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Mean change in HbA, . (%-points)
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A1C

5.78 %
0.01

-0.31

ETD, -0.32%-points
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Safety

 During the trial, more placebo-treated patients reported serious adverse events (SAEs) than patients treated with

semaglutide 2.4 mg."

A

patients, with the largest between-group difference in gastrointestinal events.

Table 2. Safety Overview '

* Trial product discontinuation due to AEs occured in more patients treated with semaglutide 2.4 mg than placebo-treated

Investigator-Reported AEs, n (%) Semaglutide 2.4 mg (n=8803) Placebo (n=8801) P-value
SAE® 2941 (33.4) 3204 (36.4) <.001
Cardiac disorders 1008 (11.5) 1184 (13.5) <.001
Infections and infestations 624 (7.1) 738 (8.4) .001
Nervous system disorders 444 (5.0) 496 (5.6) .08
Surgical and medical procedures 433 (4.9) 548 (6.2) <.001
Neoplasms benign, malignant, and unspecified 405 (4.6) 402 (4.6) .94
GI disorders 342 (3.9) 323(3.7) A48
AEs leading to trial product discontinuation® 1461 (16.6) 718 (8.2) <.001
GI disorders 880 (10.0) 172 (2.0) <.001
Nervous system disorders 124 (1.4) 92 (1.0) .03
Metabolism and nutrition disorders 108 (1.2) 27 (0.3) <.001
General disorders and administration site conditions 105 (1.2) 47 (0.5) <.001
Neoplasms benign, malignant, and unspecified 80 (0.9) 105 (1.2) .07
Infections and infestations 75 (0.9) 84 (1.0) A7
Prespecified AEs of special interest, irrespective of seriousness*
COVID-19 related events 2108 (23.9) 2150 (24.4) 46
Malignant neoplasms 422 (4.8) 418 (4.7) .92
Gallbladder-related disorders 246 (2.8) 203 (2.3) .04
Acute renal failure 171 (1.9) 200 (2.3) 13
Acute pancreatitis® 17 (0.2) 24 (0.3) .28

seriousness were systematically collected and reported.
. Classified by system organ class.
. Based on prespecified MedDRA queries
. EAC-confirmed acute pancreatitis events.

. Targeted safety data collection was utilized: only SAEs, AEs leading to trial product discontinuation irrespective of seriousness, and prespecified AEs of special interest irrespective of

Abbreviations: A1C: glycated hemoglobin; ABI: ankle-brachial index; AE: adverse event; BMI: body mass index; BPM: beats per minute; CI: confidence interval; CV: cardiovascular; CVD:
cardiovascular disease; CVOT: cardiovascular outcomes trial; eGFR: estimated glomerular filtration rate; ETD: estimated treatment difference; GI: gastrointestinal; HDL: high-density
lipoprotein; HF: heart failure; HR: hazard ratio; LDL: low-density lipoprotein; MACE: major adverse cardiovascular events; MedDRA: Medical Dictionary for Regulatory Activities; MI:
myocardial infarction; n: number of patients; RRT: renal replacement therapy; PAD: peripheral arterial disease; SAE: serious adverse event; SOC: standard of care; uACR: urinary albumin-

to-creatinine ratio.
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