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Insulin pump therapy compared with multiple daily
Injections for treatment of type 2 diabetes (OpT2mise):
a randomised open-label controlled trial

Lancet. 2014;384(9950):1265-1272.
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PubMed Clinical Queries

Results of searches on this page are limited to specific clinical research areas. For comprehensive searches, use PubMed directly.

type 2 diabetes continuous subcutanecus insulin infusion
Clinical Study Categories Systematic Reviews Medical Genetics
Category: | Therapy - Topic: | All

Scope: | Broad
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Diabetes, Obesity and Metabolisme 18: 300-507, 2016.
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Sustained efficacy of insulin pump therapy compared with
multiple daily injections In type 2 diabetes: 12-month data from
the OpI2mise randomized trial

R. Aronson™', Y. Reznik®", I. Conget?, J. A. Castafieda®, S. Runzis®, S. W. Lee®, 0. Cohen’ & for the OpT2mise
Study Group

Diabetes Obes Metab. 2016 May; 18(5): 500-7
PMID : 26854123
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Insulin pump treatment compared with multiple daily > @k ®

injections for treatment of type 2 diabetes (OpT2mise):
a randomised open-label controlled trial

Yves Reznik, Ohad Cohen, Ronnie Aronson, Ignacio Conget, Sarah Runzis, Javier Castaneda, Scott W Lee, for the OpT 2mise Study Group

Lancet 2014; 384: 1265-72
PMID : 24998009
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Intervention & Comparison
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Result

Primary Outcome
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Figure 2: Changes in glycated haemoglobin
Error bars are 95% Cls. MDi=multiple daily injection.
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Figure 3: Cumulative distribution of glycated haemoglobin at & months (A)
and total daily insulin dose (B)
Error bars are 95% Cls. M Di=multiple daily injection.
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Secondary Outcome

Pumptreatment Multiple daily Difference pwvalue
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Safety Outcome
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Methods

Study design and participants

OpT2mise was a |[randomised,| parallel-group study
consisting of a run-in period, a 6-month randomised
phase, and a 6-month continuation phase.
36 hospitals, tertiary care centres, and referal centres
participated: eight in Canada, 23 in Furope and Israel,
two in South Africa, and three in the USA. The study
started in December 2010, and the final data collection
date for the primary outcome measure was in
February 2014. The study methods have been reported in
full elsewhere." Only the results of the randomised phase
are reported here; the results of the continuation phase
will be presented separately.
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mE¥dBaseline

Pump treatment M ultiple daity
(n=168) injection
(n=163)
Age (years) EEL(9-7) G6-4(95)
Men Q4 (TA%) BE (53%)
Ethmic origin
Black African 6 (49) 7 (4%)
Other 162 (96%) 156 (F6%)
Duration of diabetes (years) 14-9 (8.0} 15-3 (8-0)
Montreal Cognitive Assessment score <26 64 (3B%) 64 (359%)
Ghlycated hasmoglobin (36) 00 (0-3) Q.08 (0-B)
Weight (kg) 97-3 (22-6) 0.9 (2200
Body-mass index (kg m®) 33-5(7-5) 33-2F-0)
Systolic blood pressure {mm Hg) 132-3(15-F) 1319 (14-8)
Diastolic blood pressure (mm Hg) 75-6(9-4) F6-0 (10-5)
Total chobestenad {mmol/L) 45 (1-4) 4-4 (1-0)
HOL cholesterol immolL) 12 (0-4) 1-4 {0-4)
LW cholesterol (mmol/L) 2.2 (0-B) 2.2 (0-8)
Trighscerides (mmol L) 2-3 (24D 1-9(1-6)
Smokers 24 [14%) 25 (15%)
Metformin use 120 (71w} 112 {(69%)
Metformin dose (mg) 1810 (6E0) 17RE (636)
Total daily insulin dose (kg per day) 1-1 (0-4) 11 (0-4)
Total daily insulin dose (U per day) 112-3{53-9) 106-2 (49-2)
Total long-acting insulin dose (U per day) C7-4 (30-3) C2-4 {277
Total rapid-acting insulin dose (U perday) CC-6 (317} C3-E (30-B)
History of diabetic complications and comorbidities
Dy=lipidaemia 26 (16%) 16 [10%)
Hypertension, cerebrovascular and coronary heart diseases 142 (Bo%) 137 (34%)
Periptveral vascular disease 12 %) 7 (4%])
Retinopathy G (4%) 3 (29)
Diabetic nephropathy 22 (13%) 12 (Fw)
Peripheral neurcpathy 0 (0% 0 (09€)

Data are meaan (S0 or n (%L

Table 1: Baseline characteristics
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Randomisation and masking
On completing the run-in phase, patients whose

glycated haemoglobin was between 8-0% and 12-0%
(64 to 108 mmol/mol), who had done at least 2-5 blood
glucose self-assessments per day, and had daily insulin
requirements of 0-7-1-8 units per kg (maximum
220 units per day), were randomly assigned (1:1) to
continue injection treatment or to receive pump
treatment (Medtronic MiniMed Paradigm Veo system;
Medtronic). The randomisation sequence was prepared
by the study statistician with block randomisation
(block size 2 with probability 0-75 and size 4 with
probability 0-25) and was implemented electronically
via a case report form at each study site. The
randomisation scheme was applied per site and study
sites were not aware of the size and number of blocks.

Neither patients nor investigators were masked to
treatment allocation.
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168 allocated to pump treatment group 163 allocated to multiple daily injection group
16 dropped out 7 dropped out
11 withdrawn & withdrawn

3 adverse event — _» 1 adverse event
2 lost to follow-up
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Step3 : #LF|AYISIR

B2 INWNYAX(E+DN? = +0THD

Statistical analysis

We calculated the sample size with the standard formula
for a two-sided, two-sample t test. A total sample size of
284 would provide 80% power to detect a 0-5%
(6 mmol/mol) between-group difference in the mean
reduction in glycated haemoglobin from baseline to
6 months at a 95% confidence level, assuming a standard
deviation of 1-5% (16 mmeol/mol). A failure rate of 20%
was expected during screening. We adjusted the planned

sample size to be a minimum of 320 participants

allowing for 10% of patients to drop out during the
6 months of the study phase.
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