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Table 3. Serious Adverse Events, Conditions of Interest, and Monitored Clinical Events.

Intensive Treatment  Standard Treatment
Variable (N=4678) (N=4683) Hazard Ratio P Value

Emergency department visit or serious adverse
event

Hypotension 158 (3.4) 93 (2.0) 1.70 <0.001
Syncope 163 (3.5) 113 (2.4) 144 0.003
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Combined end-point (syncope, pre-syncope, adverse events)
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Syncope or presyncope
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Symptoms Enrolment 1-month visit
(score during last month)
Stop/reduce Continue p value Stop/reduce Continue p value
Dizziness and presyncope (score 3.3%+3.9 4.4 +4.2 0,31 1.7+£3.0 3.0+3.8 0,16
0-10)
Visual disturbances (score 0-10)  1.2£2.5 3.3 3.8 0,02 0.5%£1.6 1.0+£2.3 0,42
Syncope (score 0-10) 7.6+£3.9 6.3+4.0 0,25 0.8+2.7 1.1£2.6 0,76
Hearing disturbances (score 0-10) 1.0 £2.3 2.7+3.7 0,04 0.2+1.0 1.5+2.4 0,02
Pain in the neck, low back pain, 1.9+£3.3 1.7+2.2 0,76 1.5+2.9 2.4+3.4 0,30
precordial pain (score 0-10)
Weakness, fatigue, lethargy 4.9 14.0 3.4+3.1 0,16 2.1+£3.0 2.6+3.1 0,58
(score 0-10)
Palpitations, hyperhidrosis (score 1.2+2.6 3.244.0 0,04 0.3£1.8 1.5+2.8 0,08
0-10)
Total score (score 0-70) 21+ 11 25+ 11 0,20 7.2+8.8 13.1£10.6 0,04
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Vasoactive drugs Enrolment 1-month visit Last FU visit

Stop/reduce Continue  pvalue Stop/reduce Continue pvalue Stop/reduce Continue  p value

ACE inhibitor or IRB 27 (87%)  23(96%) 0.37 9 (30%) 22 (92%) 0.001  8(26%) 22 (92%)  0.001
Alpha antagonist 5(16%) 5(21%) 073 4 (13%) 5(21%) 048 3(10%) 5(21%)  0.28
Beta-blocker 7 (23%) 5(21%)  1.00 3 (10%) 5(21%)  0.28 3(10%) 5(21%)  0.28
Diuretic 12 (39%)  11(46%) 0.79 4 (13%) 11 (46%) 0.01 3(10%) 13 (54%)  0.001
Calcium blocker 12(39%) 6(25%)  0.39 5(17%) 6(25%)  0.50 6 (20%) 6(25%) 0.74
Neuroleptic antidepressant 5(16%) 5(21%) 073 1(3%) 5(21%)  0.08 1(3%) 5(21%)  0.08
L-dopa antagonist 2 (6%) 1(4%) 1.00 0 1(21%) 043 0 1(4%) 0.43
Others 2 (6%) 2 (8%) 1.00 0 2 (8%) 0.19 0 2 (8%) 0.19
Total number of vasoactive 75 60 - 26 57 24 59

drugs

Mean number of vasoactive 2.4+11 2.510.9 0,77 0.9+1.2 24110 0.001 0.8+14 25410 0.001
drugs per patients

Number of patients with - - - 2 (6%) 20 (83%) 0.001  4(13%) 18 (79%) 0.001
unchanged (type and dosage)
therapy
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