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Introduction

Most people with type 1 diabetes are not meeting recom-
mended clinical targets, placing them at an increased risk for
serious adverse health outcomes.! Automated insulin deliv-
ery (AID) systems have consistently demonstrated their
effectiveness.? Automated insulin delivery users are still
required to perform accurate carbohydrate (CHO) counting
to optimize their results. The purpose of this study was to
investigate, for patients equipped with the Omnipod 5 AID
System (OP5), the impact of different meal declaration meth-
ods on glycemic control.

This real-world study was a retrospective, longitudinal,
monocentric observational design. Informed consent was
obtained before data collection. A total of 147 participants
(70% females, mean age 37 years) were included in

the analysis, consisting of 46 subjects in the FIX group with
simplified meal announcements and 101 in the FLEX group
with precise CHO evaluation, initiating OP5 therapy between
July 2024 and June 2025. Baseline demographic and clinical
data are summarized in Supplemental Tables S2 and S3.
Subjects from both groups had similar age (P = .71), dura-
tion of diabetes (P = .92), gender and body mass index
(BMI). On the contrary, subjects from the FLEX group had
higher time in range (TIR = 70-180 mg/dL) at baseline
(50.3% [47.9, 52.7] vs 42.8% [38.7,47.1], P < .01). Time in
range levels after 6 months were correlated with age (P <
.01), daily CHO entries (P < .001), number of insulin bolus
(P < .05) and baseline TIR (P < .01), but not with duration
of diabetes or BMI (Tables S4 and S5). Glycemic outcomes
over 6 months of AID revealed major differences between
groups, as shown in Figure 1. With a 5% risk, by adjusting
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Figure |. Mean percent of time in tight range (dark green, 70-140 mg/dL), time in range (green, 70-180 mg/dL), time above range
(orange, 180-250 mg/dL and dark orange, >250 mg/dL) and time below range (red, 54-70 mg/dL and blue <54 mg/dL) at baseline,
at 3 and 6 months after Omnipod 5 initiation for subjects with simplified carbohydrate announcements (FIX, n = 46) or precise

carbohydrate counting (FLEX, n = 101).
P values after the Mann-Whitney test, ¥*¥<C .0|; *** < .0001.
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for age, duration of disease, gender and baseline TIR, there is
a statistically significant relationship between TIR levels and
FIX or FLEX strategies (—3.44 [—6.68; —0.198] at 6 months;
P < .05). After 6 months, the number of CHO-associated
boluses/day was reduced in the FIX group (P < .05).

Simple meal announcements could serve as an alterna-
tive approach to managing prandial insulin needs, poten-
tially alleviating some of the burdens associated with CHO
counting. Although the OPS5 algorithm is capable of
dynamically adapting insulin delivery, it does not fully
compensate for underestimation or approximation of CHO
intake. The OPS5 system includes a bolus insulin delivery
feature that responds slowly and conservatively.’ Recent
studies have shown that simplified meal announcement
strategies can be effectively used with the MiniMed 780G
system, demonstrating its effectiveness during a random-
ized study.* A recent meta-analysis® reported that the sim-
plified meal announcement strategy with AID achieved
high TIR but was accompanied by significantly greater
time below range (TBR), increased time above range
(TAR) and higher basal insulin delivery. In contrast with
this literature, we showed that simplified meal announce-
ments with OP5 are safe, with no significant increase in
hypoglycemic episodes.

Taken together, these findings support the concept that
simplified CHO announcement at the initiation of OP5 may
represent a pragmatic and effective option for selected indi-
viduals (eg, those with limited technological proficiency or
difficulties with numerical calculations), while confirming
that precise CHO counting remains the optimal strategy for
maximizing the glycemic benefits of this specific AID
system.

Natalia Baczewska, MD
Center for Diabetes DIAB-eCARE, Edouard Herriot
Hospital, Hospices Civils de Lyon, France

Sylvie Villar-Fimbel, MD
Center for Diabetes DIAB-eCARE, Edouard Herriot
Hospital, Hospices Civils de Lyon, France

Stephanie Lambert-Porcheron, MD
Center for Diabetes DIAB-eCARE, Edouard Herriot
Hospital, Hospices Civils de Lyon, France

Florence Authier
Center for Diabetes DIAB-eCARE, Edouard Herriot
Hospital, Hospices Civils de Lyon, France

Charles Thivolet, MD, PhD
Center for Diabetes DIAB-eCARE, Edouard Herriot
Hospital, Hospices Civils de Lyon, France

Abbreviations

AID, automated insulin delivery; CHO, carbohydrate; CGM, con-
tinuous glucose monitoring; GRI, glycemia risk index; OPS5,
Omnipod 5; TIR, time in range; TITR, time in tight range.

Acknowledgments

We are indebted to all health care professionals (HCPs) involved in
hybrid closed-loop (HCL) initiation at the DIAB-eCARE Center
(www.diab-ecare.fr), with special thanks to Sophie Brunot for
excellent coordination of clinical activities.

ORCID iD

Charles Thivolet “= https://orcid.org/0000-0002-0696-974X

Author Contributions

NB and CT wrote the first draft of the manuscript. FA, SL-P and
SV-F contributed to the discussion and reviewed and edited the
manuscript. All authors approved the final version of the manu-
script. CT is the guarantor of this work and, as such, had full access
to all the data in the study and takes responsibility for the integrity
of the data and the accuracy of the data analysis.

Funding

The authors received no financial support for the research, author-
ship, and/or publication of this article.

Declaration of Conflicting Interests

The authors declared the following potential conflicts of interest
with respect to the research, authorship, and/or publication of this
article: CT reports personal fees from Abbott Diabetes Care,
Glooko, Lilly, Novo-Nordisk, Medtronic, and Sanofi and is an
advisory board member for Insulet and Medtronic. SV-F reports
personal fees from Abbott Diabetes Care, Lilly, Novo-Nordisk,
Medtronic, Roche Diabetes Care and Sanofi. NB, SL-P and FA
have no conflicts of interest.

Supplemental Material

Supplemental material for this article is available online.

References

1. Ebekozien O, Mungmode A, Sanchez J, et al. Longitudinal
trends in glycemic outcomes and technology use for over
48,000 people with type 1 diabetes (2016-2022) from the
T1D exchange quality improvement collaborative. Diabetes
Technol Ther. 2023;25(11):765-773.

2. Phillip M, Nimri R, Bergenstal RM, et al. Consensus recom-
mendations for the use of automated insulin delivery technolo-
gies in clinical practice. Endocr Rev. 2022;44:254-280.

3. Berget C, Annan SF, Biester T, et al. Practical considerations
for using the Omnipod® 5 automated insulin delivery sys-
tem: clinical experience from the United States and Europe.
Diabetes Obes Metab. 2025;27(6):2909-2919.

4. Petrovski G, Campbell J, Pasha M, et al. Twelve-month follow-up
from a randomized controlled trial of simplified meal announce-
ment versus precise carbohydrate counting in adolescents with type
1 diabetes using the MiniMed TM 780G advanced hybrid closed-
loop system. Diabetes Technol Ther. 2024;26(suppl 3):76-83.

5. Sicorschi Gutu C, Lajczak P, Anton PM, et al. Is simplified
meal announcement an alternative to exact carbohydrate count-
ing in patients with type-1 diabetes using an advanced hybrid
closed-loop system? a systematic review and meta-analysis
[published online ahead of print July 8, 2025]. J Diabetes Sci
Technol. doi:10.1177/19322968251351994





