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Introduction Table 1. Summary of baseline characteristics and DTSQ total

* For placebo, 28% of patients achieved at least a 3-
score in the DEPICT population, by study arm

- The Dapagliflozin Evaluation in Patients With point increase in DTSQ total score at 24 weeks,
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Inadequately Controlled Type 1 Diabetes (DEPICT) Dapggr:f'“'" Dapfg::'“'" Placebo mcreasolng t00324’ at 52 weeks. Response rates
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with type 1 diabetes mellitus (T1DM) inadequately Baseline characteristics o— 1170 NIghET for dapaglitio g (Figure 3)
controlled by insulin alone, adjunct dapagliflozin _ _
reduced body weight and improved glycaemic Age (years) 42.3 42.5 42.9 - Betyvgen group .dllfferences IN response rate were
control versus placebo, without increased risk of Male (%) 43.2 47.4 47.2 Siat'St'iagZ’ spl\?nlflcel\(n;;or bcl)tr][hdoste)s of dipagllﬂozm
hvpoalvcaemia’-3. | at wee . At wee , only the observe
YPOY DU G\ ) 195 1o 201 difference between dapagliflozin 10 mg and placebo
. _ BMI (kg/m? 27.8 28.0 28.1 N Aifi 0
» The incidence and related fear of hypoglycaemia aim’) was significant at the 5% level (Table 2).
and weight gain are among factors that negatively nIIAIE (2] B B 8
mflgence patlent-reportgd ou?coges, such as quality Total baseline insulin (IU) 0.74 0.72 0.72 Figure 3: Percentage of patients achieving 23-point increase
of life and treatment satisfaction®. Total baseline insulin (1U/kg) 60.1 59.1 59.8 in DTSQ total score
» Treatment satisfaction for people with T1DM is Mode ofinsulin administration (%)
particularly important due to its links to treatment Multiple daily injections 64.3 64.8 64.9 N
adherence, glycaemic control and reduced risk of Continuous subcutaneous 2 7 2 2 1 §
future T1DM-related complications®. infusion ' | | =
Baseline DTSQ total score
* This study aimed to assess the impact of Blacebo: 27 6%
dapagliflozin (10 mg or 5 mg) on patient-reported : ! ° e " Dapaglfiozin 10 mg: 37.4%
treatment satisfaction from DEPICT clinical trial data. Mean (SD) 29.0 (5.9) 29.2 (5.5) 29.1 (5.2)
Median (min, max) 30 (5, 36) 30 (4,36) 30 (10, 36)
BMI: body mass index; IU: insulin units; SD: standard deviation; T1DM: type 1
diabetes mellitus.
_ n: number of subjects in each study arm; N: number of subjects in each study ~
arm with baseline and at least one post-baseline value 2
* The DEPICT clinical trial programme consisted of § s o
two similarly designed trials: DEPICT-1 * Across arms, 92% of the study population had ¥

(NCT02268214) and DEPICT-2 (NCT02460978).

records of DTSQ total score at study baseline and at

least one other timepoint (week 24 or 52). In these Placebo: 3197

* In the trials, patient treatment satisfaction was
measured at study baseline and weeks 24 and 52
following baseline, via the Diabetes Treatment
Satisfaction Questionnaire (DTSQ) total score.

« DTSQ is a widely used instrument for the

patients, average DTSQ total scores at baseline
were similar across arms (Table 1).

By contrast, mean DTSQ total scores were higher
among dapagliflozin-treated patients at both week
24 and week 52 compared to placebo.
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Dapagliflozin 10 mg: 42.8%

Table 2. Statistical analysis of between-group differences in
response rate (23-point increase in DTSQ total score)

assessment of treatment satisfaction (1) and Dapaglifiozin  Dapagliflozin
perceived burden of hyper- and hypoglycaemia (2). * Figure 1 presents the mean and associated 95% 5_mgg o m??o
The DTSQ total score refers to the sum of confidence interval for DTSQ total score at each _ (n =529) (n =530)
responses to six questions related to the first factor; study timepoint. e SHe 1199
higher scores indicate higher treatment satisfaction Week 24  95% Cl 3.71 to 15.91 4.98 to 17.21
and the maximum total score is 36°. * Larger increases from baseline were observed for o-value* 0.002 <0.001

dapagliflozin versus placebo across elements of the o o 0,04 - 6

» A 3-point increase in DTSQ total score is considered DTSAQ total score (Figure 2). STENCE VETSHS Platebo | |
a clinically meaningful improvement in treatment Week 52 95% Cl 4.36t017.53  -0.89t0 12.13
satisfaction for patients’. p-value* 0.001 0.093
Figure 1: Summary of DTSQ total scores over the DEPICT
ClI: confidence interval

 All participants in DEPICT-1 and DEPICT-2 were

study period, by study arm

*p_

value based on Z-test of proportions

eligible for inclusion in the analysis. Placebo Dapaglifiozin 5 mg Dapaglifiozin 10 mg
» Absolute DTSQ total scores were statistically
summarised at each study timepoint (baseline, week 3 L
y | 1cly Emepoint { ne i » The results of this study demonstrated that

24, week 52), stratified by study arm.

* Aresponder analysis was undertaken, where
response was defined as at least a 3-point increase
iIn DTSQ total score from baseline. Responder rates
(i.e. the percentage of patients achieving the defined
iIncrease) were evaluated at week 24 and week 52,
for each study arm.

* The statistical significance of observed differences
between groups was assessed using a Z-test of
proportions.
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Figure 2: Mean change from baseline for each component of
the DTSQ total score, by study arm

compared to placebo, treatment with dapagliflozin
was associated with an improvement in diabetes
treatment satisfaction, as measured by the DTSQ
total score.

Together with improvements in glycaemic control
and weight and without increased risk of
hypoglycaemia, improvements in patient-reported
outcomes support the role of dapagliflozin in T1DM
management.
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- References
_ e —— 1. Dandona et al. Lancet Diabetes Endocrinol. 2017;5(11):864-76
_ _ . | | 2. Dandona et al. Diabetes Care. 2018;41(12):2552-9
» Table 1 summarises the baseline characteristics of Convenience with treatment - | (R 3. Mathieu et al. Diabetes Care. 2018:41(9):1938-46
the pooled DEPICT-1 and DEPICT-2 study - — Il | 4. Alvarez-Guisasola et al. Health Qual Life Outcomes. 2010;8:86
population. Demographics and other baseline ORI R 5. Torjesen. BMJ. 2019;364:1982
characteristics were similar across study arms, N—— ] 6. Saisho. Int J Environ Res Public Health. 2018;15(5):947
g- B ¥ ] . . .
including baseline insulin dosage and method of of diabetes T i 7. FDA (2018) Sotagliflozin for the treatment of type 1 diabetes.
administration W—— i ] Available from: https://www.fda.gov/media/121285/download
) treatment - i _
* |n total, 1,591 patients were considered for inclusion i —— B Acknowledgements

in the analysis, with low levels of missing data at
each time point.

0.0 0.2 0.4 06 0.0 0.2 04 06

Flacebo Dapagliflozin 5 mg . Dapaglifliozin 10 mag

Medical writing and editorial support were provided by Kerrie Ford
of Health Economics and Outcomes Research Ltd.

Supported by AstraZeneca

Presented at ISPOR Europe 2019; Copenhagen, Denmark; 2-6 November 2019


https://www.fda.gov/media/121285/download

	Slide Number 1

