A Comparison of Adverse Events and Quality of Life Before and After Switching

from Kaletra™ Soft-gel to Kaletra™ Tablets in an African American Cohort

Background Methods (continued) _ Results (continued)

* Lopinavir/ritonavir (LPV/r; Kaletra™) is a protease inhibitor (PI) formulated to take advantage of
the high genetic barriers to resistance generally found in Pls. LPV/r, a co-formulation of the potent
but rapidly metabolized Pl lopinavir [(LPV); >10 times more potent than ritonavir (RTV)] and RTV,
is specifically formulated to overcome many of the absorption, distribution, metabolism and
excretion (ADME) limitations of early Pls while minimizing resistance and increasing tolerability.
LPV/r possesses a unique PK profile and extremely high Inhibitory Quotient (1Q = C,;/IC5, wt).['2

LPV/r was available in a soft-gel capsule (SGC) and liquid formulation. Excipients of the SGC
included oleic acid, which has been associated with diarrhea.B] A newly formulated tablet,
approved in the US in October, 2005, is dosed at 4 tabs qd or 2 tabs BID.

The hypothesis is that patients’ quality of life will improve when switched from Kaletra™ soft-gel
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Study Design and Analysis

Responding subjects were administered a series of questionnaires immediately prior to and 4 and
12 weeks following switch from soft-gel capsule to tablet formulation. These include:

Medical Outcomes Study - HIV (MOS-HIV) — a validated instrument assessing quality of life
consisting of questions to assess physical, social, and emotional well being during the previous
4 weeks. Scores are standardized to a reference population with higher values representing better
quality of life.l

Center for Epidemiologic Studies — Depression (CES-D) — a 20 item questionnaire assessing
factors consistent with a depressive state during the previous week.l! A score of 16 or higher
indicates that the subject is experiencing symptoms of depression.

General health perception includes degree of iliness, perception of health compared to others,
degree of agreement that health is “excellent”, and whether or not one has been feeling badly lately.

Little or no changes were observed in quality of life, cognitive function, health transition, vitality, health
distress scores, social function, physical health and mental health summary scores (e.g., perceived
health compared to 4 weeks ago) (Table 2). Highest MOS-HIV score denotes improvement in all
subscale categories below.

Post-formulation switch, demonstrates modest improvement in general health, mental health, and
role function (Table 2).

Table 2: MOS-HIV Subscales and CES-D

Overall satisfaction with LPV/r therapy was very high with the vast majority of respondents
indicating preference for tablet formulation (Figure 2).

Figure 2: Therapy Preference Questionnaire
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