: Mean, 32 (SD, 19)

F: 31 (15)

F-B: -1

G2-G1: 24

	Thomas, 200761
	MDI, 7
	CSII, 7
	Hypoglycemia frequency (Mild hypoglycemia: symptomatic and confirmed by SMBG (<4 mmol/l))
	 
	Events 

21 events / person-years
	Events 

40 events / person-years

	Thomas, 200761
	MDI, 7
	CSII, 7
	Hypoglycemia frequency (Moderate hypoglycemia: Biochemical, <4.0 mmol/l)
	24 weeks
	B: Mean, 18 (SD, 13.7)

F: Mean, 23 (SD, 16)

F-B: 5
	B: Mean, 23 (SD, 21)

F: Mean, 12 (SD, 3.2)

F-B: -11

G2-G1: -16

	Thomas, 200761
	MDI, 7
	CSII, 7
	Hypoglycemia frequency (Nocturnal hypoglycemia: NR)
	 
	
	Events 

0

	Thomas, 200761
	MDI, 7
	CSII, 7
	Severe hypoglycemia (biochemical, <2.5 mmol/l)
	24 weeks
	B: Mean, 6.7 (SD, 6)

F: Mean, 8 (SD, 10); 
F-B: 1.3
	B: Mean, 6.7 (SD, 7)

F: Mean, 3 (SD, 3.6)

F-B: -3.7

G2-G1: -5

	Thomas, 200761
	MDI, 7
	CSII, 7
	Severe hypoglycemia (defined by ADA)
	24 weeks
	Incidence 

2 (29)

Events 

0.6 events / person-years
	Incidence 

2 (29)

Events 

0.9 events / person-years

	Thomas, 200761
	MDI, 7
	CSII, 7
	Weight gain (kg)
	24 weeks
	B: Mean, 78 (SD, 15.2)

F: 77 (14.8); P: 0.88 vs. baseline0.94 vs. baseline

F-B: -1
	B: Mean, 72.5 (SD, 8.6)

F: 72.9 (7.8)

F-B: 0.4

G2-G1: 1.4

	Tsui, 200162
	MDI, 14
	CSII, 13
	HbA1c (%)
	9 months
	B: Mean, 8.16 (SD, 0.7)

F: Mean, 7.56; P: >0.10 

F-B: -0.6
	B: Mean, 7.73 (SD, 0.6)

F: Mean, 7.38

F-B: -0.35

G2-G1: Mean, 0.25 (-0.19-0.68); P: >0.10 

	Tsui, 200162
	MDI, 14
	CSII, 13
	Hypoglycemia frequency (Mild hypoglycemia: symptoms relieved with glucose and/or BG <3 mmol/l)
	9 months
	Events 

7.4 events / person-month over course of study; P: >0.10 
	Events 

8 events / person-month over course of study

Relative treatment effect (CSII-MDI)/MDI, 9; CI, -37 - 87

	Tsui, 200162
	MDI, 14
	CSII, 13
	Severe hypoglycemia (events requiring assistance or resulting in a coma)
	9 months
	Events 

4; P: >0.10 
	Events 

6

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Birth weight (% LGA (>90th percentile))
	36.4 weeks (3rd trimester)
	Incidence 

5 (22.7)
	Incidence 

9 (45)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Birth weight (% SGA)
	36.4 weeks (3rd trimester)
	Incidence 

1 (4.5)
	Incidence 

1 (5)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Birth weight (g)
	36.4 weeks (3rd trimester)
	F: Mean, 3101.84 (SD, 699)
	F: Mean, 3295.58 (SD, 747)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Cesarean delivery (Not further specified)
	36.4 weeks (3rd trimester)
	Incidence 

21 (94)
	Incidence 

19 (95)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Frequency of neonatal hypoglycemia (transient hypoglycemia)
	36.4 weeks (3rd trimester)
	Incidence 

3 (14)
	Incidence 

2 (10)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Gestational age (weeks)
	36.4 weeks (3rd trimester)
	F: Mean, 36.35 (SD, 2.3)
	F: Mean, 36.38 (SD, 2.2)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	HbA1c (%)
	36.4 weeks (3rd trimester)
	F: Mean, 6.1 (SD, 1.1)
	F: Mean, 6.3 (SD, 0.6)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	HbA1c (%)
	6 weeks (1st trimester)
	F: Mean, 7.4 (SD, 1.3)
	F: Mean, 6.9 (SD, 0.7)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Major anomalies (congenital malformations, not further specified)
	36.4 weeks (3rd trimester)
	Incidence 

0 (0)
	Incidence 

0 (0)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Minor anomalies (congenital malformations, not further specified)
	36.4 weeks (3rd trimester)
	Incidence 

0 (0)
	Incidence 

0 (0)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Nephropathy (deterioration of condition)
	36.4 weeks (3rd trimester)
	Incidence 

0 (0)
	Incidence 

0 (0)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	NICU admission (not further specified)
	36.4 weeks (3rd trimester)
	Incidence 

2 (9)
	Incidence 

1 (5)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Retinopathy (deterioration of condition)
	36.4 weeks (3rd trimester)
	Incidence 

0 (0)
	Incidence 

0 (0)

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Severe hypoglycemia (hypoglycemic emergency requiring assistance)
	36.4 weeks (3rd trimester)
	Incidence 

1 (5)

Events 

1
	Incidence 

1 (5)

Events 

1

	Volpe, 201075
	MDI, 22
	CSII + SMBG, 20
	Weight gain (kg)
	36.4 weeks (3rd trimester)
	F-B: Mean, 11.5 (SD, 3.7)
	F-B: Mean, 13.4 (SD, 5.4)

G2-G1: 1.9

	Wainstein, 200537
	MDI, 20
	CSII, 20
	HbA1c (%)
	18 weeks
	B: Mean, 0.4 (SD, 1.3)
	B: Mean, -0.8 (SD, 1.5)

G2-G1: P: 0.007 

	Wainstein, 200537
T2DM
	MDI, 20
	CSII, 20
	HbA1c (%)
	48 weeks
	B: Mean, -0.4 (SD, 1.3)
	B: Mean, -0.8 (SD, 1.5)

G2-G1: P: 0.4 

	Wainstein, 200537
T2DM
	MDI, 20
	CSII, 20
	HbA1c (%)
	18 weeks
	F-B: Mean, 1.5 (SD, 0.8)
	F-B: Mean, 0.8 (SD, 1.5); P: 0.1 vs. baseline

G2-G1: -0.7

	Wainstein, 200537
	MDI, 20
	CSII, 20
	HbA1c (%)
	48 weeks
	F: Mean, 8.8 (SD, 1.5)
	F: Mean, 8.8 (SD, 1.4)

	Wainstein, 200537
	MDI, 20
	CSII, 20
	HbA1c (%)
	18 weeks
	F: Mean, 8.4 (SD, 1.3)
	F: Mean, 7.9 (SD, 1)

	Wainstein, 200537
	MDI
	CSII
	Hypoglycemia frequency (Mild hypoglycemia: BG<3 mmol/l and not requiring assistance)
	 
	“Did not vary by treatment period”
	Daily insulin requirement

	Wainstein, 200537
	MDI, 40
	CSII, 40
	Severe hypoglycemia (major'-intervention from others)
	 
	Events 

2
	Events 

3

	Weintrob, 200352
	MDI, 23
	CSII, 23
	HbA1c (%)
	3.5 months
	B: Mean, 8.3 (SD, 0.7)

F: Mean, 8.2 (SD, 0.8)

F-B: Mean, -0.23 (SD, 1)
	B: Mean, 8 (SD, 1.1)

F: Mean, 7.9 (SD, 0.7)

F-B: Mean, 0.03 (SD, 1)

G2-G1: 0.26

	Weintrob, 200352
	MDI, 23
	CSII, 23
	Hyperglycemia
	3.5 months
	Events 

6.7 events / patient; P: <0.05 
	Events 

7.9 events / patient

	Weintrob, 200352
	MDI, 23
	CSII, 23
	Hypoglycemia frequency (Mild hypoglycemia: <3.8 mmol)
	3.5 months
	Events 

22 events / patient; P: <0.05 
	Events 

19.8 events / patient

	Weintrob, 200352
	MDI, 23
	CSII, 23
	Severe hypoglycemia (Any hypoglycemic event requiring assistance from another person or resulting in a seizure/coma)
	3.5 months
	Events 

3; P: <0.05 
	Events 

1

	Weintrob, 200352
	MDI, 23
	CSII, 23
	Weight gain (BMI-SDS)
	3.5 months
	B: Mean, 0.29 (SD, 0.81)

F: Mean, 0.37 (SD, 0.85)

F-B: 0.08
	B: Mean, 0.4 (SD, 0.79)

F: Mean, 0.35 (SD, 0.83)

F-B: -0.05

G2-G1: -0.13; P: 0.012 

	Yoo, 2008102
	SMBG, 28
	rtCGM, 29
	HbA1c (%)
	3 months
	B: Mean, 8.7 (SD, 0.7)

F: Mean, 8.3 (SD, 1.1)

F-B: -0.4; P: 0.01 vs. baseline
	B: Mean, 9.1 (SD, 1)

F: Mean, 8 (SD, 1.2)

F-B: -1.1; P: <0.001 vs. baseline

G2-G1: -0.7; P: 0.004 

	Yoo, 2008102
	SMBG, 28
	rtCGM, 29
	Hyperglycemia (Fasting glucose (mmol/L))
	3 months
	B: Mean, 6.5 (SD, 1.3)

F: Mean, 7.2 (SD, 2.2)

F-B: 0.7; P: >0.05 vs. baseline
	B: Mean, 6.3 (SD, 1.3)

F: Mean, 6.5 (SD, 1.2)

F-B: 0.2; P: >0.05 vs. baseline

G2-G1: -0.5; P: 0.48 

	Yoo, 2008102
	SMBG, 28
	rtCGM, 29
	Hyperglycemia (Postprandial glucose (mg/dL))
	3 months
	B: Mean, 11.5 (SD, 3.6)

F: Mean, 10.9 (SD, 4.1)

F-B: -0.6; P: >0.05 vs. baseline
	B: Mean, 11.3 (SD, 2.8)

F: Mean, 10 (SD, 2.5)

F-B: -1.3; P: <0.05 vs. baseline

G2-G1: -0.7; P: 0.48 

	Yoo, 2008102
	SMBG, 28
	rtCGM, 29
	Severe hypoglycemia (not further spec)
	3 months
	Incidence 

0 (0)
	Incidence 

0 (0)

	Yoo, 2008102
	SMBG, 28
	rtCGM, 29
	Weight gain (kg)
	3 months
	B: Mean, 65.7 (SD, 12.3)

F: Mean, 64.3 (SD, 12.5)

F-B: -1.4; P: >0.05 vs. baseline
	B: Mean, 63.3 (SD, 12.4)

F: Mean, 61.1 (SD, 12.2)

F-B: -2.2; P: <0.05 vs. baseline

G2-G1: -0.8; P: 0.43 


ADA = American Diabetes Association; B = baseline results; BG = blood glucose; BMI-SDS = body mass index-standard deviation score; CI = confidence interval; CNS = central nervous system; CSII = continuous subcutaneous insulin infusion; DCCT = Diabetes Control and Complications Trial; F = final results; F-B = change score results; G2-G1 = between-group difference results; HbA1c = hemoglobin A1c; IV = intravenous; JDRF = Juvenile Diabetes Research Foundation; kg = kilograms; kg/m2 = kilograms per meter squared; LGA = large for gestational age; LOC = loss of consciousness; MDI = multiple daily injections; mg/dL = milligrams per deciliter; mmol/L = millimole per liter; NICU = neonatal intensive care unit; NR = not reported; NS = not significant; PG = plasma glucose; rtCGM = real-time continuous glucose monitor; SD = standard deviation; SGA = small for gestational age; SMBG = self monitoring of blood glucose
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