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CROSS-OVER COMPARISON OF AMLODIPINE AND
VALSARTAN USING 24-HR ABPM IN HYPERTENSIVE
AFRICAN-AMERICANS
Stephanie MacIejewski, Antonio P Reyes, Aryan N Mooss,
Syed M Mohiuddin, Margaret Zheng, Daniel E Hilleman. Creighton
University Cardiac Center, Creighton Universtiy Medical Center,
Omaha, NE.

Purpose: RAAS inhibitors have historically been less effective than
other antihypertensive agents in lowering BP in African American (AA)
patients (pts). There is relatively little data concerning the efficacy of
valsartan in the treatment of hypertension (HTN) in AA pts. The purpose
of this study was to compare the efficacy and safety of amlodipine and
valsartan in hypertensive AA pts using ABPM.

Methods: AA with a history of uncomplicated HTN with a baseline
BP �140/90 mmHg were eligible to participate. Patients were random-
ized in double-blind fashion to receive amlodipine (A) or valsartan (V)
for a period of 6 to 16 weeks depending on response. After an intervening
washout period where baseline BP was re-established, pts were crossed-
over to other treatment. Double-blind therapy was titrated based on office
BP measurements with a BP goal of �140/90 mmHg. Doses of A were
5 mg/d, 10 mg/d, and 10 mg/d plus HCTZ 12.5 mg/d. Doses of V were
80 mg/d, 160 mg/d, and 160 mg/d plus HCTZ 12.5 mg/d. After achieve-
ment of the optimal dose on each agent, pts underwent 24-hr ABPM.

Results: Twenty pts (12 men, 8 women) with mean age of 42�11
years were randomized. Mean baseline BP prior to each ABPM moni-
toring period was 155�12/100�8 mmHg. Final doses of A were 5 mg/d
in 9 pts, 10 mg/d in 5 pts, and 10 mg/d plus HCTZ in 6 pts. Final doses
of V were 80 mg/d in 9 pts, 160 mg/d in 4 pts, and 160 mg/d plus HCTZ
in 7 pts. Based on office BP measurements, the number of pts achieving
goal BP with A was 15 (75%) and with V was 14 (70%). Two pts on V
failed to complete ABPM due to side effects (headache and dizziness in
1 pt and hyperkalemia with serum K� �6.5 mEq/L in 1 pt). One pt on
A failed to complete ABPM due to side effects (headache, dizziness).
Four (20%) pts in each treatment group had drug-related side effects.
ABPM results were not significantly different between A and V.

Conclusions: A and V produce similar reductions in BP in AA pts
with uncomplicated HTN. Both office BP measurements and ABPM data
indicate that AA hypertensive pts respond similarly to to A and V.
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PHARMACOGENOMIC DIAGNOSTICS OF
HYPERTENSION MEDICATION RESPONSE
Albert Man, Troy Bremer, Cornelius Diamond. Prediction Sciences,
San Diego, CA.

Selecting the correct medication for hypertensive patients remains a
major problem in medicine today. We have developed models for pre-
diction of ACE Inhibitor, calcium channel, beta blocker and thiazide
diuretic response using genetic variation in candidate genes and patient/
disease characteristics. We performed a multi-site study on 1200 patients
diagnosed with hypertension that were treated with either ACE Inhibi-
tors, thiazide diuretics, beta blockers, or calcium channel blockers as
monotherapy in 8-week prospective clinical trials. We obtained treatment
response information and single nucleotide polymorphisms (SNPs) ge-
notypes from �50 genes. We used this data to construct a multi-drug
class diagnostic to predict response to hypertension medication based
upon genotype, age, ethnicity and other clinical parameters with an
accuracy of �90% in a separate population of 50 randomly selected
hypertensives.
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USE OF 24-HOUR AMBULATORY BLOOD PRESSURE
MONITORING (ABPM) TO ASSESS
ANTIHYPERTENSIVE EFFICACY: A COMPARISON
OF OLMESARTAN MEDOXOMIL (OLM) AND
AMLODIPINE BESYLATE (AML)
Thomas C. Marbury, Tonous N. Silfani. President, Orlando Clinical
Research Center, Orlando, FL; Scientific Affairs, Sankyo Pharma Inc,
Parsippany, NJ.

ABPM is a useful tool for monitoring antihypertensive drug efficacy
throughout the 24-h dosing interval, and often distinguishes effects of
drugs when clinic blood pressure (BP) measurements fail to do so. We
used ABPM in this 12-week, randomized, double-blind, placebo-con-
trolled study to compare efficacy of the recommended starting doses of
OLM (20 mg) and AML (5 mg) monotherapy in patients (pts) with
essential hypertension (seated cuff diastolic BP [SeDBP]�100 and �115
mmHg and mean daytime DBP�90 and �119 mmHg by ABPM).
Patient demographics were similar between the treatment groups (Table).

Demographicsa OLM AML PLA

Age, yrs 51.6 51.2 51.8
Male, % 61.4 65.7 66.7
White, % 62.6 62.8 59.3
Baseline SBP/DBP bmmHg 154/96 154/95 154/96

Ambulatory BP goal, mmHg
OLM %
of Patients

AML %
of Patients p-value

24-h �130/80 18 7 .0018
24-h �130/85 30 14 .0002
Daytime �130/80 8 3 .0326
Daytime �135/85 16 6 .0029
Nighttime �120/75 18 8 .0034
Nighttime �130/85 44 32 .0233

a Intent to treat population, ABPM analyses; b Measured by ABPM

After a 4-week placebo (PLA) run-in, pts were randomized to receive
OLM 20 mg/d (n�171), AML 5 mg/d (n�172) or PLA (n�54) for 8
wks. The primary endpoint, change from baseline in mean 24-h DBP by
ABPM at wk 8, was previously reported, as were the secondary endpoints
of change from baseline in mean seated cuff systolic BP (SeSBP)/SeDBP,
mean 24-h SBP, and mean daytime and nighttime SBP/DBP (Chrysant et
al. J Hum Hyper 2003;17:425). OLM and AML produced significant and
comparable mean reductions vs PLA for SeSBP/SeDBP and daytime,
nighttime and 24-h BP at 8 weeks. However, this secondary analysis of
the number of pts achieving actual combined SBP/DBP goals showed
that significantly more pts randomized to OLM achieved ABP goals of
�130/80 and �130/85 mmHg for mean 24-h ABP, �130/80 and
�135/85 mmHg for mean daytime ABP, and �120/75 and �130/85
mmHg for mean nighttime ABP at 8 wks (Table). These results demon-
strate that despite similar mean reductions in clinic and 24-h mean BP,
the proportion of pts reaching ambulatory BP goals was significantly
greater with OLM versus AML at their respective recommended initial
doses for hypertension.
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EFFICACY OF OLMESARTAN MEDOXOMIL (OLM),
LOSARTAN POTASSIUM (LOS) AND VALSARTAN
(VAL) IN BLACK PATIENTS (PTS)
Thomas Marbury, Antonia Wang, Michael Jones. President, Orlando
Clinical Research Center, Orlando, FL; Medical Affairs, Sankyo
Pharma Inc, Parsippany, NJ.

This 12-wk, randomized, double-blind, forced-titration study compared
the antihypertensive efficacy of OLM with VAL and LOS across all
recommended doses and dosing regimens. Pts with stage 2 hypertension
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