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a b s t r a c t 

Dapagliflozin is a highly selective sodium-glucose cotrans- 

porter 2 inhibitor associated with stabilization of estimated 

glomerular filtration rate (eGFR); reductions in glycated 

hemoglobin (HbA1c), systolic blood pressure, body weight, 

and albuminuria; and a small and consistent increase in 

hematocrit [1–4] . This data set is based on the associated 

article [5] analyzing data from 5325 patients with type 

2 diabetes from 14 placebo-controlled, phase 3 (one 

phase 2/3), double-blind dapagliflozin treatment studies of 

24–104 weeks’ duration. Data on dapagliflozin’s effects (vs. 

placebo) on hemoglobin (Hb), hematocrit, serum albumin, 

serum total protein concentrations, urine albumin/creatinine 
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ratio, eGFR, heart rate, blood pressure, body weight, and 

safety in patients with type 2 diabetes with and without 

anemia were pooled and analyzed. Patients were divided 

into two groups according to baseline Hb levels: anemia (Hb 

< 13 g/dL in men and < 12 g/dL in women) and no ane- 

mia. Some biomarkers associated with erythropoiesis and the 

presence of anemia, such as iron, transferrin, ferritin, reticu- 

locytes, and hepcidin, were not included in the original stud- 

ies and therefore data for these biomarkers were not avail- 

able. Descriptive statistics were used for baseline character- 

istics and safety data and a longitudinal repeated-measures 

mixed model for efficacy data. Changes in Hb concentra- 

tions were evaluated, and the proportion of patients with 

baseline anemia who were no longer anemic at week 24 

was determined, as was the occurrence of polycythemia (Hb 

> 16.5 g/dL in men and > 16.0 g/dL in women). Because ane- 

mia commonly occurs in patients with diabetes and chronic 

kidney disease [6] , the data can be of value to further ana- 

lyze trends in relevant physiological and pathophysiological 

parameters. 

© 2021 Published by Elsevier Inc. 

This is an open access article under the CC BY license 

( http://creativecommons.org/licenses/by/4.0/ ) 

S
pecifications Table 

Subject Endocrinology, Diabetes and Metabolism 

Specific subject area Type 2 diabetes, Anemia 

Type of data Tables 

How data were 

acquired 

Data from the 14 studies were originally acquired by patient and investigator report and 

laboratory tests 

Data format Raw 

Analyzed 

Parameters for data 

collection 

Demographic and baseline characteristics, hematocrit, Hb, serum albumin and serum total 

protein concentrations, urine albumin/creatinine ratio, eGFR, systolic and diastolic blood 

pressure, heart rate, body weight, and adverse events in patients with type 2 diabetes 

with baseline anemia (Hb < 13 g/dL in men and < 12 g/dL in women) and no anemia. 

Description of data 

collection 

Data were collected according to standard clinical trial procedures from 14 clinical studies 

that were part of the dapagliflozin clinical development program. 

Data source location Primary data sources: Please refer to Supplementary Table 1 of the associated article, 

which is reproduced here: 

Dapagliflozin clinical trials included in the pooled analysis (redrawn from Supplementary 

Table 1 of the related research article) 

Study Name 

ClinicalTrials.gov 

Identifier Phase Title Treatment arms 

Treatment 

duration 

MB102-013 

NCT00528372 

3 A Multicenter, Randomized, 

Double-Blind, Placebo-Controlled, 

Parallel Group, Phase 3 Trial to 

Evaluate the Safety and Efficacy 

of Dapagliflozin as Monotherapy 

in Subjects With Type 2 Diabetes 

Who Have Inadequate Glycemic 

Control With Diet and Exercise 

Dapagliflozin 

(2.5, 5, or 

10 mg) and 

placebo 

102 weeks 

( continued on next page ) 

http://creativecommons.org/licenses/by/4.0/
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MB102-014 

NCT00528879 

3 A Phase III Study of 

BMS-514148 (Dapagliflozin) 

in Patients With Type 2 

Diabetes Who Are Not Well 

Controlled on Metformin 

Alone 

Dapagliflozin 

(2.5, 5, or 

10 mg) and 

placebo 

102 weeks 

MB102-029 (CKD) 

NCT00663260 

3 Trial to Evaluate the 

Glycemic Efficacy, Renal 

Safety, Pharmacokinetics, 

and Pharmacodynamics of 

Dapagliflozin in Subjects 

With Type 2 Diabetes 

Mellitus and Moderate 

Renal Impairment Who 

Have Inadequate Glycemic 

Control 

Dapagliflozin 

(5 or 10 mg) 

and 

placebo 

104 weeks 

MB102-030 

NCT00683878 

3 A Multicenter, Randomized, 

Double-Blind, 

Placebo-Controlled, Parallel 

Group, Phase 3 Trial to 

Evaluate the Safety and 

Efficacy of Dapagliflozin in 

Combination With 

Thiazolidinedione Therapy 

in Subjects With Type 2 

Diabetes Who Have 

Inadequate Glycemic 

Control on 

Thiazolidinedione Therapy 

Alone 

Dapagliflozin 

5 mg + 

pioglitazone 

Dapagliflozin 

10 mg + 

pioglitazone 

Pioglitazone + 

placebo 

48 weeks 

MB102-034 

NCT00859898 

3 A Multicenter, Randomized, 

Double-Blind, Active 

Controlled, Parallel Group, 

Phase 3 Trial to Evaluate 

the Safety and Efficacy of 

Dapagliflozin 10 mg in 

Combination With 

Metformin as Initial 

Therapy as Compared With 

Dapagliflozin 10 mg 

Monotherapy and 

Metformin Monotherapy in 

Subjects With Type 2 

Diabetes Who Have 

Inadequate Glycemic 

Control 

Dapagliflozin 

10 mg + 

metformin XR 

Dapagliflozin 

10 mg + 

placebo 

Metformin 

XR + placebo 

24 weeks 

D1690C0 0 0 05 

NCT00680745 

3 A 24-Week Randomized, 

Double-blind, 

Parallel-Group, Multicentre, 

Placebo-Controlled Phase III 

Study to Evaluate the 

Efficacy and Safety of 

Dapagliflozin in 

Combination With 

Glimepiride (a 

Sulphonylurea) in Subjects 

With Type 2 Diabetes Who 

Have Inadequate Glycaemic 

Control on Glimepiride 

Therapy Alone 

Dapagliflozin 

(2.5, 5, or 

10 mg) + 

glimepiride 

Placebo + 

glimepiride 

48 weeks 

( continued on next page ) 

https://clinicaltrials.gov/ct2/show/NCT00663260
https://clinicaltrials.gov/ct2/show/NCT00683878
https://clinicaltrials.gov/ct2/show/NCT00859898
https://clinicaltrials.gov/ct2/show/NCT00680745


4 B.V. Stefánsson, H.J.L. Heerspink and D.C. Wheeler et al. / Data in Brief 37 (2021) 107237 

D1690C0 0 0 06 

NCT00673231 

3 A 24-Week International, 

Randomized, 

Parallel-Group, 

Double-Blind, Placebo 

Controlled Phase III Study 

With a 80-Week Extension 

Period to Evaluate the 

Efficacy and Safety of 

Dapagliflozin Therapy 

When Added to the 

Therapy of Patients With 

Type 2 Diabetes With 

Inadequate Glycaemic 

Control on Insulin 

Dapagliflozin 

(2.5, 5, or 

10 mg) and 

placebo 

104 weeks 

D1690C0 0 010 

NCT00984867 

3 A 24-Week, Multicentre, 

Randomised, Double-Blind, 

Placebo-Controlled, 

International Phase 3 Study 

With a 24-Week Extension 

Period to Evaluate the 

Safety and Efficacy of 

Dapagliflozin 10 mg QD in 

Patients With Type 2 

Diabetes Who Have 

Inadequate Glycaemic 

Control on a DPP-4 

Inhibitor (Sitagliptin) Alone 

or in Combination With 

Metformin 

Dapagliflozin 

10 mg and 

placebo 

48 weeks 

D1690C0 0 012 

NCT00855166 

3 A 24-Week, Multicentre, 

International, Double-blind, 

Randomized, 

Parallel-Group, 

Placebo-Controlled, Phase 

III Study With a 78-Week 

Extension Period to 

Evaluate the Effect of 

Dapagliflozin in 

Combination With 

Metformin on Body Weight 

in Subjects With Type 2 

Diabetes Mellitus Who 

Have Inadequate Glycemic 

Control on Metformin 

Alone 

Dapagliflozin 

10 mg + 

metformin 

Placebo + 

metformin 

102 weeks 

D1690C0 0 018 

NCT01031680 

3 A 24-Week, Multicentre, 

Randomised, Double-Blind, 

Age-Stratified, Placebo 

Controlled Phase III Study 

With an 80-Week 

Extension Period to 

Evaluate the Efficacy and 

Safety of Dapagliflozin 

10 mg Once Daily in 

Patients With Type 2 

Diabetes, Cardiovascular 

Disease and Hypertension, 

Who Exhibit Inadequate 

Glycaemic Control on Usual 

Care 

Dapagliflozin 

10 mg and 

placebo 

104 weeks 

( continued on next page ) 

https://clinicaltrials.gov/ct2/show/NCT00673231
https://clinicaltrials.gov/ct2/show/NCT00984867
https://clinicaltrials.gov/ct2/show/NCT00855166
https://clinicaltrials.gov/ct2/show/NCT01031680
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D1690C0 0 019 

NCT01042977 

3 A 24-Week, Multicentre, 

Randomised, Double-Blind, 

Age-Stratified, Placebo 

Controlled Phase III Study 

With an 80-Week 

Extension Period to 

Evaluate the Efficacy and 

Safety of Dapagliflozin 

10 mg Once Daily in 

Patients With Type 2 

Diabetes and 

Cardiovascular Disease, 

Who Exhibit Inadequate 

Glycaemic Control on Usual 

Care 

Dapagliflozin 

10 mg and 

placebo 

104 weeks 

D1690C0 0 023 

(DELIGHT) 

NCT02547935 

2/3 An Exploratory Phase II/III, 

Randomized, Double-Blind, 

Placebo Controlled, Parallel 

Design Study to Evaluate 

the Efficacy, Safety and 

Pharmacodynamics of 

Dapagliflozin and 

Dapagliflozin in 

Combination With 

Saxagliptin in CKD Patients 

With Type 2 Diabetes 

Mellitus and Albuminuria 

Treated With ACEi or ARB 

Dapagliflozin 

10 mg 

Dapagliflozin 

10 mg + 

saxagliptin 

Placebo 

24 weeks 

D1690C0 0 024 

(DERIVE) 

NCT02413398 

3 A Multicenter, 

Double-Blind, 

Placebo-Controlled, Parallel 

Group, Randomized, Phase 

III Study to Evaluate the 

Glycemic Efficacy and Renal 

Safety of Dapagliflozin in 

Patients With Type 2 

Diabetes Mellitus and 

Moderate Renal 

Impairment (CKD 3A) Who 

Have Inadequate Glycemic 

Control 

Dapagliflozin 

10 mg and 

placebo 

24 weeks 

D1692C0 0 0 06 

(Japan) 

NCT01294423 

3 A 24-Week Randomised, 

Double-Blind, 

Parallel-Group, 

Multi-Centre, 

Placebo-Controlled Phase III 

Trial to Evaluate the 

Efficacy and Safety of 

Dapagliflozin as 

Monotherapy in Japanese 

Subjects With Type 2 

Diabetes Who Have 

Inadequate Glycemic 

Control With Diet and 

Exercise 

Dapagliflozin (5 

or 10 mg) and 

placebo 

24 weeks 

Data accessibility Repository name: AstraZeneca Clinical Trials Website. Readers can access the data set via 

AstraZeneca’s website (in accordance with AstraZeneca’s data sharing policy described at 

https://astrazenecagrouptrials.pharmacm.com/ST/Submission/Disclosure ) upon request and 

approval of a committee. 

Direct URL to data: https://astrazenecagrouptrials.pharmacm.com/ST/Submission/Search 

( continued on next page ) 

https://clinicaltrials.gov/ct2/show/NCT01042977
https://clinicaltrials.gov/ct2/show/NCT02547935
https://clinicaltrials.gov/ct2/show/NCT02413398
https://clinicaltrials.gov/ct2/show/NCT01294423
https://astrazenecagrouptrials.pharmacm.com/ST/Submission/Disclosure
https://astrazenecagrouptrials.pharmacm.com/ST/Submission/Search
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o  
Related research article The data presented in this article are related to [5] . 

B.V. Stefánsson, H.J.L. Heerspink, D.C. Wheeler, C.D. Sjöström, P.J. Greasley, 

P. Sartipy, V. Cain, R. Correa-Rotter. Correction of anemia by dapagliflozin 

in patients with type 2 diabetes, J Diabetes Complications. 34 (2020) 

107729, 10.1016/j.jdiacomp.2020.107729 . 

alue of the Data 

• Our data report on a variety of safety and efficacy parameters in patients with type 2 dia-

betes ( N = 5325) with and without anemia from 14 placebo-controlled, phase 3 (one phase

2/3), double-blind studies of dapagliflozin treatment over 24–104 weeks. The data contribute

to understand the effects of dapagliflozin treatment in patients with type 2 diabetes with

and without anemia. 

• These data may be useful to diabetologists, endocrinologists, nephrologists, hematologists,

cardiologists, and patients. 

• The dapagliflozin treatment data included here expand upon those reported in the associated

research article and could be used to interrogate Hb, blood pressure, body weight, and other

physiological trends over time. The data could be used to inform the design or interpretation

of other studies or analyses of sodium-glucose cotransporter 2 inhibitors. 

• A strength of this data set is that it contains pooled data from multiple placebo-controlled,

double-blind studies, providing an overview of a large patient population, including in pa-

tients with eGFR < 60 mL/min/1.73 m 

2 . 

• The data provide a detailed longitudinal picture of adverse events in patients with type 2

diabetes with and without anemia undergoing dapagliflozin treatment. 

. Data Description 

• Table Set 1 : Demographic and Baseline Disease Characteristics Summary From 14 Placebo-

Controlled Studies With at Least 24 Weeks of Treatment, by Anemia Subgroup 

• Table Set 2 : Adverse Events Suggestive of Renal Impairment, Urinary Tract Infection, and

Volume Depletion, by Preferred Term, 24-Week Double-blind Treatment Period in Patients

With eGFR < 60 mL/min/1.73 m 

2 , by Anemia Subgroup 

• Table Set 3 : Summary of Urine Albumin-to-Creatinine Ratio (mg/g) at Baseline, Hb (g/dL) at

Week 24, and Adverse Events Suggestive of Renal Impairment, Urinary Tract Infection, and

Volume Depletion, by Preferred Term, by Anemia Subgroup 

• Table Set 4 : Hb (g/dL) Adjusted Percent Change From Baseline Longitudinal Repeated

Measures Analysis, 24-Week Double-blind Treatment Period in Patients With eGFR

< 60 mL/min/1.73 m 

2 , by Anemia Subgroup 

• Table Set 5 : Serum Albumin (g/dL) and Serum Total Protein (g/dL) Longitudinal Repeated

Measures Analysis, 24-Week Double-blind Treatment Period, by Anemia Subgroup 

• Table Set 6 : Demographic and Baseline Disease Characteristics Summary, and Multiple Effi-

cacy and Safety Results From 14 Placebo-Controlled Studies With at Least 24 Weeks of Treat-

ment, in Patients With eGFR < 60 mL/min/1.73 m 

2 , by Anemia Subgroup 

Complete list of tables within each set is provided in Appendix 1. 

Efficacy data include Hb, HbA1c, hematocrit, total body weight, sitting systolic and diastolic

lood pressure, sitting heart rate, eGFR, urine albumin/creatinine ratio, and the proportion of

atients with changes in anemia status from baseline to week 24. Safety data include overall

ummary of adverse events and adverse events in select system organ classes. 

. Experimental Design, Materials and Methods 

Pooled data were from 14 phase 3 (one phase 2/3), double-blind, placebo-controlled studies

f 24–104 weeks’ duration that included dapagliflozin 10 mg/day monotherapy in patients with

https://doi.org/10.1016/j.jdiacomp.2020.107729
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type 2 diabetes ( N = 5325). None of the studies were primarily designed to examine the effect

of dapagliflozin on anemia. 

The population was divided according to baseline Hb concentrations into anemia (Hb

< 13 g/dL in men and < 12 g/dL in women) and no-anemia groups based on criteria defined

by the World Health Organization. The studies’ protocols did not include specific restrictions or

recommendations regarding supplemental iron or diet. Data on race were available and are re-

ported but data on patient ethnicity were not recorded across all trial sites and are thus not

reported. 

The change in Hb concentrations over 24 weeks in patients receiving dapagliflozin or placebo

in the anemia and no-anemia groups was evaluated. As part of the standard clinical trial safety

assessment during the individual studies, blood samples were collected and analyzed at central

laboratories. Hb concentrations were measured at baseline and at weeks 4, 8, 12, 16, 20, and 24.

Changes in Hb concentrations in patients with or without baseline anemia were evaluated, and

the proportion of patients with baseline anemia who were no longer anemic at week 24 was

determined. 

Changes from baseline to week 24 in eGFR (calculated using the Modification of Diet in Renal

Disease Study equation), serum albumin, blood pressure, and body weight were also evaluated.

Safety outcomes included the occurrence of adverse events and serious adverse events, includ-

ing those of special interest (renal impairment, urinary tract infection, and volume depletion).

Occurrence of polycythemia (Hb > 16.5 g/dL in men and > 16.0 g/dL in women) was also evalu-

ated. 

Descriptive statistics were used for presenting baseline characteristics and safety data. For ef-

ficacy parameters, we derived the mean changes from baseline values and 95% confidence inter-

vals using a longitudinal repeated-measures mixed model with fixed terms for study, treatment,

group, treatment-by-group interaction, week, week-by-group interaction, week-by-treatment in- 

teraction, and treatment-by-week-by-group interaction, along with the fixed covariates of base-

line, baseline-by-week interaction, and baseline-by-study interaction. Degrees of freedom in the

mixed model were approximated by the Kenward-Roger method. If the model(s) did not con-

verge, the models were either re-run using the Kenward-Roger method with the baseline-by-

week and baseline-by-study terms removed or the Satterthwaite approximation was used. SAS ®

version 9.4 (SAS Institute Inc.) was used for statistical analyses. 
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ppendix 1 

• Table 1.1: Demographic and Baseline Characteristics, Full Analysis Set, Anemia – Pages 1–6 

• Table 1.2: Demographic and Baseline Characteristics, Full Analysis Set, No Anemia – Pages

7–12 

• Table 1.3: Baseline Medications and Disease History, Full Analysis Set, Anemia – Page 13 

• Table 1.4: Baseline Medications and Disease History, Full Analysis Set, No Anemia – Page 14 

• Table 1.5: Longitudinal Repeated Measures Analysis of Hemoglobin (24-week Short Term,

Double-blind Treatment Period), Safety Analysis Set, Anemia – Pages 15–17 

• Table 1.6: Longitudinal Repeated Measures Analysis of Hemoglobin (24-week Short Term,

Double-blind Treatment Period), Safety Analysis Set, No Anemia – Pages 18–20 

• Table 1.7: Longitudinal Repeated Measures Analysis of HbA1c (24-week Short Term, Double-

blind Treatment Period), Full Analysis Set, Anemia – Pages 21–23 

• Table 1.8: Longitudinal Repeated Measures Analysis of HbA1c (24-week Short Term, Double-

blind Treatment Period), Full Analysis Set, No Anemia – Pages 24–26 

• Table 1.9: Longitudinal Repeated Measures Analysis of Hematocrit (24-week Short Term,

Double-blind Treatment Period), Safety Analysis Set, Anemia – Pages 27–29 

• Table 1.10: Longitudinal Repeated Measures Analysis of Hematocrit (24-week Short Term,

Double-blind Treatment Period), Safety Analysis Set, No Anemia – Pages 30–32 

• Table 1.11: Longitudinal Repeated Measures Analysis of Total Body Weight (24-week Short

Term, Double-blind Treatment Period), Full Analysis Set, Anemia – Pages 33–35 

• Table 1.12: Longitudinal Repeated Measures Analysis of Total Body Weight (24-week Short

Term, Double-blind Treatment Period), Full Analysis Set, No Anemia – Pages 36–38 

• Table 1.13: Longitudinal Repeated Measures Analysis of Sitting Systolic Blood Pressure (24-

week Short Term, Double-blind Treatment Period), Full Analysis Set, Anemia – Pages 39–41 

• Table 1.14: Longitudinal Repeated Measures Analysis of Sitting Systolic Blood Pressure

(24-week Short Term, Double-blind Treatment Period), Full Analysis Set, No Anemia –

Pages 42–44 

• Table 1.15: Longitudinal Repeated Measures Analysis of Sitting Diastolic Blood Pressure (24-

week Short Term, Double-blind Treatment Period), Full Analysis Set, Anemia – Pages 45–47 

• Table 1.16: Longitudinal Repeated Measures Analysis of Sitting Diastolic Blood Pressure (24-

week Short Term, Double-blind Treatment Period), Full Analysis Set, No Anemia – Pages 48–

50 

• Table 1.17: Longitudinal Repeated Measures Analysis of Sitting Heart Rate (24-week Short

Term, Double-blind Treatment Period), Full Analysis Set, Anemia – Pages 51–53 

• Table 1.18: Longitudinal Repeated Measures Analysis of Sitting Heart Rate (24-week Short

Term, Double-blind Treatment Period), Full Analysis Set, No Anemia – Pages 54–56 

• Table 1.19: Longitudinal Repeated Measures Analysis of eGFR (24-week Short Term, Double-

blind Treatment Period), Full Analysis Set, Anemia – Pages 57–59 

• Table 1.20: Longitudinal Repeated Measures Analysis of eGFR (24-week Short Term, Double-

blind Treatment Period), Full Analysis Set, No Anemia – Pages 60–62 

• Table 1.21: Longitudinal Repeated Measures Analysis of Urine Albumin/Creatinine Ratio (24-

week Short Term, Double-blind Treatment Period), Full Analysis Set, Anemia – Pages 63–65 

• Table 1.22: Longitudinal Repeated Measures Analysis of Urine Albumin/Creatinine Ratio (24-

week Short Term, Double-blind Treatment Period), Full Analysis Set, No Anemia – Pages 66–

68 

• Table 1.23: Proportion of Subjects with Changes in Anemia Status from Baseline to Week 24,

Safety Analysis Set – Page 69 

• Table 1.24: Overall Adverse Events (24-Week Short-term Double-blind Treatment Period),

Safety Analysis Set, Anemia – Page 70 

• Table 1.25: Overall Adverse Events (24-Week Short-term Double-blind Treatment Period),

Safety Analysis Set, No Anemia – Page 71 
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• Table 1.26: Vascular Disorders, Blood and Lymphatic System Disorders, and Cardiac Disorders

(24-week Short Term, Double-blind Treatment Period), Safety Analysis Set, Anemia – Pages

72–74 

• Table 1.27: Vascular Disorders, Blood and Lymphatic System Disorders, and Cardiac Disor-

ders (24-week Short Term, Double-blind Treatment Period), Safety Analysis Set, No Anemia –

Pages 75–80 

• Table 2.1: Adverse Events Suggestive of Renal Impairment by Preferred Term (24-week Short

Term, Double-blind Treatment Period), Safety Analysis Set, Anemia – Page 2 

• Table 2.2: Adverse Events Suggestive of Renal Impairment by Preferred Term (24-week Short

Term, Double-blind Treatment Period), Safety Analysis Set, No Anemia – Page 3 

• Table 2.3: Adverse Events Suggestive of Urinary Tract Infection by Preferred Term (24-week

Short Term, Double-blind Treatment Period), Safety Analysis Set, Anemia – Page 4 

• Table 2.4: Adverse Events Suggestive of Urinary Tract Infection by Preferred Term (24-week

Short Term, Double-blind Treatment Period), Safety Analysis Set, No Anemia – Page 5 

• Table 2.5: Adverse Events Suggestive of Volume Depletion by Preferred Term (24-week Short

Term, Double-blind Treatment Period), Safety Analysis Set, Anemia – Page 6 

• Table 2.6: Adverse Events Suggestive of Volume Depletion by Preferred Term (24-week Short
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