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Clinical trial results

Glycemic variability
* Standard Deviation

Effectiveness, safety and satisfaction
of the new 33G x 4 mm pen needle.

•
No significant variations were registered between the two needles.
satisfaction
• Patient
	
 Safety in terms of leakage and body weight
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Among patients who expressed a preference, the 33G needle was preferred over the 32G needle.
Based on the assessment of patients, measured with the VAS from -5 to +5, use of the 33G needle
was deemed significantly less painful.
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Conclusions

• pain, while there was no difference between the new 33G needle and 32G needle in the other

 The
	 33G needle was better than the 32G needle in terms of metabolic control and overall

•
•


variables considered during the trial.
In
	 terms of safety, there were no differences between the two needles in terms of daily
incidence of hypoglycaemia and leakage events.
The visual analogue scale of pain proved
that patients find the use of the 33G needle
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less painful.
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Effectiveness, safety and satisfaction of the
new 33G x 4 mm pen needle.
Rationale

Since the pain associated with injection and the fear of needles are major obstacles for patients, influencing their acceptance and adherence to therapy, needles of progressively smaller
length and gauge have been recommended and used.
Needles of 4-5 mm inserted perpendicular to skin reduce the risk of intramuscular injection
regardless of the level of obesity, achieving equal safety and efficacy, with less pain.
To date, this is the first study that compares a 32G needle to a new 33G needle having the
same length (4 mm).

Purpose of the trial

Primary end point: to evaluate whether a new 4-mm 33G needle (Pic Insupen 33x4mm) is not inferior
in terms of metabolic control in patients with type 1 and type 2 diabetes on insulin therapy compared
to a needle of the same length but with a 32 gauge.
Secondary end-points: to assess glycemic variability, safety and satisfaction.

Patients
Eligibility criteria

Exclusion criteria

Patients with T1DM or T2DM;
Male and Female;
Age ≥18 years;
Patients already under multiple injection (quick and
basal) insulin treatment for at least 6 months;
Signature of the informed consent

Pregnancy or breastfeeding;
Inability to fill the questionnaires of the study;
Combined therapy (oral drugs plus insulin);
Any pathology or condition that, in the opinion
of the investigator may interfere with the progress
of the study.

control was assessed using the levels of fructosamine measured in
• 	Metabolic
the laboratories of the individual participating centres, using the same me-

Glycemic
variability

• 	The
glycemic variability is an independent predictor of overall and cardiovascular mortality in type 2 diabetics. It was assessed using the blood sugar

Study design

Visit 0
Insulin injection
with a 32x4 needle (n=40)

Insulin injection
with a 33x4 needle (n=40)

Visit 1
21 ± 3 days

CROSS-OVER
Insulin injection
with a 32x4 needle (n=40)

thod in each centre.

Insulin injection
with a 33x4 needle (n=40)

Satisfaction

values obtained from self-monitoring and analysing the standard deviation
(SD) of the fasting blood sugar and postprandial blood sugar levels recorded
by patients in their diaries.

• different sizes of a drop that occurs at the injection site after pulling out the

 	The amount of leakage was evaluated using a visual scale, which shows the
needle.
	Body weight was recorded at baseline and at the end of each treatment period.
	All events of hypoglycaemia were recorded taking into account the frequency,
time and severity, in addition to a complex profile of adverse events.

•
•
• 	The amount of pain and overall satisfaction were assessed using visual analogue scales.

• Civili - Brescia. Principal Investigator: Dott.ssa Angela Girelli.
• U.O.S. Diabetologia e Malattie Metaboliche - Az. Osp. S. Anna - Presidio Ospedaliero Cantù Mariano Comense (CO). Principal Investigator: Dott. Luigi Sciangula.
• U.O. Malattie Metaboliche e Diabetologia - Ospedale di Treviglio-Caravaggio. Treviglio (BG).
Principal Investigator: Dott. Antonio Bossi.
• Struttura Complessa Dietologia-Diabetologia Malattie Metaboliche - Ospedale Sandro Pertini Roma. Principal Investigator: Dott. Sergio Leotta.
 	Unità Operativa di Diabetologia per il Trattamento e l’Educazione dei Diabetici - A.O. Spedali
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• In the course of the trial, no substantial changes were seen for these secondary end
 Safety: leakage and body

points, which are indicators of stability, nor were there any major differences between the
two treatment groups.
A leakage of 0.06 IU was measured with the 33G needle for the daily quantity of insulin.
A 0.28 kg decrease was observed for body weight with the 33G needle.

• Analysing the data of patients who expressed a preference, a predilection for the 33G needle
 Patient satisfaction
was noted.
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Primary end point: % of absolute change in fructosamine (ΔFru)
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Results of trial
Visit 2
42 ± 3 days
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