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Table S1 Inclusion and exclusion criteria 

Inclusion criteria 

For an eligible patient, all inclusion criteria must be answered “yes”. 

1. Signed consent obtained before any study-related activities (study-related activities are 

any procedure related to the recording of data according to the protocol) 

2. Diagnosed with type 2 diabetes mellitus 

3. The decision to initiate treatment with commercially available oral semaglutide has been 

made by the patient/legally acceptable representative and the treating physician based on 

local label before and independently from the decision to include the patient in this study 

4. Male or female, aged ≥18 years at the time of signing the informed consent 

5. Available HbA1c value ≤90 days prior to the ‘informed consent and treatment initiation 

visit’ (V1) or HbA1c measurement taken in relation with the ‘informed consent and 

treatment initiation visit’ (V1) if in line with local clinical practice 

6. Treatment naïve to injectable glucose-lowering drug(s). An exception is short-term 

insulin treatment for acute illness for a total of ≤14 days  

Exclusion criteria 

For an eligible patient, all exclusion criteria must be answered “no”. 

1. Previous participation in this study. Participation is defined as having given informed 

consent in this study 

2. Treatment with any investigational drug within 30 days prior to enrolment into the study 

3. Mental incapacity, unwillingness or language barriers precluding adequate 

understanding or cooperation 

HbA1c glycated haemoglobin 

 

 

 

 



Table S2 HbA1c (%) change from baseline to EOS, by baseline HbA1c (in study – full analysis 

set) 

HbA1c (%)  

HbA1c, ≤7% 

N 

n 

Observed mean at baseline 

Estimated mean at EOS 

Estimated mean change from baseline 

SE 

95% CI 

P value 

 

66 

60 

6.39 

6.08 

−0.31 

0.14 

–0.59, –0.03 

0.0302 

HbA1c, >7 - ≤8% 

N 

n 

Observed mean at baseline 

Estimated mean at EOS 

Estimated mean change from baseline 

SE 

95% CI 

P value 

 

56 

55 

7.51 

6.69 

–0.82 

0.14 

–1.09, –0.55 

<0.0001 

HbA1c, >8 - ≤9% 

N 

n 

Observed mean at baseline 

Estimated mean at EOS 

Estimated mean change from baseline 

SE 

95% CI 

P value 

 

31 

26 

8.47 

7.47 

–1.00 

0.18 

–1.35, –0.65 

<0.0001 

HbA1c, >9% 

N 

 

32 



 

CI, confidence interval, EOS, end of study; N, number of participants in full analysis set, n, 

number of participants in statistical analysis; SE, standard error. 

 

  

n 

Observed mean at baseline 

Estimated mean at EOS 

Estimated mean change from baseline 

SE 

95% CI 

P value 

30 

10.36 

8.26 

–2.10 

0.17 

–2.44, –1.76 

<0.0001 



Table S3 HbA1c (mmol/mol) change from baseline to EOS, by baseline HbA1c (in study – full 

analysis set) 

HbA1c (mmol/mol)  

HbA1c, ≤7% 

N 

n 

Observed mean at baseline 

Estimated mean at EOS 

Estimated mean change from baseline 

SE 

95% CI 

P value 

 

66 

60 

46.31 

42.95 

−3.36 

1.54 

–6.41, –0.32 

0.0308 

HbA1c, >7 - ≤8% 

N 

n 

Observed mean at baseline 

Estimated mean at EOS 

Estimated mean change from baseline 

SE 

95% CI 

P value 

 

56 

55 

58.61 

49.61 

–9.00 

1.48 

–11.93, –6.07 

<0.0001 

HbA1c, >8 - ≤9% 

N 

n 

Observed mean at baseline 

Estimated mean at EOS 

Estimated mean change from baseline 

SE 

95% CI 

P value 

 

31 

26 

69.03 

58.15 

–10.88 

1.94 

–14.71, –7.04 

<0.0001 

HbA1c, >9% 

N 

 

32 



 

CI, confidence interval, EOS, end of study; N, number of participants in full analysis set, n, 

number of participants in statistical analysis; SE, standard error. 

n 

Observed mean at baseline 

Estimated mean at EOS 

Estimated mean change from baseline 

SE 

95% CI 

P value 

30 

89.70 

66.77 

–22.93 

1.87 

–26.62, –19.24 

<0.0001 



Fig. S1 Study design 

 

V visit 



Fig. S2 Secondary and sensitivity analysis of the primary endpoint (change from baseline in HbA1c [%-points]) 

 

 

 

CI confidence interval, EOS end of study, HbA1c glycated haemoglobin, MMRM mixed model for repeated measurements, PMM 

pattern mixture model 

n is the total number of patients contributing to the statistical analysis  

Estimates (95% CI) from the adjusted models are plotted 

aWhere participants with an EOS visit outside the EOS window were excluded from the analyses 


