[bookmark: _GoBack]Table S1. Participant demographics and baseline characteristics for the total study population and by subgroup of prior mealtime insulin (Novolog/NovoRapid or Humalog/Liprolog) (randomized population)
	Characteristic
	Total population
	
	Prior NovoLog/NovoRapid
	
	Prior Humalog/Liprolog

	
	SAR-Asp (N=301)
	NN-Asp (N=296)
	
	SAR-Asp (N=192)
	NN-Asp (N=188)
	
	SAR-Asp (N=109)
	NN-Asp  (N=108)

	Age, years 
	48.4 ± 14.8
	47.8 ± 15.4
	
	48.0 ± 15.2
	47.1 ± 15.1
	
	49.1 ± 14.2
	49.0 ± 15.8

	Male, n (%)
	179 (59.5)
	177 (59.8)
	
	110 (57.3)
	107 (56.9)
	
	69 (63.3)
	70 (64.8)

	Race, n (%)
	
	
	
	
	
	
	
	

	White/Caucasian
	248 (82.7)
	242 (82.6)
	
	161 (84.3)
	161 (86.1)
	
	87 (79.8)
	81 (76.4)

	Asiana
	37 (12.3)
	37 (12.6)
	
	22 (11.5)
	20 (10.7)
	
	15 (13.8)
	17 (16.0)

	Black or African American
	11 (3.7)
	8 (2.7)
	
	7 (3.7)
	5 (2.7)
	
	4 (3.7)
	3 (2.8)

	Otherb
	4 (1.3)
	6 (2.0)
	
	1 (0.5)
	1 (0.5)
	
	3 (2.7)
	5 (4.7)

	Body weight, kg
	81.7 ± 17.6
	81.6 ± 17.8
	
	81.2 ± 16.6
	80.2 ± 17.4
	
	82.5 ± 19.2
	84.1 ± 18.4

	BMI, kg/m2
	27.5 ± 4.6
	27.5 ± 5.0
	
	27.4 ± 4.5
	27.1 ± 4.7
	
	27.6 ± 4.8
	28.1 ± 5.4

	Diabetes type, n (%)
	
	
	
	
	
	
	
	

	T1D
	250 (83.1)
	247 (83.4)
	
	161 (83.9)
	157 (83.5)
	
	89 (81.7)
	90 (83.3)

	T2D
	51 (16.9)
	49 (16.6)
	
	31 (16.1)
	31 (16.5)
	
	20 (18.3)
	18 (16.7)

	Duration of diabetes, years
	19.5 ± 11.9
	19.4 ± 11.8
	
	18.5 ± 11.5
	18.3 ± 11.7
	
	21.3 ± 12.3
	21.3 ± 11.7

	Previous basal insulinc, n (%)
	
	
	
	
	
	
	
	

	Insulin glargine
	238 (79.1)
	237 (80.1)
	
	141 (73.4)
	139 (73.9)
	
	97 (89.0)
	98 (90.7)

	Insulin detemir
	62 (20.6)
	59 (19.9)
	
	50 (26.0)
	49 (26.1)
	
	12 (11.0)
	10 (9.3)

	Bothd
	1 (0.3)
	0
	
	1 (0.5)
	0
	
	0
	0






Table S1. Cont. Participant demographics and baseline characteristics for the total study population and by subgroup of prior mealtime insulin (NovoLog/NovoRapid or Humalog/Liprolog) (randomized population)
	Characteristic
	Total population
	
	Prior NovoLog/NovoRapid
	
	Prior Humalog/Liprolog use

	
	SAR-Asp (N=301)
	NN-Asp (N=296)
	
	SAR-Asp (N=192)
	NN-Asp (N=188)
	
	SAR-Asp (N=109)
	NN-Asp  (N=108)

	Previous mealtime insulinc, n (%)
	
	
	
	
	
	
	
	

	Insulin aspart (NovoLog/NovoRapid) 
	169 (56.5)
	161 (54.4)
	
	169 (88.0)
	161 (85.6)
	
	0
	0

	Insulin lispro (Humalog/Liprolog)
	125 (41.8)
	123 (41.6)
	
	18 (9.4)
	15 (8.0)
	
	107 (100)
	108 (100)

	Bothd
	5 (1.7)
	12 (4.1)
	
	5 (2.6)
	12 (6.4)
	
	0
	0

	Randomization strata of prior use of NovoLog/NovoRapid, n (%)e
	192 (63.8)
	188 (63.5)
	
	192 (100.0)
	188 (100.0)
	
	0
	0

	Type of comparator, n (%)
	
	
	
	
	
	
	
	

	NovoLog
	170 (56.5)
	165 (55.7)
	
	97 (50.5)
	95 (50.5)
	
	73 (67.0)
	70 (64.8)

	NovoRapid
	131 (43.5)
	131 (44.3)
	
	95 (49.5)
	93 (49.5)
	
	36 (33.0)
	38 (35.2)

	Baseline HbA1c, %
	8.00 ± 0.77 
	7.94 ± 0.70
	
	8.06 ± 0.79
	7.95 ± 0.67
	
	7.87 ± 0.71
	7.91 ± 0.75

	Randomization strata of screening HbA1c, n (%)
	
	
	
	
	
	
	
	

	<8.0%
	143 (47.5)
	138 (46.6)
	
	88 (45.8)
	84 (44.7)
	
	55 (50.5)
	54 (50.0)

	≥8.0%
	158 (52.5)
	158 (53.4)
	
	104 (54.2)
	104 (55.3)
	
	54 (49.5)
	54 (50.0)


All data are mean ± SD unless stated otherwise. 
BMI, body mass index; HbA1c, glycated hemoglobin; SD, standard deviation; T1D, type 1 diabetes; T2D, type 2 diabetes
aMost participants were from Japan (33 and 32, respectively, in total population).
bIncludes American Indian or Alaska Native, Native Hawaiian or other Pacific Islander, multiple or unknown. 
cInsulin use in the last 6 months before screening. 
dUse of both insulins in last 6 months before screening but not at the same time.
eThe subgroup of participants with prior use of NovoLog/NovoRapid as per randomization stratum (192 and 188 participants in the SAR-Asp and NN-Asp groups, respectively) corresponded mostly to participants who switched from commercial NovoLog/NovoRapid to study medication at randomization. This subgroup also included some participants who were reported to use both NovoLog/NovoRapid and Humalog/Liprolog or only Humalog/Liprolog (i.e. randomization stratification error) during the last 6 months prior to the study. Review of the clinical data showed that a limited number of participants in this subgroup, evenly distributed between treatments, switched from commercial Humalog/Liprolog to study medication at randomization (SAR-Asp: 20/192 [10.4%] participants; NN-Asp: 22/188 [11.7%] participants). 
. 

Table S2. HbA1c from baseline to week 26 and week 52 for the total study population and by subgroup of prior mealtime insulin (NovoLog/NovoRapid or Humalog/Liprolog) (ITT population)
	HbA1c, %a
	Total population
	
	Prior NovoLog/NovoRapid
	
	Prior Humalog/Liprolog

	
	SAR-Asp (N=301)
	NN-Asp   (N=296)
	
	SAR-Asp (N=192)
	NN-Asp (N=188)
	
	SAR-Asp    (N=109)
	NN-Asp    (N=108)

	Baseline [n]
	8.00 ± 0.77 [301]
	7.94 ± 0.70 [296]
	
	8.06 ± 0.79   [192]
	7.95 ± 0.67 [188]
	
	7.87 ± 0.71       [109]
	7.91 ± 0.75    [108]

	Week 26 [n]
	7.60 ± 0.80 [283]
	7.62 ± 0.78 [278]
	
	7.65 ± 0.87      [182]
	7.60 ± 0.80 [177]
	
	7.50 ± 0.65       [101]
	7.66 ± 0.73     [101]

	LS mean (± SE) change from baseline [n]
	−0.38 ± 0.042  [301]b
	−0.30 ± 0.041 [296]b
	
	−0.37 ± 0.052 [192]c
	−0.33 ± 0.052 [188]c
	
	−0.39 ± 0.070 [109]c
	−0.24 ± 0.067 [108]c

	LS mean (± SE) difference [95% CI]
	−0.08 ± 0.059 [−0.192 to 0.039]b
	
	−0.04 ± 0.073 (−0.182 to 0.106)c
	
	−0.15 ± 0.097 (−0.336 to 0.043)c

	Week 52 [n]
	7.70 ± 0.97    [269]
	7.63 ± 0.84    [265]
	
	7.74 ± 1.05          [175]
	7.64 ± 0.86 [167]
	
	7.62 ± 0.80         [94]
	7.61 ± 0.81      [98]

	LS mean (± SE) change from baseline [n]
	−0.25 ± 0.057 [301]b
	−0.26 ± 0.059  [296]b
	
	−0.28 ± 0.065 [192]c
	−0.26 ± 0.069  [188]c
	
	−0.19 ± 0.091 [109]c
	−0.26 ± 0.087 [108]c

	LS mean (± SE) difference [95% CI]
	0.01 ± 0.082 (−0.146 to 0.173)b
	
	−0.02 ± 0.095 (−0.204 to 0.170)c
	
	0.06 ± 0.125 (−0.181 to 0.309)c


All data are mean ± SD unless stated otherwise. 
ANCOVA Analysis of covariance, CI, confidence interval, ITT intent-to-treat, LS least square, SD standard deviation, SE standard error
aHbA1c P-value (treatment-by-subgroup interaction) = 0.3566 at week 26, 0.5677 at week 52
bRetrieved dropout multiple imputations of missing changes at week 26 (week 52) (10,000 imputations using separate models for participants who prematurely discontinued or completed the 6-month [12-month] treatment period) followed by ANCOVA with treatment group (SAR-Asp, NN-Asp), the randomization strata of geographical region and type of diabetes (Europe T1D, US T1D, US T2D, Japan T1D) and prior use of NN-Asp (yes, no) as fixed categorical effects, as well as the continuous fixed covariate of baseline HbA1c value. Results were combined using Rubin's formulae [1]. 
cRetrieved dropout multiple imputations of missing changes at week 26 (week 52) (using the 10 000 imputed datasets defined in b) followed by ANCOVA with treatment group (SAR-Asp, NN-Asp), subgroup factor and subgroup factor-by-treatment interaction, as well as the continuous fixed covariate of baseline HbA1c value. Results were combined using Rubin's formulae [1]. 
1. Little RJA, Rubin DB. Statistical analysis with missing data. First edition. New York, NY: John Wiley & Sons, 1987.

Table S3. Insulin dose assessments at baseline, day 1, week 26 and week 52 for the total study population and by subgroup of prior mealtime insulin (NovoLog/NovoRapid or Humalog/Liprolog) (safety population)
	Characteristic
	Total population
	
	Prior NovoLog/NovoRapid
	
	Prior Humalog/Liprolog

	
	SAR-Asp (N=301)
	NN-Asp (N=296)
	
	SAR-Asp (N=192)
	NN-Asp (N=188)
	
	SAR-Asp (N=109)
	NN-Asp   (N=108)

	Total insulin, U/kg/day
	
	
	
	
	
	
	
	

	Baseline [n]
	0.789 ± 0.340 [295]
	0.777 ± 0.404 [291]
	
	0.784 ± 0.346 [189]
	0.754 ± 0.324 [186]
	
	0.798 ± 0.330  [106]
	0.817 ± 0.515  [105]

	Day 1 [n]
	0.792 ± 0.349 [288]
	0.769 ± 0.408 [277]
	
	0.788 ± 0.359 [182]
	0.748 ± 0.328 [178]
	
	0.797 ± 0.332  [106]
	0.807 ± 0.523     [99]

	Change from baseline to day 1 [n]
	−0.001 ± 0.076 [284]
	0.002 ± 0.090 [276]
	
	−0.006 ± 0.075 [180]
	−0.003 ± 0.077 [178]
	
	0.006 ± 0.079  [104]
	0.011 ± 0.111    [98]

	Week 26 [n]
	0.790 ± 0.341        [267]
	0.803 ± 0.372   [265]
	
	0.790 ± 0.338 [173]
	0.790 ± 0.345 [169]
	
	0.790 ± 0.348     [94]
	0.825 ± 0.416     [96]

	Change from baseline to week 26 [n]
	−0.007 ± 0.167 [263]
	0.015 ± 0.170 [262]
	
	−0.007 ± 0.171 [171]
	0.027 ± 0.142 [168]
	
	−0.008 ± 0.159 [92]
	−0.006 ± 0.210 [94]

	Week 52
	0.798 ± 0.368  [253]
	0.800 ± 0.400  [254]
	
	0.798 ± 0.371 [164]
	0.786 ± 0.339 [158]
	
	0.797 ± 0.364    [89]
	0.822 ± 0.485         [96]

	Change from baseline to week 52 [n]
	0.005 ± 0.175 [248]
	0.013 ± 0.165 [251]
	
	0.003 ± 0.177 [161]
	0.025 ± 0.169 [157]
	
	0.009 ± 0.171    [87]
	−0.009 ± 0.156   [94]

	Basal insulin, U/kg/day
	
	
	
	
	
	
	
	

	Baseline [n]
	0.390 ± 0.191 [297]
	0.386 ± 0.231 [294]
	
	0.383 ± 0.190 [189]
	0.372 ± 0.192 [187]
	
	0.402 ± 0.194   [108]
	0.411 ± 0.286  [107]

	Day 1 [n]
	0.386 ± 0.184  [292]
	0.384 ± 0.231  [284]
	
	0.378 ± 0.184     [184]
	0.374 ± 0.195 [182]
	
	0.401 ± 0.184         [108]
	0.403 ± 0.284         [102]

	Change from baseline to day 1 [n]
	−0.004 ± 0.036 [290]
	−0.000 ± 0.023 [283]
	
	−0.005 ± 0.037       [182]
	0.000 ± 0.021 [182]
	
	−0.002 ± 0.033 [108]
	−0.002 ± 0.026 [101]




Table S3. Cont. Insulin dose assessments at baseline, day 1, week 26 and week 52 for the total study population and by subgroup of prior mealtime insulin (Novolog/NovoRapid or Humalog/Liprolog) (safety population)
	Characteristic
	Total population
	
	Prior NovoLog/NovoRapid
	
	Prior Humalog/Liprolog use

	
	SAR-Asp (N=301)
	NN-Asp (N=296)
	
	SAR-Asp (N=192)
	NN-Asp (N=188)
	
	SAR-Asp (N=109)
	NN-Asp  (N=108)

	Week 26 [n]
	0.396 ± 0.178 [273]
	0.388 ± 0.210  [272]
	
	0.390 ± 0.174 [176]
	0.379 ± 0.196 [174]
	
	0.408 ± 0.185    [97]
	0.403 ± 0.233    [98]

	Change from baseline to week 26 [n] 
	0.005 ± 0.081 [271]
	0.003 ± 0.088 [270]
	
	0.003 ± 0.087 [174]
	0.009 ± 0.065 [173]
	
	0.008 ± 0.070   [97]
	−0.006 ± 0.118 [97]

	Week 52 [n]
	0.395 ± 0.185 [256]
	0.383 ± 0.215 [255]
	
	0.392 ± 0.178   [166]
	0.372 ± 0.186      [159]
	
	0.400 ± 0.197    [90]
	0.401 ± 0.256    [96]

	Change from baseline to week 52 [n]
	0.006 ± 0.085 [253]
	0.005 ± 0.095 [253]
	
	0.004 ± 0.094 [163]
	0.013 ± 0.088 [158]
	
	0.010 ± 0.067    [90]
	−0.009 ± 0.105   [95]

	Mealtime insulin, U/kg/day
	
	
	
	
	
	
	
	

	Baseline [n]
	0.398 ± 0.229 [299]
	0.394 ± 0.247 [293]
	
	0.403 ± 0.236 [192]
	0.384 ± 0.223 [187]
	
	0.390 ± 0.218  [107]
	0.412 ± 0.283  [106]

	Day 1 [n]
	0.405 ± 0.238      [289]
	0.389 ± 0.255        [279]
	
	0.409 ± 0.245 [183]
	0.375 ± 0.220 [179]
	
	0.396 ± 0.226   [106]
	0.413 ± 0.308   [100]

	Change from baseline to day 1 [n]
	0.003 ± 0.074 [287] 
	0.003 ± 0.091 [279]
	
	−0.000 ± 0.073 [183]
	−0.003 ± 0.071 [179]
	
	0.008 ± 0.075  [104]
	0.013 ± 0.118  [100]

	Week 26 [n]
	0.391 ± 0.228 [270]
	0.413 ± 0.233  [266]
	
	0.396 ± 0.233   [175]
	0.408 ± 0.230      [170]
	
	0.382 ± 0.219  [95]
	0.420 ± 0.238    [96]

	Change from baseline to week 26 [n]
	−0.011 ± 0.133 [268]
	0.011 ± 0.116 [265]
	
	−0.009 ± 0.133   [175]
	0.019 ± 0.114 [170]
	
	−0.015 ± 0.133 [93]
	−0.003 ± 0.121 [95]

	Week 52 [n]
	0.404 ± 0.251 [253]
	0.416 ± 0.250  [256]
	
	0.407 ± 0.269 [164]
	0.413 ± 0.230 [160]
	
	0.397 ± 0.216     [89]
	0.422 ± 0.282     [96]

	Change from baseline to week 52 [n]
	−0.001 ± 0.152 [251] 
	0.009 ± 0.123 [255]
	
	−0.000 ± 0.156 [164]
	0.015 ± 0.132 [160]
	
	−0.001 ± 0.147   [87]
	−0.001 ± 0.105   [95]


All data are mean ± SD. SD standard deviation. 
Table S4. Hypoglycemia during the 26- and 52-week treatment period in the total study population and by subgroup of prior mealtime insulin (NovoLog/NovoRapid or Humalog/Liprolog) (safety population)
	Category of hypoglycemia Participants with ≥ 1 event, n (%)
	Timepoint
	Total population
	
	Prior NovoLog/NovoRapid
	
	Prior Humalog/Liprolog

	
	
	SAR-Asp (N=301)
	NN-Asp (N=296)
	
	SAR-Asp (N=192)
	NN-Asp (N=188)
	
	SAR-Asp (N=109)
	NN-Asp
(N=108)

	Any 
	Week 26
	291 (96.7)
	285 (96.3)
	
	187 (97.4)
	179 (95.2)
	
	104 (95.4)
	106 (98.1)

	
	Week 52
	295 (98.0)
	290 (98.0)
	
	190 (99.0)
	184 (97.9)
	
	105 (96.3)
	106 (98.1)

	
	
	
	
	
	
	
	
	
	

	Severe
	Week 26
	12 (4.0)
	10 (3.4)
	
	6 (3.1)
	7 (3.7)
	
	6 (5.5)
	3 (2.8)

	
	Week 52
	18 (6.0)
	14 (4.7)
	
	10 (5.2)
	9 (4.8)
	
	8 (7.3)
	5 (4.6)

	
	
	
	
	
	
	
	
	
	

	Documented symptomatic ≤70 mg/dL (3.9 mmol/L)
	Week 26
	264 (87.7)
	251 (84.8)
	
	170 (88.5)
	162 (86.2)
	
	94 (86.2)
	89 (82.4)

	
	Week 52
	274 (91.0)
	267 (90.2)
	
	175 (91.1)
	171 (91.0)
	
	99 (90.8)
	96 (88.9)

	
	
	
	
	
	
	
	
	
	

	Documented symptomatic <54 mg/dL (3.0 mmol/L)
	Week 26
	206 (68.4)
	193 (65.2)
	
	139 (72.4)
	123 (65.4)
	
	67 (61.5)
	70 (64.8)

	
	Week 52
	223 (74.1)
	220 (74.3)
	
	149 (77.6)
	138 (73.4)
	
	74 (67.9)
	82 (75.9)


n (%) number and percentage of participants with at least one treatment-emergent hypoglycemia 
2

Table S5. Adverse events during the 26- and 52-week treatment period in the total study population and by subgroup of prior mealtime insulin (NovoLog/NovoRapid or Humalog/Liprolog) (safety population)
	
	Timepoint
	Total population
	
	Prior NovoLog/NovoRapid
	
	Prior Humalog/Liprolog

	
	
	SAR-Asp (N=301)
	NN-Asp (N=296)
	
	SAR-Asp (N=192)
	NN-Asp (N=188)
	
	SAR-Asp (N=109)
	NN-Asp  (N=108)

	Treatment-emergent AEs
	Week 26
	156 (51.8)
	146 (49.3)
	
	92 (47.9)
	94 (50.0)
	
	64 (58.7)
	52 (48.1)

	
	Week 52
	184 (61.1)
	168 (56.8)
	
	115 (59.9)
	109 (58.0)
	
	69 (63.3)
	59 (54.6)

	Treatment-emergent SAEs
	Week 26
	25 (8.3)
	18 (6.1)
	
	16 (8.3)
	14 (7.4)
	
	9 (8.3)
	4 (3.7)

	
	Week 52
	36 (12.0)
	29 (9.8)
	
	21 (10.9)
	21 (11.2)
	
	15 (13.8)
	8 (7.4)

	TEAEs leading to permanent treatment discontinuation
	Week 26
	5 (1.7)
	3 (1.0)
	
	4 (2.1)
	2 (1.1)
	
	1 (0.9)
	1 (0.9)

	
	Week 52
	6 (2.0)
	4 (1.4)
	
	5 (2.6)
	3 (1.6)
	
	1 (0.9)
	1 (0.9)

	TEAEs leading to death
	Week 26
	0
	2 (0.7)
	
	0
	2 (1.1)
	
	0
	0

	
	Week 52
	1 (0.3)
	3 (1.0)a
	
	1 (0.5)
	3 (1.6)a
	
	0
	0

	[bookmark: _Hlk52831905]Injection site reactions
	Week 26
	2 (0.7)
	4 (1.4)
	
	1 (0.5)
	3 (1.6)
	
	1 (0.9)
	1 (0.9)

	
	Week 52
	2 (0.7)
	4 (1.4)
	
	1 (0.5)
	3 (1.6)
	
	1 (0.9)
	1 (0.9)

	[bookmark: _Hlk52832027]Hypersensitivity reactions
	Week 26
	11 (3.7)
	11 (3.7)
	
	7 (3.6)
	6 (3.2)
	
	4 (3.7)
	5 (4.6)

	
	Week 52
	17 (5.6)
	21 (7.1)
	
	10 (5.2)
	13 (6.9)
	
	7 (6.4)
	8 (7.4)

	Adjudicated as allergic reaction 
	Week 26
	5 (1.7)
	8 (2.7)
	
	4 (2.1)
	5 (2.7)
	
	1 (0.9)
	3 (2.8)

	
	Week 52
	9 (3.0)
	13 (4.4)
	
	7 (3.6)
	8 (4.3)
	
	2 (1.8)
	5 (4.6)


Data shown as number of participants (%). TEAEs were defined as adverse events (AEs) that developed, worsened, or became serious during the 6-month (or 12-month) on-treatment period.
TEAE Treatment emergent adverse event. SAE Serious adverse event. 
aIncludes two deaths during the 12-month treatment period and one death in the post 12-month treatment period. 

Table S6. Anti-insulin aspart antibody (AIA) response at baseline, week 26 and week 52 in the total study population and by subgroup of prior mealtime insulin (Novolog/NovoRapid or Humalog/Liprolog) (AIA population)
	
	Timepoint
	Total population
	
	Prior NovoLog/NovoRapid
	
	Prior Humalog/Liprolog

	
	
	SAR-Asp
(N=296a)
	NN-Asp
(N=292)
	
	SAR-Asp (N=191)
	NN-Asp (N=185)
	
	SAR-Asp (N=105b)
	NN-Asp  (N=107)

	Participants with AIA positive at baseline, n/N (%)
	Baseline
	96/272 (35.3)
	98/267 (36.7)
	
	68/178 (38.2)
	65/168 (38.7)
	
	28/94 (29.8)
	33/99 (33.3)

	Participants with ≥4-fold increase in titer, n/N (%)c
	Week 26
	4/96 (4.2)
	5/98 (5.1)
	
	1/68 (1.5)
	3/65 (4.6)
	
	3/28 (10.7)
	2/33 (6.1)

	
	Week 52
	9/96 (9.4)
	13/98 (13.3)
	
	4/68 (5.9)
	10/65 (15.4)
	
	5/28 (17.9)
	3/33 (9.1)

	Participants with AIA negative or missing at baseline, n/N (%)
	Baseline (for 26-week analysis)
	200/296 (67.6)
	194/292 (66.4)
	
	123/191 (64.4)
	120/185 (64.9)
	
	77/105 (73.3)
	74/107 (69.2)

	
	Baseline (for 52-week analysis)
	202/298 (67.8)
	194/292 (66.4)
	
	123/191 (64.4)
	120/185 (64.9)
	
	79/107 (73.8)
	74/107 (69.2)

	Participants newly positive postbaselined
	Week 26
	46/200 (23.0)
	55/194 (28.4)
	
	23/123 (18.7)
	34/120 (28.3)
	
	23/77 (29.9)
	21/74 (28.4)

	
	Week 52
	67/202 (33.2)
	72/194 (37.1)
	
	37/123 (30.1)
	41/120 (34.2)
	
	30/79 (38.0)
	31/74 (41.9)

	Participants with at least one positive AIA sample, n/N (%)e
	Week 26
	142/296 (48.0)
	153/292 (52.4)
	
	91/191 (47.6)
	99/185 (53.5)
	
	51/105 (48.6)
	54/107 (50.5)

	
	Week 52
	163/298 (54.7)
	170/292 (58.2)
	
	105/191 (55.0)
	106/185 (57.3)
	
	58/107 (54.2)
	64/107 (59.8)

	Participants with treatment-emergent AIAs, n/N (%)f
	Week 26
	50/296 (16.9)
	60/292 (20.5)
	
	24/191 (12.6)
	37/185 (20.0)
	
	26/105 (24.8)
	23/107 (21.5)

	
	Week 52
	76/298 (25.5)
	85/292 (29.1)
	
	41/191 (21.5)
	51/185 (27.6)
	
	35/107 (32.7)
	34/107 (31.8)


AIA anti-insulin aspart antibody.
aN=298 for week 52
 bN=107 for week 52
cParticipants with treatment boosted AIA.
dParticipants with treatment induced AIA.
ePrevalence: participants with at least one positive AIA sample at baseline or postbaseline.
fIncidence: participants with newly positive AIA postbaseline (treatment induced) or with ≥4-fold increase in titer (treatment boosted) (i.e., participants with treatment-emergent AIAs). 




