
SUMMARY OF CLINICAL TRIALS AND REAL-WORLD EVIDENCE 
ON INSULIN DEGLUDEC/INSULIN ASPART



Study Study details Study endpoints summary Link
IDegAsp OD with largest meal of the day 
(BOOST: JAPAN)
 Comparator: IGlar OD

Onishi Y, Ono Y, Rabol R. Superior glycaemic control with once–
daily insulin degludec/insulin aspart versus insulin glargine in 
Japanese adults with type 2 diabetes inadequately controlled 
with oral drugs: a randomized, controlled phase 3 trial. Diabetes 
Obes Metab. 2013;15:826–32.

26-week, open-label, 
randomized, treat-to-target trial
Patients: T2DM, Insulin-naïve 
previously treated with OADs 
(n = 296)

Superior long-term glycemic control with IDegAsp vs. IGlar (ETD IDegAsp–
IGlar, - 0.28% (95% CI - 0.46; - 0.10), p \ 0.001)
IDegAsp was superior to IGlar with respect to lowering postprandial glucose 
at the main evening meal (p \ 0.001) Lower rates of overall confirmed (27%) 
and nocturnal confirmed hypoglycemia (25%) with IDegAsp vs. IGlar

(TWICE DAILY IDegAsp vs. BB) 
Comparator: IDeg OD + IAsp (2–4 
injections/day)

Rodbard HW, Cariou B, Pieber TR, Endahl LA, Zacho J, Cooper JG. 
Treatment intensifi cation with an insulin degludec (IDeg)/insulin 
aspart(IAsp) coformulation twice daily compared with basal IDeg 
and prandial IAsp in type 2 diabetes: a randomized, controlled 
phase III trial. Diabetes Obes Metab. 2016;18:274–80.

26-week, randomized, open-la-
bel, crossover trial.
Patients: T2DM, currently 
treated with basal insulin (IDet, 
IGlar, NPH) ± OADs 
(n = 274)

Reduction in HbA1c was comparable between treatment groups but non- 
inferiority was not confirmed [ETD, 0.10% points (95% CI - 0.04; 0.41)]
Change in body weight and insulin dose were both lower with IDegAsp 
BID compared with IDeg OD + IAsp
Total insulin was significantly lower for IDegAsp BID vs. IDeg + IAsp [1.11 
vs 1.34 U/kg; estimated ratio, 0.88 (95% CI 0.78; 1.00), p \ 0.05]
Rates of confirmed (19%) and nocturnal confirmed hypoglycemia (20%) 
were numerically lower with IDegAsp BID compared with IDeg OD + IAsp

IDegAsp OD with main meal and IAsp 
with other meals (BOOST:T1)
Comparator: IDet OD or BID ? IAsp as 
mealtime insulin

Hirsch IB, Franek E, Mersebach H, Bardtrum L, Hermansen K. Safe-
ty and effi cacy of insulin degludec/insulin aspart with bolus meal-
time insulin aspart compared with standard basal-bolus treatment 
in people with type 1 diabetes: 1-year results from a randomized 
clinical trial (BOOST T1). Diabet Med. 2017;34:167–73.

26-week, multinational, 
open-label, parallel-group, 
treat-to-target trial
Patients: T1DM, treated with 
basal bolus, premixed insulin, or 
self-mix regimens 
(n = 548)

Non-inferiority for IDegAsp vs. IDet in HbA1c reduction [0.75% vs. 0.70%; 
ETD, - 0.05% (95% CI - 0.18; 0.08)]
37% lower rates of nocturnal confirmed hypoglycemia with IDegAsp vs. 
IDet (3.71 vs. 5.72 episodes/ patient-year, p \ 0.05)
Total insulin dose was 13% lower in the IDegAsp group (p \ 0.0001)

IDegAsp BID (BOOST: INTENSIFY 
PREMIX I)
Comparator: BIAsp 30 BID

Fulcher GR, Christiansen JS, Bantwal G, et al. Comparison of 
insulin degludec/insulin aspart and biphasic insulin aspart 30 in 
uncontrolled, insulintreated type 2 diabetes: a phase 3a, randomi-
zed, treat-to-target trial. Diabetes Care. 2014;37:2084–90.

26-week, phase 3a, open-label, 
randomized, treat-to-target trial
Patients: T2DM, previously 
treated with premixed insulin 
(OD or BID) ± OADs C 3 months 
(n = 447)

Non-inferiority for IDegAsp vs. BIAsp 30 in HbA1c reduction from 
baseline [ETD, - 0.03% (95% CI - 0.18; 0.13)]
Superior FPG reduction with IDegAsp vs. BIAsp 30 [ETD, - 20.54 mg/dL 
(95% CI - 27.57; - 13.70), p \ 0.001]
Estimated mean of the 9-point SMPG profile was significantly different 
between treatments [ETD IDegAsp–BIAsp 30, - 7.21 mg/dL (95% CI - 
13.52; - 0.90), p \ 0.05]
Total insulin dose at the end of trial was 11% lower for IDegAsp vs. BIAsp 
30 [rate ratio IDegAsp/BIAsp 30, 0.89 (95% CI 0.83; 0.96), p = 0.0021]
32% lower rates of confirmed hypoglycemia (p = 0.0049) and 73% lower rates 
of nocturnal confirmed hypoglycemia with IDegAsp vs. BIAsp 30 (p \ 0.0001)

IDegAsp BID (BOOST: INTENSIFY ALL)
Comparator: BIAsp 30 BID

Kaneko S, Chow F, Choi S. Insulin degludec/insulin aspart versus 
biphasic insulin aspart 30 in Asian patients with type 2 diabetes 
inadequately controlled on basal or premixed insulin: a 26-
week, randomised, treat to-target trial. Diabetes Res Clin Pract. 
2015;107:139–47.

26-week, phase 3, open-label, 
randomized, treat-to-target 
trial. Patients: T2DM, Asian/
previously treated with basal, 
premixed or self-mixed insulin ± 
metfor min C 3 months 
(n = 424)

Non-inferiority for IDegAsp vs. BIAsp 30 in HbA1c reduction (ETD, 0.05% 
(95% CI - 0.10; 0.20), p = 0.20)
Superior FPG reduction with IDegAsp vs. BIAsp 30 (ETD IDegAsp–BIAsp 
30, - 19.10 mg/dL, p \ 0.001)
Total insulin dose at the end of trial was 21% lower for IDegAsp vs. BIAsp 
30 [rate ratio IDegAsp/BIAsp 30, 0.79 (95% CI 0.73; 0.85), p \ 0.0001]
Lower rates of overall confirmed and severe hypoglycemia and 
numerically lower rate for nocturnal confirmed hypoglycemia (33%) were 
observed for IDegAsp vs. BIAsp 30

BB basal bolus, BID twice daily, ETD estimated treatment difference, FPG fasting plasma glucose, OAD oral antidiabetes agent, OD once daily, OHA oral hypoglycemic agent, SMPG self-measured plasma glucose, 
T1DM type 1 diabetes mellitus, T2DM type 2 diabetes mellitus
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