Reduced Incidence and Frequency of Hypoglycemia in an Integrated Analysis of Pooled Data from
Clinical Trials of Subjects with Type 2 Diabetes Using Prandial Inhaled Technosphere® Insulin
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Objective: Insulin human [rDNA] Inhalation Powder (AFREZZA™ or Technosphere® Insulin) is an ultra rapid-acting
insulin with a pharmacokinetic profile that may result in a lower rate of postprandial hypoglycemia when used as

a prandial insulin. We explored this hypothesis by carrying out an integrated analysis of the pooled data from

6 Phase 2/3 clinical trials in subjects with type 2 diabetes mellitus inadequately controlled (HbAlc >6.6% and

Baseline Characteristics Hypoglycemia Event Rate Based on End-of-Trial HbA1c Category and Treatment

In Subjects with T2DM:

The incidence and frequency of severe hypoglycemic events were significantly lower
with AFREZZA than with sc insulin comparator regimens in subjects with T2DM.,

Table 1. Baseline Characteristics of T2DM Subjects
(Safety Population)

Event rates of total hypoglycemia, when stratified by end-of-trial HoATC levels, were always markedly lower in
subjects treated with AFREZZA vs sc insulin comparators (Figure 2).

At Baseline, both treatment groups were
similar with respect to age, BMI, HbAlc,
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with a considerably lower risk of hypoglycemia at the “>2 hours after a meal” time period (Figure 1).

Figure 2. Event Rate of Hypoglycemia for Subjects Based on
End-of-Trial HbA1c (%) Category and Treatment (ITT Population)

Figure 1. Mild/Moderate Hypoglycemia Event Rates in Relation to Meal Time,
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