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A study has added to the growing 
body of evidence that remission of 
type  2 diabetes may be achieved with 
aggressive lifestyle changes. DiRECT-
Aus set out to determine if a 12-month 
intervention, incorporating low-
energy total diet replacement (TDR), 
could induce remission in adults with 
recently diagnosed type 2 diabetes in an 
Australian primary care setting.

The open-label, single-arm 
intervention trial recruited adults 
aged 20–65  years with type  2 diabetes 
duration of ≤6  years, with HbA1c at 
entry ≥6.5% (≥48 mmol/mol), BMI 
>27.0 kg/m2 and who were not treated 
with insulin. At baseline, there were 
equal numbers of males and females, 
with mean age of 52.5  years, weight of 
106.9 kg, BMI of 37.7 kg/m2, HbA1c of 
7.1% (54 mmol/mol) and type 2 diabetes 
duration of 2.8 years. Glucose-lowering 
medications were used by 88%. 

Participants (n=155) underwent 
a 13-week TDR (800–950 kcal, 
depending on BMI), with fortnightly 
dietitian visits. This was followed by an 
8-week structured food reintroduction 

and 31  weeks of supported weight 
management. An increase in daily 
physical activity was also encouraged, 
with a target of 15 000 steps.

At 12  months, 86 (56%) of 
participants had achieved type  2 
remission (defined as HbA1c <6.5% 
[<48 mmol/mol] and off glucose-
lowering medications for ≥2 months ± 7 
days). The number was highest at the 
end of the TDR phase at 102 (66%), 
with 99 (64%) and 92 (90%) at 6 and 9 
months, respectively. 

Across all of the participants, the 
mean adjusted weight loss after the 
TDR was 11.2% (95% CI, 10.3–12.1). 
At 12  months, it was 8.1% (7.2–9.1). 
The likelihood of remission was 
proportional to weight loss, with 
remission being achieved by 87% of 
participants who reduced their weight 
by >15%. The TDR was well tolerated, 
with only a few serious adverse events 
that were largely related to hypotension.

Following an intensive lifestyle 
intervention delivered in primary care, 
the rate of remission of type 2 diabetes 
of around one in two participants was 

similar to the findings of both the 
DiRECT and DIADEM-I trials, despite 
being conducted in different countries 
and across different ethnicities. The 
investigators conclude that a low-energy 
TDR is a robust intervention for type 2 
diabetes remission, particularly if 
adopted within 6 years of diagnosis.

The full study findings can be read 
here. n
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Intensive lifestyle intervention using a low-energy total diet replacement achieves remission 
in primary care setting.
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OBJECTIVE

We aimed to assess whether remission of type 2 diabetes (T2D) could be achieved
with a low-energy total diet replacement (TDR) in an Australian primary care setting.

RESEARCH DESIGN AND METHODS

Individuals aged 20–65 years with T2D duration up to 6 years, BMI >27.0 kg/m2, and
not treated with insulin were prescribed a 13-week low-energy TDR (Optifast; Nestl�e
Health Science) followed by 8-week structured food reintroduction and 31-week sup-
ported weight maintenance.The primary outcomewas T2D remission at 12months.

RESULTS

A total of 155 participants comprised the intention-to-treat population. At 12months,
T2D remission was achieved in 86 (56%) participants, with a mean adjusted weight
loss of 8.1% (95% CI 7.2–9.1). Two serious adverse events requiring hospitalization re-
lated to the study intervention were reported.

CONCLUSIONS

At 12 months T2D remission was achieved for one in two Australian adults in a
primary care setting.

Type 2 diabetes (T2D) is estimated to affect 1 in 20 Australians, incurring annual health
care costs of AUD1.9 billion (1). Two in three Australian adults have overweight or obe-
sity, drivers of insulin resistance and b-cell decompensation, key pathophysiological
processes underpinning T2D (2,3). Increasing evidence has emerged that T2D remission
is possible with weight loss (4–7). Our aim was to determine if a 12-month interven-
tion incorporating low-energy total diet replacement (TDR) could induce T2D remission
in adults with recently diagnosed T2D in an Australian primary care setting.

RESEARCH DESIGN AND METHODS

Study Design and Participants
An open-label single-arm intervention trial was conducted across 25 primary care
practices in New South Wales, Australia. The study was approved by the Sydney Local
Health District Human Research Ethics Committee (2020-ETH00474) and registered
with the Australian New Zealand Clinical Trials Registry.

Eligible participants were aged 20–65 years with T2D [per Australian criteria (8)] up
to 6 years in duration, HbA1c at study entry $6.5% (48 mmol/mol), BMI >27.0 kg/m2,
and not treated with insulin. Individuals with T2D and HbA1c at study entry between
6.0% (42 mmol/mol) and 6.5% (48 mmol/mol) were eligible for inclusion if taking

1Central Clinical School, Faculty of Medicine and
Health, University of Sydney, Sydney, Australia
2Charles Perkins Centre, University of Sydney,
Sydney, Australia
3Metabolism and Obesity Service, Royal Prince
Alfred Hospital, Sydney, Australia
4School of Population Health, Curtin University,
Perth, Australia
5Diabetes Australia, Canberra, Australia

Corresponding author: Samantha L. Hocking,
samantha.hocking@sydney.edu.au

Received 1 May 2023 and accepted 4 August
2023

Clinical trial reg. no. ACTRN12620001129976,
www.anzctr.org.au

This article is featured in podcasts available at
diabetesjournals.org/journals/pages/diabetes-
core-update-podcasts.

© 2023 by the American Diabetes Association.
Readers may use this article as long as the
work is properly cited, the use is educational
and not for profit, and the work is not altered.
More information is available at https://www
.diabetesjournals.org/journals/pages/license.

See accompanying article, p. 47.

B
R
IE
F
R
EP

O
R
T

66 Diabetes Care Volume 47, January 2024

D
ow

nloaded from
 http://diabetesjournals.org/care/article-pdf/47/1/66/741587/dc230781.pdf by guest on 21 February 2024

https://doi.org/10.2337/dc23-0781
https://doi.org/10.2337/dc23-0781

