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SUPPLEMENTARY SECTION I: INDEPENDENT ETHICS COMMITTEES  
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Supplementary Table 1. Independent ethics committees for SUSTAIN 7 

Country Independent ethics committees 

Bulgaria • Ethics Committee for Multicenter Clinical Trials 

Croatia • Agencija za lijekove i medicinske proizvode 

Finland • Ethics Committee of the Hospital District of Southwest Finland 

Germany • Ethikkommission der Ärztekammer des Saarlandes 

Greece • National Ethics Committee 

• Private Clinic, Iatriko Palaiou Falirou 

• General Hospital of Thessaloniki “G. Papanikolaou” Exohi 

• General University Hospital of Chalkida 

• General Hospital of Piraeus “Tzaneio” 1 

• “THERMI” Clinic 14th km of National Road Thessaloniki 

• General University Hospital of Thessaloniki “Ahepa” 1 

• University Hospital of Ioannina 

• Private Clinic, Iatriko Psychikou 1 

Hong Kong • Joint Chinese University of Hong Kong – New Territories East Cluster Clinical Research  
Ethics Committee 

India • Park Clinic Ethics Committee 

• Institutional Ethics Committee, Amrita Institute of Medical and Research Centre 

• Institutional Ethics Committee, Inamdar Multispeciality Hospital 

• IPGME&R Research Oversight Committee, Institute of Post-graduate Medical Education  
and Research 

• Institutional Ethics Committee, Deenanath Mangeshkar Hospital and Research Centre 

• Ethics Committee For Human Research, Lady Hardinge Medical College & Associated Hospitals 

• Institutional Human Ethics Committee, Office of the SOCOMER 

• Institutional Ethics Committee, Goa Medical College 

• Institutional Ethics Committee, Lokmanya Tilak Municipal Medical College 

• Ethics Committee, Apollo Hospital 

• Ethics Committee Silver, Christian Medical College 

• Ethics Committee, Endolife Speciality Hospitals Pvt. Ltd 

• Academic Research Projects, Medical College and BYL Nair Hospital 

• Institutional Ethics Committee, M/s. King George Hospital 

• Institutional Ethics Committee, Global Hospitals 

• Ethics Committee, Marwari Hospital & Research Center 

• Integrity Ethics Committee, Convenient Hospitals Ltd 
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• Institutional Ethics Committee of Madras, Diabetes Research Foundation 

• The JMSHF and BMRC Institutional Ethics Committee, The Jivraj Mehta Hospital 

• Institutional Ethics Committee, Fortis Hospital  

• Institutional Ethics Committee, Maulana Azad Medical College 

• Drug Trial Ethics Committee, Dayanand Medical College and Hospital 

• Ethics Committee of Bangalore, Medical College & Research Institute 

• Institutional Ethics Committee, Osmania Medical College 

• Ethics Committee, Government Medical College 

• Institutional Ethics Committee, Postgraduate Institute of Medical Education & Research 

• Institute of Ethics Committee AIIMS 

Ireland • Clinical Research Ethics Committee of the Cork Teaching Hospitals 

• Mater Misericordiae Hospital 

• Galway University Hospital 

• Connolly Hospital 

• St Vincent’s Healthcare Ethics and Medical Research Committee 

• The Palms Surgery 

Latvia • Ethics Committee for Clinical Research at Pauls Stradins Clinical University Hospital 
Development Society 

Lithuania • Lithuanian Bioethics Committee 

Portugal • Comissão de Ética para a Investigação Clínica 

Romania • National Bioethics Committee for Medicine and Medical Devices 

Slovakia • Eticka komisia, Sabinovska 16 

• Eticka komisia, Nemocnica Svateho Michala, a.s. (Central IEC) 

• Eticka komisia, Trencianskeho samospravneho kraja 

• Eticka komisia, Nitrianskeho samospravneho kraja 

• Etická komisia, Presovskeho samospravneho kraja 

• Eticka komisia, Trnavskeho samospravneho kraja 

Spain • Comité Coordinador de Ética de la Investigación Biomédica de Andalucía 

• CEI Provincial de Málaga 

UK • NRES Committee East of England – Cambridge Central 

• Research and Development Department East and North Hertfordshire NHS Trust 

• RMG Office, NHS Cambridgeshire and Peterborough CCG 

• Clinical Research Network North Thames 

• East of England – Cambridge Central Research Ethics Committee 

• Room 4, 112, 1 West University of Bath 
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• Research and Development Department Clinical Trial Facility, Moorgreen Hospital 

• R&D Department, University Hospital Southampton NHS Foundation Trust 

USA • Sterling Institutional Review Board 

• Western International Review Board 

• University of Texas Southwestern Medical Center Institutional Review Board 

• Schulman Associates IRB, Inc. 

• Florida Hospital Institutional Review Board 
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SUPPLEMENTARY SECTION II: BASELINE CHARACTERISTICS 
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Supplementary Table 2. Baseline characteristics by sex subgroups 

  Male Female 

 All  
subjects 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

n  1,199 169 160 162 171 132 139 138 128 

Age, years 56 (10.6) 57.0 (10.9) 55.6 (10.1) 55.6 (10.3) 56.8 (10.5) 55.3 (10.9) 54.9 (10.7) 55.1 (11.0) 54.7 (10.7) 

Sex, n (%)          

Male 662 (55.2) 169 (100) 160 (100) 162 (100) 171 (100) - - - - 

Female 537 (44.8) - - - - 132 (100) 139 (100) 138 (100) 128 (100) 

Diabetes duration, years 7.4 (5.7) 7.8 (5.8) 7.1 (5.7) 7.4 (5.5) 8.0 (5.6) 7.7 (6.1) 6.9 (5.2) 7.1 (5.9) 7.2 (5.7) 

HbA1c, % 8.2 (0.9) 8.4 (1.0) 8.2 (0.9) 8.2 (0.9) 8.2 (0.8) 8.3 (1.0) 8.1 (0.9) 8.2 (0.9) 8.2 (1.0) 

HbA1c, mmol/mol 66.4 (10.0) 67.8 (10.5) 66.2 (10.0) 66.0 (10.2) 65.8 (9.0) 67.1 (10.4) 66.4 (9.9) 65.2 (9.9) 66.6 (10.6) 

Body weight, kg 95.2 (22.6) 102.3 (23.9) 100.6 (23.4) 100.8 (21.0) 96.9 (21.5) 88.9 (23.0) 89.9 (21.3) 89.3 (19.0) 88.8 (21.3) 

BMI, kg/m2 33.5 (6.8) 33.3 (6.8) 32.8 (6.6) 32.7 (6.2) 32.0 (5.8) 34.2 (7.5) 34.6 (7.2) 34.7 (6.7) 34.5 (7.2) 

Race, n (%)          

Asian 191 (15.9) 24 (14.2) 31 (19.4) 25 (15.4) 32 (18.7) 26 (19.7) 17 (12.2) 13 (9.4) 23 (18.0) 

Black/African American 70 (5.8) 5 (3.0) 4 (2.5) 7 (4.3) 6 (3.5) 12 (9.1) 13 (9.4) 11 (8.0) 12 (9.4) 

White 928 (77.4) 139 (82.2) 124 (77.5) 130 (80.2) 128 (74.9) 94 (71.2) 108 (77.7) 113 (81.9) 92 (71.9) 

Other 10 (0.8) 1 (0.6) 1 (0.6) 0 5 (2.9) 0 1 (0.7) 1 (0.7) 1 (0.8) 

Ethnic group, n (%)          

Hispanic/Latino 138 (11.5) 18 (10.7) 15 (9.4) 14 (8.6) 24 (14.0) 11 (8.3) 16 (11.5) 21 (15.2) 19 (14.8) 

Non-Hispanic/ 
Latino 

1,061 (88.5) 151 (89.3) 145 (90.6) 148 (91.4) 147 (86.0) 121 (91.7) 123 (88.5) 117 (84.8) 109 (85.2) 

‘On-treatment without rescue medication’ data. Subgroup data are presented as mean (standard deviation) unless otherwise indicated. BMI: body mass index; 
Dula: dulaglutide; HbA1c: glycated haemoglobin; n: number of subjects randomised and exposed to at least one dose of trial product as randomised (full 
analysis set); Sema: semaglutide.  
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Supplementary Table 3. Baseline characteristics by diabetes duration subgroups 

  ≤5 years >5–10 years >10 years 

 All  
subjects 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

n  1,199 113 128 122 114 101 94 103 92 87 77 75 93 

Age, years 56  
(10.6) 

52.3 
(11.0) 

51.7 
(10.1) 

51.1 
(11.6) 

51.8 
(10.2) 

55.5  
(9.8) 

57.0  
(8.5) 

56.8  
(7.9) 

57.0  
(10.3) 

62.3  
(9.3) 

58.9 
(11.0) 

60.4  
(9.4) 

59.9  
(9.7) 

Sex, n (%)              

Male 662  
(55.2) 

62  
(54.9) 

71  
(55.5)  

61  
(50.0) 

53  
(46.5) 

55  
(54.5)  

46  
(48.9) 

58  
(56.3) 

64  
(69.6) 

52  
(59.8) 

43  
(55.8) 

43  
(57.3) 

54  
(58.1) 

Female 537  
(44.8) 

51  
(45.1)  

57  
(44.5)  

61  
(50.0) 

61  
(53.5) 

46  
(45.5) 

48  
(51.1) 

45  
(43.7) 

28  
(30.4) 

35  
(40.2) 

34  
(44.2) 

32  
(42.7) 

39  
(41.9) 

Diabetes duration, years 7.4  
(5.7) 

2.6  
(1.3) 

2.5  
(1.3) 

2.5  
(1.4) 

2.6  
(1.4) 

7.0  
(1.4) 

7.1  
(1.3) 

7.3  
(1.3) 

7.0  
(1.4) 

15.3  
(4.9) 

14.5 
(4.5) 

14.9 
(5.3) 

14.5 
(4.4) 

HbA1c, % 8.2  
(0.9) 

8.2  
(1.0) 

8.1  
(0.9) 

8.2  
(0.9) 

8.2  
(0.9) 

8.3  
(1.0) 

8.2  
(0.9) 

8.2  
(1.0) 

8.2  
(0.8) 

8.4  
(0.9) 

8.2  
(0.9) 

8.2  
(0.9) 

8.2  
(0.9) 

HbA1c, mmol/mol 66.4 
(10.0) 

66.6 
(10.8) 

65.3 
(10.2) 

66.6 
(9.6) 

65.9 
(10.1) 

67.5 
(10.4) 

66.1 
(9.8) 

65.9 
(10.5) 

66.4 
(9.0) 

68.6 
(10.1) 

66.0  
(9.8) 

65.9 
(10.3) 

66.2 
(10.0) 

Body weight, kg 95.2  
(22.6) 

97.2 
(27.6) 

96.8 
(24.0) 

100.4 
(23.6) 

92.0 
(22.9) 

95.1 
(21.8) 

96.6 
(23.7) 

94.7 
(18.1) 

95.1 
(23.3) 

96.8 
(23.0) 

92.4 
(20.3) 

88.6 
(17.7) 

93.5 
(18.8) 

BMI, kg/m2 33.5  
(6.8) 

34.0  
(7.9) 

34.3 
(7.3) 

35.1 
(7.8) 

33.0 
(6.7) 

33.3  
(6.3) 

33.9 
(7.2) 

33.3 
(5.4) 

33.2 
(6.9) 

33.7 
(7.1) 

32.3 
(5.7) 

31.6 
(4.7) 

33.1 
(6.1) 

Race, n (%)              

Asian 191  
(15.9) 

25  
(22.1) 

30  
(23.4) 

19 
(15.6) 

35 
(30.7) 

18 
(17.8) 

11 
(11.7) 

9 
(8.7) 

13 
(14.1) 

7 
(8.0) 

7  
(9.1) 

10 
(13.3) 

7  
(7.5) 

Black/African American 
 

70  
(5.8) 

2 
(1.8) 

8 
(6.3) 

5 
(4.1) 

6 
(5.3) 

6 
(5.9) 

4 
(4.3)  

7 
(6.8) 

1 
(1.1) 

9 
(10.3) 

5  
(6.5) 

6 
(8.0) 

11  
(11.8) 

White 928  
(77.4) 

86 
(76.1) 

89 
(69.5) 

97 
(79.5) 

72 
(63.2) 

76 
(75.2) 

79 
(84.0) 

87 
(84.5) 

77 
(83.7) 

71 
(81.6) 

64  
(83.1) 

59 
(78.7) 

71  
(76.3) 

Other 10  
(0.8) 

0 
 

1 
(0.8) 

1 
(0.8) 

1 
(0.9) 

1 
(1.0) 

0 
 

0 
 

1 
(1.1) 

0 
 

1  
(1.3) 

0 
 

4 
(4.3) 
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Ethnic group, n (%)              

Hispanic/Latino 138  
(11.5) 

11  
(9.7) 

9  
(7.0) 

13  
(10.7) 

17  
(14.9) 

5  
(5.0) 

7  
(7.4) 

12  
(11.7) 

15  
(16.3) 

13  
(14.9) 

15  
(19.5) 

10  
(13.3) 

11  
(11.8) 

Non-Hispanic/Latino 1,061  
(88.5) 

102  
(90.3) 

119 
(93.0) 

109 
(89.3) 

97  
(85.1) 

96  
(95.0) 

87  
(92.6) 

91  
(88.3) 

77  
(83.7) 

74 
(85.1) 

62  
(80.5) 

65  
(86.7) 

82  
(88.2) 

‘On-treatment without rescue medication’ data. Subgroup data are presented as mean (standard deviation) unless otherwise indicated. BMI: body mass index; 
Dula: dulaglutide; HbA1c: glycated haemoglobin; n: number of subjects randomised and exposed to at least one dose of trial product as randomised (full 
analysis set); Sema: semaglutide.  
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Supplementary Table 4. Baseline characteristics by baseline HbA1c subgroups 

  ≤7.5% (≤58 mmol/mol) >7.5–8.5% (>58–69 mmol/mol) >8.5% (>69 mmol/mol) 

 All  
subjects 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

n  1,199 74 94 83 84 120 105 124 120 107 100 93 95 

Age, years 56  
(10.6) 

57.5 
(12.2) 

57.0 
(10.4) 

57.7 
(11.1) 

58.1 
(10.2) 

57.3 
(10.1) 

53.3 
(10.6) 

55.6 
(9.7) 

55.4 
(10.5) 

54.3 
(10.7) 

53.5 
(9.9) 

53.1 
(10.9) 

54.5 
(10.9) 

Sex, n (%)              

Male 662 
(55.2) 

39 
(52.7) 

50 
(53.2) 

48 
(57.8) 

45 
(53.6) 

69 
(57.5) 

53 
(50.5) 

67 
(54.0) 

69 
(57.5) 

61 
(57.0) 

57 
(57.0) 

47 
(50.5) 

57 
(60.0) 

Female 537  
(44.8) 

35 
(47.3) 

44  
(46.8) 

35  
(42.2) 

39  
(46.4) 

51 
(42.5) 

52  
(49.5) 

57  
(46.0) 

51  
(42.5) 

46  
(43.0) 

43  
(43.0) 

46  
(49.5) 

38  
(40.0) 

Diabetes duration, years 7.4  
(5.7) 

6.7 
(4.6) 

7.0 
(6.2) 

8.0 
(5.9) 

8.0  
(6.5) 

7.8 
(6.1) 

6.9 
(4.8) 

6.3 
(5.0) 

7.4 
(5.5) 

8.3 
(6.5) 

7.1 
(5.5) 

7.9 
(6.1) 

7.6 
(5.0) 

HbA1c, % 8.2  
(0.9) 

7.3  
(0.2) 

7.2 
 (0.2) 

7.2  
(0.2) 

7.2  
(0.2) 

8.0 
 (0.3) 

8.0  
(0.3) 

8.0 
 (0.3) 

8.0 
 (0.3) 

9.4 
 (0.6) 

9.3 
 (0.5) 

9.4 
 (0.6) 

9.3  
(0.5) 

HbA1c, mmol/mol 66.4 
(10.0) 

55.8 
(2.4) 

55.4 
(2.3) 

55.6 
(2.3) 

55.7 
(2.3) 

64.0 
(3.1) 

63.5 
(2.9) 

63.9 
(3.0) 

64.1 
(3.1) 

79.4 
(6.5) 

77.7 
(5.8) 

78.7 
(6.6) 

78.0 
(5.7) 

Body weight, kg 95.2  
(22.6) 

99.1 
(24.1) 

96.9 
(21.9) 

97.9 
(24.3) 

93.0 
(21.5) 

97.4 
(22.9) 

94.8 
(23.0) 

94.8 
(18.9) 

93.8 
(21.5) 

93.4 
(26.1) 

95.3 
(24.2) 

94.3 
(20.3) 

93.3 
(22.7) 

BMI, kg/m2 33.5  
(6.8) 

34.2 
(6.9) 

34.0  
(6.3) 

34.6 
(8.3) 

33.4 
(6.7) 

34.1 
(6.7) 

33.4 
(7.4) 

33.1 
(4.9) 

33.1 
(6.7) 

32.8 
(7.7) 

33.5 
(7.0) 

33.4 
(6.5) 

32.8 
(6.3) 

Race, n (%)              

Asian 191  
(15.9) 

5 
(6.8) 

12  
(12.8) 

12  
(14.5) 

17  
(20.2) 

18 
(15.0) 

15  
(14.3) 

13  
(10.5) 

23  
(19.2) 

27  
(25.2) 

21  
(21.0) 

13  
(14.0) 

15  
(15.8) 

Black/African American 70  
(5.8) 

8 
(10.8) 

6 
(6.4) 

8 
(9.6) 

6 
(7.1) 

5 
(4.2) 

6 
(5.7) 

6 
(4.8) 

9 
(7.5) 

4 
(3.7) 

5 
(5.0) 

4 
(4.3) 

3 
(3.2) 

White 
 

928  
(77.4) 

61 
(82.4) 

76  
(80.9) 

63  
(75.9) 

60  
(71.4) 

96 
(80.0) 

84  
(80.0) 

105 
(84.7) 

87  
(72.5) 

76  
(71.0) 

72  
(72.0) 

75  
(80.6) 

73  
(76.8) 

Other 10  
(0.8) 

0 
 

0 
 

0 
 

1 
(1.2) 

1 
(0.8) 

0 
 

0 
 

1 
(0.8) 

0 
 

2 
(2.0) 

1 
(1.1) 

4 
(4.2) 
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Ethnic group, n (%)              

Hispanic/Latino 138  
(11.5) 

6  
(8.1) 

8 
(8.5) 

8  
(9.6) 

7  
(8.3) 

8 
 (6.7) 

8 
 (7.6) 

15  
(12.1) 

15  
(12.5) 

15  
(14.0) 

15  
(15.0) 

12  
(12.9) 

21  
(22.1) 

Non-Hispanic/Latino 1,061  
(88.5) 

68  
(91.9) 

86  
(91.5) 

75  
(90.4) 

77  
(91.7) 

112 
(93.3) 

97  
(92.4) 

109 
(87.9) 

105 
(87.5) 

92  
(86.0) 

85  
(85.0) 

81  
(87.1) 

74  
(77.9) 

‘On-treatment without rescue medication’ data. Subgroup data are presented as mean (standard deviation) unless otherwise indicated. BMI: body mass index; 
Dula: dulaglutide; n: number of subjects randomised and exposed to at least one dose of trial product as randomised (full analysis set); Sema: semaglutide. 
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Supplementary Table 5. Subject demographics and baseline characteristics by baseline BMI 

  <30 kg/m2 30–<35 kg/m2 ≥35 kg/m
2
 

 All subjects Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

n  1,199 99 100 91 109 90 86 105 81 112 113 104 108 

Age, years 56 
(10.6) 

57.4 
(11.2) 

56.0 
(11.4) 

57.5 
(10.4) 

56.9 
(10.5) 

58.7 
(10.1) 

55.3 
(9.6) 

54.4 
(11.8) 

57.9 
(10.7) 

53.3 
(10.7) 

54.5 
(10.0) 

54.6 
(9.3) 

53.5 
(10.4) 

Sex, n (%)              

    Male 662 
(55.2) 

57 
(57.6) 

60 
(60.0) 

56 
(61.5) 

71 
(65.1) 

53 
(58.9) 

44 
(51.2) 

62 
(59.0) 

47 
(58.0) 

59 
(52.7) 

56 
(49.6) 

44 
(42.3) 

52 
(48.1) 

    Female 537 
(44.8) 

42 
(42.4) 

40 
(40.0) 

35 
(38.5) 

38 
(34.9) 

37 
(41.1) 

42 
(48.8) 

43 
(41.0) 

34 
(42.0) 

53 
(47.3) 

57 
(50.4) 

60 
(57.7) 

56 
(51.9) 

Diabetes duration, years 7.4 
(5.7) 

8.0 
(6.9) 

8.0 
(6.3) 

9.0 
(6.9) 

7.3 
(5.8) 

7.5 
(5.1) 

6.2 
(4.6) 

7.0 
(4.9) 

7.9 
(5.7) 

7.7 
(5.6) 

6.7 
(5.3) 

6.0 
(4.8) 

7.8 
(5.5) 

HbA1c, % 8.2 
(0.9) 

8.4 
(1.0) 

8.2 
(0.9) 

8.3 
(1.0) 

8.1 
(0.9) 

8.2 
(1.0) 

8.2 
(1.0) 

8.1 
(0.8) 

8.2 
(0.8) 

8.3 
(0.9) 

8.1 
(0.9) 

8.2 
(0.9) 

8.3 
(0.9) 

HbA1c, mmol/mol 66.4 
(10.0) 

68.6 
(10.9) 

65.7 
(9.6) 

66.9 
(10.8) 

65.5 
(9.8) 

66.2 
(10.6) 

66.4 
(10.8) 

65.5 
(9.1) 

65.9 
(8.7) 

67.4 
(9.9) 

65.1 
(9.6) 

66.3 
(10.3) 

66.9 
(10.3) 

Body weight, kg 95.2 
(22.6) 

73.8 
(12.4) 

75.1 
(12.4) 

78.4 
(13.0) 

74.7 
(12.6) 

94.1 
(12.6) 

91.8 
(11.6) 

92.8 
(12.3) 

93.5 
(11.3) 

118.2 
(20.1) 

116.8 
(18.2) 

113.2 
(19.7) 

112.3 
(18.5) 

BMI, kg/m2 33.5 
(6.8) 

26.5 
(2.5) 

26.8 
(2.3) 

27.2 
(2.2) 

26.7 
(2.5) 

32.6 
(1.4) 

32.3 
(1.4) 

32.4 
(1.5) 

32.7 
(1.5) 

40.9 
(5.5) 

40.7 
(5.1) 

40.5 
(5.5) 

39.8 
(4.9) 

Race, n (%)              

   Asian 191 
(15.9) 

37 
(37.4) 

31 
(31.0) 

23 
(25.3) 

41 
(37.6) 

9 
(10.0) 

14 
(16.3) 

13 
(12.4) 

7 
(8.6) 

4 
(3.6) 

3 
(2.7) 

2 
(1.9) 

6 
(5.6) 

   Black/African American 70 
(5.8) 

2 
(2.0) 

7 
(7.0) 

9 
(9.9) 

4 
(3.7) 

5 
(5.6) 

3 
(3.5) 

5 
(4.8) 

6 
(7.4) 

10 
(8.9) 

7 
(6.2) 

4 
(3.8) 

8 
(7.4) 

   White 928 
(77.4) 

60 
(60.6) 

62 
(62.0) 

59 
(64.8) 

63 
(57.8) 

76 
(84.4) 

69 
(80.2) 

87 
(82.9) 

67 
(82.7) 

97 
(86.6) 

101 
(89.4) 

97 
(93.3) 

90 
(83.3) 

   Other 10 
(0.8) 

0 0 0 1 
(0.9) 

0 0 0 1 
(1.2) 

1 
(0.9) 

2 
(1.8) 

1 
(1.0) 

4 
(3.7) 
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Ethnic group, n (%)              

Hispanic/Latino 138  
(11.5) 

8  
(8.1) 

15 
(15.0) 

13 
(14.3) 

18 
(16.5) 

10 
 (11.1) 

7 
 (8.1) 

13 
(12.4) 

11 
(13.6) 

11  
(9.8) 

9  
(8.0) 

9 
 (8.7) 

14 
(13.0) 

Non-Hispanic/Latino 1,061  
(88.5) 

91 
(91.9) 

85 
(85.0) 

78 
(85.7) 

91 
(83.5) 

80 
 (88.9) 

79 
(91.9) 

92 
(87.6) 

70 
(86.4) 

101 
(90.2) 

104 
(92.0) 

95 
(91.3) 

94 
(87.0) 

‘On-treatment without rescue medication’ data. Subgroup data are presented as mean (standard deviation) unless otherwise indicated. BMI: body mass index; 
Dula: dulaglutide; HbA1c: glycated haemoglobin; n: number of subjects randomised and exposed to at least one dose of trial product as randomised (full 
analysis set); Sema: semaglutide. 
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Supplementary Table 6. Baseline characteristics of subjects with BMI <25 kg/m2 at baseline 

 All  

subjects 

Sema  

0.5 mg 

Dula 

0.75 mg 

Sema  

1.0 mg 

Dula 

1.5 mg 

n  1,199 24 19 16 28 

Age, years 56 (10.6) 56.9 (10.0) 51.2 (12.1) 61.8 (11.5) 56.8 (11.8) 

Sex, n (%)      

    Male 662 (55.2) 15 (62.5) 13 (68.4) 8 (50.0) 18 (64.3) 

    Female 537 (44.8) 9 (37.5) 6 (31.6) 8 (50.0) 10 (35.7) 

Diabetes duration, years 7.4 (5.7) 6.8 (6.4) 7.8 (6.6) 12.2 (9.2)  7.3 (5.7) 

HbA1c, % 8.2 (0.9) 8.8 (1.1) 8.5 (0.8) 8.4 (1.1) 8.3 (1.1) 

HbA1c, mmol/mol 66.4 (10.0) 72.4 (11.5) 69.6 (8.6) 68.2 (12.1) 67.6 (11.5) 

Body weight, kg 95.2 (22.6) 62.9 (8.2) 61.8 (9.7) 64.5 (8.4) 62.4 (7.8) 

BMI, kg/m2 33.5 (6.8) 23.0 (1.6) 23.1 (1.6) 23.4 (1.6) 23.1 (1.2) 

Race, n (%)      

    Asian 191 (15.9) 17 (70.8) 9 (47.4) 7 (43.8) 16 (57.1) 

    Black/African 
American 

70 (5.8) 0 0 0 1 (3.6) 

    White 928 (77.4) 7 (29.2) 10 (52.6) 9 (56.3) 11 (39.3) 

    Other 10 (0.8) 0 0 0 0 

Ethnic group, n (%)      

    Hispanic/Latino 138 (11.5) 2 (8.3) 5 (26.3) 3 (18.8) 3 (10.7) 

    Non-Hispanic/Latino 1,061 (88.5) 22 (91.7) 14 (73.7) 13 (81.3) 25 (89.3) 

‘On-treatment without rescue medication’ data. Subgroup data are presented as mean (standard deviation) unless otherwise indicated. BMI: body mass index; 
Dula: dulaglutide; HbA1c: glycated haemoglobin; n: number of subjects randomised and exposed to at least one dose of trial product as randomised (full 
analysis set); Sema: semaglutide. 
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SUPPLEMENTARY SECTION III: SUBJECT DISPOSITION 
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Supplementary Figure 1. Subject disposition in SUSTAIN 7.

*Reflects primary reason for treatment discontinuation, as judged by the investigator. ‘Completed trial’ refers to those patients who attended the follow-up 

visit. ‘Completed treatment’ refers to those patients who did not discontinue treatment prematurely (with or without the addition of rescue medication).
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SUPPLEMENTARY SECTION IV: GLYCAEMIC TARGETS & WEIGHT-LOSS RESPONSES 
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Supplementary Figure 2. Change from baseline in HbA1c (A, C, E, G, I) and body 

weight (B, D, F, H, J) at week 40 by age (A, B), sex (C, D), diabetes duration (E, F), 

HbA1c (G, H) and BMI (I, J) at baseline.  
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*p<0.05, **p<0.001, ***p<0.0001. Values are estimated means from ANCOVAs controlled for baseline HbA1c  

(A, C, E, G, I) or BW (B, D, F, H, I) with multiple imputations using data from all randomised subjects exposed to 

at least one dose of trial product and did not discontinue treatment or receive any non-investigational 

antihyperglycaemic treatment (full analysis set) obtained while on treatment and prior to onset of rescue 

medication. P-values are based on ETDs; statistical analyses were not performed for change from baseline. 

ANCOVA: analysis of covariance; BMI: body mass index; BW: body weight; ETD: estimated treatment difference; 

HbA1c: glycated haemoglobin.  
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Supplementary Figure 3. Odds ratios for the proportion of subjects achieving  

HbA1c <7.0% (53 mmol/mol; A) and HbA1c ≤6.5% (48 mmol/mol; B) at 40 weeks 

by age, sex, diabetes duration, HbA1c and BMI at baseline 

(A) 

 

(B) 

 
*p<0.05, **p<0.001, ***p<0.0001; †p-values represent the test for treatment by subgroup interaction. Values 
are ORs [95% CIs] from ANCOVAs with multiple imputations using ‘on-treatment without rescue medication’ data 
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from all randomised subjects exposed to at least one dose of trial product as randomised (full analysis set) 
obtained while on treatment and prior to onset of rescue medication. ANCOVA controlled for baseline HbA1c and 
interaction between randomised treatment and subgroup. ANCOVA: analysis of covariance; BMI: body mass index; 
CI: confidence interval; HbA1c: glycated haemoglobin; OR: odds ratio.   
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Supplementary Figure 4. Odds ratios for the proportion of subjects achieving 

weight loss ≥5% (A) and weight loss ≥10% (B) at 40 weeks by age, sex, diabetes 

duration, HbA1c and BMI at baseline 

(A) 

 

(B) 
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*p<0.05, **p<0.001, ***p<0.0001; †p-values represent the test for treatment by subgroup interaction. Values 
are ORs [95% CIs] from ANCOVA analyses with multiple imputations using ‘on-treatment without rescue 
medication’ data from all randomised subjects exposed to at least one dose of trial product as randomised (full 
analysis set) obtained while on treatment and prior to onset of rescue medication. ANCOVA controlled for baseline 
HbA1c and interaction between randomised treatment and subgroup. ANCOVA: analysis of covariance; BMI: body 
mass index; CI: confidence interval; HbA1c: glycated haemoglobin; OR: odds ratio.  
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SUPPLEMENTARY SECTION V: ADVERSE EVENTS

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2020-037883:e037883. 10 2021;BMJ Open, et al. Pratley RE



Supplementary Table 7. Adverse events by sex subgroups 

  Male Female 

n (%) 
All 

subjects 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

Sema  
0.5 mg 

Dula 
0.75 mg 

Sema  
1.0 mg 

Dula 
1.5 mg 

 1,199 169 160 162 171 132 139 138 128 

AEs 
818  

(68.2) 
111  

(65.7)  
97  

(60.6) 
113  

(69.8)  
129  

(75.4)  
93  

(70.5)  
89  

(64.0) 
94  

(68.1) 
92  

(71.9)  

Serious AEs 
86  

(7.2) 
11  

(6.5) 
15  

(9.4)  
10  

(6.2) 
12  

(7.0)  
6  

(4.5) 
9  

(6.5) 
13  

(9.4) 
10  

(7.8)  

AEs leading to premature 
treatment discontinuation 

87  
(7.3) 

13  
(7.7) 

8  
(5.0) 

15  
(9.3) 

12  
(7.0) 

11  
(8. 3) 

6  
(4.3) 

14  
(10.1) 

8  
(6.3) 

Gastrointestinal AEs 
leading to premature 
treatment discontinuation 

54 
(4.5) 

8 
(4.7) 

1 
(0.6) 

9 
(5.6) 

8 
(4.7) 

8 
(6.1) 

5 
(3.6) 

9 
(6.5) 

6 
(4.8) 

Gastrointestinal AEs 
505  

(42.1) 
67  

(39.6)  
47  

(29.4) 
67  

(41.4) 
81  

(47.4) 
62  

(47.0)  
53  

(38.1) 
66  

(47.8) 
62  

(48.4)  

Vomiting 
103  
(8.6) 

13  
(7.7) 

5  
(3.1) 

11  
(6.8) 

16  
(9.4)  

18  
(13.6) 

7  
(5.0)  

20  
(14.5)  

13  
(10.2)  

Nausea 
230  

(19.2) 
29  

(17.2)  
13  

(8.1)  
25  

(15.4) 
33  

(19.3) 
39  

(29.5) 
26  

(18.7) 
38  

(27.5) 
27  

(21.1)  

Diarrhoea 
160  

(13.3) 
21  

(12.4)  
10  

(6.3)  
19  

(11.7) 
33  

(19.3) 
22  

(16.7) 
13  

(9.4) 
22  

(15.9) 
20  

(15.6)  

Hypoglycaemia 
(severe/BG-confirmed) 

15  
(1.3) 

1  
(0.6) 

3 
(1.9) 

3  
(1.9) 

3  
(1.8) 

1  
(0.8) 

0 
 

2  
(1.4) 

2  
(1.6) 

Data are presented as number and proportion in percent of subjects with adverse events. Hypoglycaemia was defined as an episode that was severe (according 
to the American Diabetes Association classification) or BG-confirmed (plasma glucose value <56 mg/dL [3.1 mmol/L]) with symptoms consistent with 
hypoglycaemia. AE: adverse event; BG: blood glucose; Dula: dulaglutide; n: number of subjects randomised and exposed to at least one dose of trial product 
as treated (safety analysis set); Sema: semaglutide.  
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Supplementary Table 8. Adverse events by diabetes duration subgroups 

  ≤5 years >5–10 years >10 years 

n (%) 
All  

subjects 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 

 1,199 113 128 122 114 101 94 103 92 87 77 75 93 

AEs  
818  

(68.2) 
76  

(67.3)  
81  

(63.3)  
79  

(64.8) 
76  

(66.7)  
66  

(65.3) 
52  

(55.3)  
74  

(71.8)  
73  

(79.3) 
62  

(71.3) 
53  

(68.8) 
54  

(72.0) 
72  

(77.4) 

Serious AEs 
86  

(7.2) 
5  

(4.4) 
9  

(7.0) 
10  

(8.2) 
9  

(7.9) 
4  

(4.0)  
6  

(6.4) 
7  

(6.8) 
6  

(6.5)  
8  

(9.2)  
9  

(11.7) 
6  

(8.0) 
7  

(7.5) 

AEs leading to premature 
treatment discontinuation 

87  
(7.3) 

9  
(8.0) 

3  
(2.3) 

9  
(7.4) 

5  
(4.4) 

10  
(9.9) 

5  
(5.3) 

9  
(8.7) 

8  
(8.7)  

5  
(5.7) 

6  
(7.8) 

11  
(14.7)  

7  
(7.5) 

Gastrointestinal AEs 
leading to premature 
treatment discontinuation 

54 
(4.5) 

7 
(6.2) 

1 
(0.8) 

6 
(4.9) 

3 
(2.6) 

6 
(5.9) 

1 
(1.1) 

5 
(4.9) 

5 
(5.4) 

3 
(3.4) 

4 
(5.2) 

7 
(9.3) 

6 
(6.5) 

Gastrointestinal AEs 
505  

(42.1) 
52  

(46.0)  
44  

(34.4) 
57  

(46.7) 
52  

(45.6) 
44  

(43.6)  
26  

(27.7) 
42  

(40.8)  
48  

(52.2) 
33  

(37.9)  
30  

(39.0) 
34  

(45.3) 
43  

(46.2) 

Vomiting 
103  
(8.6) 

14  
(12.4) 

5  
(3.9) 

18  
(14.8)  

8  
(7.0)  

10  
(9.9)  

4  
(4.3) 

6  
(5.8)  

9  
(9.8) 

7  
(8.0) 

3  
(3.9) 

7  
(9.3) 

12  
(12.9) 

Nausea 
230 

(19.2) 
25  

(22.1)  
17  

(13.3) 
24  

(19.7)  
21  

(18.4)  
22  

(21.8) 
10  

(10.6) 
24  

(23.3) 
20  

(21.7) 
21  

(24.1) 
12  

(15.6) 
15  

(20.0)  
19  

(20.4)  

Diarrhoea 
160  

(13.3) 
16  

(14.2)  
14  

(10.9)  
22  

(18.0) 
20  

(17.5) 
18  

(17.8)  
4  

(4.3) 
11  

(10.7) 
18  

(19.6) 
9  

(10.3) 
5  

(6.5) 
8  

(10.7) 
15  

(16.1) 

Hypoglycaemia  
(severe/BG-confirmed) 

15  
(1.3) 

0 
 

1  
(0.8) 

2  
(1.6) 

2  
(1.8) 

0 
 

0 
 

2  
(1.9) 

2  
(2.2) 

2  
(2.3)  

2  
(2.6) 

1  
(1.3)  

1  
(1.1) 

Data are presented as number and proportion in percent of subjects with adverse events. Hypoglycaemia was defined as an episode that was severe (according 
to the American Diabetes Association classification) or BG-confirmed (plasma glucose value <56 mg/dL [3.1 mmol/L]) with symptoms consistent with 
hypoglycaemia. AE: adverse event; BG: blood glucose; Dula: dulaglutide; n: number of subjects randomised and exposed to at least one dose of trial product 
as treated (safety analysis set); Sema: semaglutide.  
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Supplementary Table 9. Adverse events by baseline HbA1c subgroups 

  ≤7.5% (≤58 mmol/mol) >7.5–8.5% (>58–69 mmol/mol) >8.5% (>69 mmol/mol) 

n (%)  
All 

subjects 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 

 1,199 74 94 83 84 120 105 124 120 107 100 93 95 

AEs  
818  

(68.2) 
51  

(68.9) 
62  

(66.0) 
57  

(68.7) 
66  

(78.6) 
80  

(66.7) 
65  

(61.9) 
83  

(66.9) 
94  

(78.3) 
73  

(68.2) 
59  

(59.0) 
67  

(72.0) 
61  

(64.2) 

Serious AEs 
86 

 (7.2) 
3  

(4.1) 
9  

(9.6) 
6 

 (7.2) 
3  

(3.6) 
7  

(5.8) 
8  

(7.6) 
9  

(7.3) 
7  

(5.8) 
7  

(6.5) 
7 

 (7.0) 
8  

(8.6) 
12  

(12.6) 

AEs leading to premature 
treatment discontinuation 

88 
 (7.3) 

6  
(8.1)  

5  
(5.3) 

8  
(9.6) 

11  
(13.1) 

11  
(9.2) 

5  
(4.8) 

12  
(9.7) 

4 
(3.3) 

7  
(6.5) 

4  
(4.0) 

9  
(9.7) 

5  
(5.3) 

Gastrointestinal AEs 
leading to premature 
treatment discontinuation 

54 
(4.5) 

5 
(6.8) 

2 
(2.1) 

6 
(7.2) 

9 
(10.7) 

6 
(5.0) 

2 
(1.9) 

8 
(6.5) 

1 
(0.8) 

5 
(4.7) 

2 
(2.0) 

4 
(4.3) 

4 
(4.2) 

Gastrointestinal AEs 
505  

(42.1) 
33  

(44.6) 
32  

(34.0) 
38 

(45.8) 
50  

(59.5) 
52 

(43.3) 
40  

(38.1) 
53  

(42.7) 
55  

(45.8) 
44  

(41.1) 
28  

(28.0) 
42  

(45.2) 
38  

(40.0) 

Vomiting 
103  
(8.6) 

7 
 (9.5) 

5  
(5.3) 

8  
(9.6) 

7  
(8.3) 

14  
(11.7) 

2  
(1.9) 

14  
(11.3) 

11  
(9.2) 

10 
 (9.3) 

5  
(5.0) 

9 
(9.7) 

11  
(11.6) 

Nausea 
230 

(19.2) 
16  

(21.6) 
11  

(11.7) 
16  

(19.3) 
19  

(22.6) 
28  

(23.3) 
14  

(13.3) 
28  

(22.6) 
22 

(18.3) 
24  

(22.4) 
14  

(14.0) 
19 

 (20.4) 
19  

(20.0) 

Diarrhoea 
160  

(13.3) 
12  

(16.2) 
6 

 (6.4) 
14  

(16.9) 
25  

(29.8) 
20  

(16.7) 
11  

(10.5) 
17  

(13.7) 
17  

(14.2) 
11  

(10.3) 
6  

(6.0) 
10  

(10.8) 
11  

(11.6) 

Hypoglycaemia  
(severe/BG-confirmed) 

15 
(1.3) 

0 
 

1 
(1.1) 

2 
(2.4) 

1 
(1.2) 

2 
(1.7) 

1 
(1.0) 

1 
(0.8) 

2 
(1.7) 

0 
 

1 
(1.0) 

2 
(2.2) 

2 
(2.1) 

Data are presented as number and proportion in percent of subjects with adverse events. Hypoglycaemia was defined as an episode that was severe (according 
to the American Diabetes Association classification) or BG-confirmed (plasma glucose value <56 mg/dL [3.1 mmol/L]) with symptoms consistent with 
hypoglycaemia. AE: adverse event; BG: blood glucose; Dula: dulaglutide; n: number of subjects randomised and exposed to at least one dose of trial product 
as treated (safety analysis set); Sema: semaglutide.  
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Supplementary Table 10. Adverse events by baseline BMI 

  <30 kg/m
2 30–<35 kg/m

2 ≥35 kg/m
2 

n (%) 
All  

subjects 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 

 1,199 99 100 91 109 90 86 105 81 112 113 104 108 

AEs  
818  

(68.2) 
65  

(65.7) 
60 

(60.0) 
65  

(71.4) 
84  

(77.1) 
60 

(66.7) 
54 

(62.8) 
66 

(62.9) 
65 

(80.2) 
79  

(70.5) 
72  

(63.7)  
76 

(73.1)  
71 

(65.7)  

Serious AEs 
86  

(7.2) 
4 

(4.0) 
4 

(4.0) 
5 

(5.5) 
4 

(3.7) 
6 

(6.7) 
6 

(7.0) 
5 

(4.8) 
12 

(14.8) 
7 

(6.3) 
14 

(12.4) 
13 

(12.5) 
6 

(5.6) 

AEs leading to premature 
treatment discontinuation 

87  
(7.3) 

 12  
(12.1) 

8 
(8.0) 

12 
(13.2) 

16 
(14.7) 

8 
(8.9) 

5 
(5.8) 

8 
(7.6) 

2 
(2.5) 

4 
(3.6) 

1 
(0.9) 

9 
(8.7) 

2 
(1.9) 

Gastrointestinal AEs 
leading to premature 
treatment discontinuation 

54 
(4.5) 

9 
(9.1) 

4 
(4.0) 

9 
(9.9) 

11 
(10.1) 

5 
(5.6) 

2 
(2.3) 

5 
(4.8) 

2 
(2.5) 

2 
(1.8) 

0 
4 

(3.8) 
1 

(0.9) 

Gastrointestinal AEs 
505  

(42.1) 
48 

(48.5) 
32 

(32.0) 
44 

(48.4) 
59 

(54.1) 
39 

(43.3) 
27 

(31.4) 
44 

(41.9) 
41 

(50.6) 
42  

(37.5) 
41 

(36.3) 
45 

(43.3) 
42 

(38.9) 

Vomiting 
103  
(8.6) 

16 
(16.2) 

5  
(5.0) 

11  
(12.1) 

15  
(13.8) 

6  
(6.7) 

3 
(3.5) 

12 
(11.4) 

4 
(4.9) 

9  
(8.0) 

4  
(3.5)  

8 
(7.7) 

10 
(9.3) 

Nausea 
230 

(19.2) 
25  

(25.3) 
9  

(9.0) 
19 

(20.9) 
24 

(22.0) 
21  

(23.3) 
11 

(12.8) 
24 

(22.9) 
19 

(23.5) 
22  

(19.6) 
19 

(16.8) 
20 

(19.2) 
17 

(15.7) 

Diarrhoea 
160  

(13.3) 
18  

(18.2) 
6  

(6.0) 
14 

(15.4) 
28 

(25.7) 
13  

(14.4) 
9 

(10.5) 
14 

(13.3) 
14 

(17.3) 
12  

(10.7) 
8 

(7.1) 
13 

(12.5) 
10 

(9.3) 

Hypoglycaemia  
(severe/BG-confirmed) 

15  
(1.3) 0 

1 
(1.0) 

0 
3 

(2.8) 
0 

1 
(1.2) 

2 
(1.9) 

0 
2 

(1.8) 
1 

(0.9) 
3 

(2.9) 
2 

(1.9) 

Data are presented as number and proportion (%) in percent of subjects with adverse events. Hypoglycaemia was defined as an episode that was severe 
(according to the American Diabetes Association classification) or BG-confirmed (plasma glucose value <56 mg/dL [3.1 mmol/L]) with symptoms consistent 
with hypoglycaemia. AE: adverse event; BG: blood glucose; BMI: body mass index; Dula: dulaglutide; n: number of subjects randomised and exposed to at 
least one dose of trial product as treated (safety analysis set); Sema: semaglutide.  
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SUPPLEMENTARY SECTION VI: RESULTS IN SUBJECTS WITH BMI <25 KG/M2  
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Supplementary Figure 6. Change in HbA1c (A) and body weight (B) from baseline 

to week 40 and the proportion of subjects achieving HbA1c <7.0% (53 mmol/mol; 

C), HbA1c ≤6.5% (48 mmol/mol; D), weight loss ≥5% (E) and weight loss ≥10% 

(F) in subjects with BMI <25 kg/m2 at baseline  

 
*p<0.05. Values are estimated means (A, B), estimated proportions (C–F), ETDs [95% CIs] (A, B) or ORs [95% 

CIs] (C–F) from ANCOVAs with multiple imputations using ‘on-treatment without rescue medication’ data from all 

randomised subjects exposed to at least one dose of trial product as randomised (full analysis set). ANCOVA 

analyses were controlled for baseline HbA1c and interaction between randomised treatment and subgroup. 

ANCOVA: analysis of covariance; BMI: body mass index, BW: body weight; CI: confidence interval; ETD: estimated 

treatment difference; HbA1c: glycated haemoglobin; OR: odds ratio.  
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Supplementary Figure 7. Change in body weight (%) from baseline to  

week 40 in subjects with BMI <25 kg/m2 at baseline 

 
*p<0.05. Values are estimated means from ANCOVAs with multiple imputations using ‘on-treatment without rescue 
medication’ data from all randomised subjects exposed to at least one dose of trial product as randomised (full 
analysis set). ANCOVAs were controlled for baseline HbA1c and interaction between randomised treatment and 
subgroup. ANCOVA: analysis of covariance; BMI: body mass index; BW: body weight; CI: confidence interval; 
ETD: estimated treatment difference.  
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Supplementary Table 11. Adverse events in subjects with BMI <25 kg/m2 at baseline 

n (%) 
All  

subjects 
Sema  

0.5 mg 
Dula 

0.75 mg 
Sema  

1.0 mg 
Dula 

1.5 mg 

 1,199 24 19 16 28 

AEs  818 (68.2) 18 (75.0) 14 (73.7)  12 (75.0) 23 (82.1)  

Serious AEs 86 (7.2) 1 (4.2) 1 (5.3)  2 (12.5) 2 (7.1)  

AEs leading to 
premature treatment 
discontinuation 

87 (7.3) 5 (20.8)  2 (10.5)  4 (25.0)  6 (21.4) 

Gastrointestinal AEs 
leading to premature 
treatment 
discontinuation 

54 
(4.5) 4 (16.7) 0 2 (12.5) 2 (7.1) 

Gastrointestinal AEs 505 (42.1) 14 (58.3) 6 (31.6) 10 (62.5) 17 (60.7) 

Vomiting 103 (8.6) 6 (25.0) 1 (5.3) 2 (12.5) 3 (10.7) 

Nausea 230 (19.2) 6 (25.0) 1 (5.3) 4 (25.0) 6 (21.4) 

Diarrhoea 160 (13.3) 5 (20.8) 3 (15.8) 3 (18.8) 7 (25.0) 

Hypoglycaemia  
(severe/BG-confirmed) 15 (1.3) 0 1 (5.3) 0 1 (3.6) 

Data are presented as number and proportion in percent of subjects with adverse events. Hypoglycaemia was defined as an episode that was severe (according 
to the American Diabetes Association classification) or BG-confirmed (plasma glucose value <56 mg/dL [3.1 mmol/L]) with symptoms consistent with 
hypoglycaemia. AE: adverse event; BG: blood glucose; BMI: body mass index; Dula: dulaglutide; n: number of subjects randomised and exposed to at least 
one dose of trial product as treated (safety analysis set); Sema: semaglutide. 
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SUPPLEMENTARY SECTION VII: TRIAL PROTOCOL  
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This supplement contains the following items; 

1. Original protocol, final protocol, summary of changes 

2. Final statistical analysis plan (one version no further amendments made) 
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Table of contents 

Original protocol: page 3 

Final protocol: page 105 

Protocol amendment 1: page 209 

Protocol amendment 2: page 213 

Final statistical analysis plan: page 220 
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