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Study Rationale Results

While potent HAART regimens have improved patient survival and Virologic Results on Treatment Analysis
dramatically lower the incidence of new opportunistic infections, the

ability to maintain long-term viral suppression is often complicated

by complex drug regimens, adverse drug events and long-term 100% - E E N=3

metabolic complications. S0% . UL 750
Recent data from a small prospective trial of LPV/r alone as initial . 70% - BVL <75
therapy showed beneficial treatment responses’. In addition, good g 60% 1

clinical and virologic responses were seen in a prior trial with g 2] [i00% 93% 92% 73%
saquinavir/ritonavir monotherapy as initial therapy?. Prior experience = 200 -

with induction-maintenance strategies has shown poor outcomes 20% -

with less potent maintenance regimens. LPV/r alone may represent 10% -

a viable option as maintenance therapy given its high potency, 0% ' ' .

broad genetic barrier to resistance and tolerability. The purpose ekt Teees Week 16 kel 24

of this study was to evaluate LPV/r alone for maintenance therapy

among patients with well-controlled HIV and no underlying protease ) :
(PR) rgs?stance. P Immunologic Results: Median CD4 Cell Counts

Methods

800 7 736
= Single-site, private practice prospective, 12-month observational 700 - 628 602 o0 634
study 600 1
= N=19 o
400 -
= Entry Criteria 300
— On HAART 200 1
— Non-detectable VL > 9 months 108 _
— Nadir CD4 > 150 cells/mm? Baseline Week 4 Week 8 Week 16 Week 24
— No evidence of Protease resistance by prior genotype
— No history of VL > 400 on 2 clinic visits while on HAART Virologic Disposition

= If receiving LPV/r based therapy, a trough LPV concentration was
obtained (HPLC with UV detection, LLQ 0.05 pg/mL, National 19 patients enrolled
Jewish Denver USA). If greater than 3.0 pyg/mL (2 standard
deviations from median trough values in LPV/r pharmacokinetic
studies), all other agents except LPV/r were discontinued. 15pts > vk 8 4 pationts D00 < wk 8

[ All <75 last follow-up
= If not receiving LPV/r based HAART, LPV/r 400/100 mg BID was

added to existing HAART regimen for 2 weeks (533/133 mg BID if 10pts maained 5 pts VL > 75 — —
receiving NNRTIS). After 2 weeks a trough LPV concentration was ’ (abdominal pain wk 8
obtained. If greater than 3.0 pg/mL, all other agents except LPV/r
were discontinued. 3 pts blips 2 pts VL > 400
. . . . . . >75, <400 t 2fp"t Ioft 1 pt withdrew consent
= Patient adherence was monitored through medication diaries and ofofow-up
p| ” COU ntS 2 pt Non-Adherent
1 ptlab error
| 1 pt: peak VL 2325 copies
f:\"st?’rgzsajfe:ntent Gem:)zt wk 40: K.ZOR’ L63P 1 Pt Non Adherent
week 32-60 it e Pt. DC'd all ARVs at wk 40
Study Design
hio TEART. Median Lipid Change from Baseline
No evidence of PR resistance
Week 4 Week 8 Week 16 Week 24
l Kaletra added for 2 weeks N* 18 10 15 15
3 caps BID (4 caps BID with NNRTI)
Total Chol 2% 10% 10% 1%
Kaletra Trough Concentration 0 0
> 3 pg/mL < 3 pyg/mL LDL 0% 15% 19% 3%
7 J Y HDL 3% 16% 17% 5%
Screen Failure ! TG 1% 58% 65% 90%
All Agents Except Kaletra DC’d Assess Adherence
Reinforce take with food *|_|p|d data available

Trough in 2 weeks

F/U: Week 2, 4, 8, 16, 20, 24, 32, 40, 48

Summary and Conclusions

LPV/r monotherapy was highly effective at maintaining virologic
suppression and was generally well-tolerated. Viral blips (>75,
<400) were noted in three patients and unexplained VF in one.

Results Further studies of this strategy and resistance patterns that
occur following viral breakthrough are warranted.
Patient Demographics References
Gend 100% Mal N=19
= = 1. Gathe, et al., 43rd ICAAC 2003. H-845.
Age (yrs) [range]A 42 (31 - 51] 5 C tal AIDS 1998
Yrs HIV + [range]” 55[2-19] - ameron, etd., '
pravious AIDS DX N=0 3. Vernazza, et al., AIDS 2004.
Prior # ART Regimens [range] 1[1-6] C Ont a Ct lnform ati onh
Duration Prior ART Regimen (weeks) 34 [7 - 68]
[range]” Tower ID Medical Associates
Receiving LPV/r at Baseline 21% N=4 8631 W. 3rd St, Suite 1015E
Having LPV/r added to Regimen 79% N=15 Los Angeles, CA USA
LPV/r Concentration (ug/ml) Prior laruane@earthlink.net
to Discontinuation of other agents 5.76 [3.26 — 11.93] *New Address: 9201 Sunset Blvrd, Suite 812,
[range]" Los Angeles, CA 90069
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