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We read with interest a recent article in Diabetology titled “Enhancing Insulin Therapy
Adherence Through Technology: Which Needles Do People with Diabetes Prefer?” [1]. Both
qualitative and quantitative benefits accrued with a study product (a specific 34 G needle,
the Pic Insupen 34 G 3.5 mm pen needle) compared to usual needle therapy, which was a
mixture of 29, 30, 31, 32, 33, and 34 G needles. We noted specific limitations in the method
that were not mentioned in the article, but which might have played a significant role in
the favorable outcome reported for the specific study product, which was a specific needle.
First, there is no mention of the study being randomized or whether random allocation
of treatments was prespecified. Trials without adequate blinding tend to overestimate
treatment effects, particularly when outcomes are subjective or behaviorally influenced [2].
Proper allocation of subjects in a randomized controlled trial requires that the person who
generates the allocation sequence should not be the person who determines eligibility and
entry of patients, and also the mechanism for treatment allocation should be determined
by people not involved in the trial [3].

Two additional limitations with this study’s lack of dedicated matching between
the intervention group and the usual care group included (1) a lack of control for the
length of prior exposure to the subjects’ usual needles and (2) awareness of the unblinded
intervention subjects that they were using a new device, which may result in the Hawthorne
effect or novelty effect, which can lead to overestimation of treatment effectiveness [4]. This
effect could have favorably influenced intervention subjects to report better qualitative
outcomes, such as less injection site pain, which was the most important outcome of the

study. The absence of a randomized crossover design further limits the internal validity
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of the findings. Despite these considerations, the manuscript offers minimal discussion of

Academic Editor: Peter Clifton limitations, which may have decreased the impact of the study’s findings.
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(approximately 4-12.7 mm, 29-34 G) does not materially worsen glycemic control [5,6].

This omission might leave an impression that the benefit of improved glycemia noted in
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distributed under the terms and this study is typical of the literature, but this is not necessarily the case.
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study protocol and based on the discussion of the results, the relative advantages of this
new product compared to more traditional needles might be less than what was implied in
this article.
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not applicable to this article.
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