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Urinary Stress Biomarkers
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Stress Biomarkers

* 500 euros/80 dosages
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Title 1ND Sponsor Summary Status Design Interventions Conditions Eligibility Locations Citations Linksl

Unigue Protocol ID:

Brief Title:

Official Title:

Secondary ID's:
(One ID per line)

Definition: Other identification numbers
assigned tothe protocol, including any

applicable NIH grant numbers. Proyide upto 5
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Example: NCI-793-0115D
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Purpose:
Reason for the protocal

Allocation:
Participant selection
e Nonrandomized Trial: participants are
expressly assigned to intervention groups

Masking:
knowledge of intervention assignments

e Open: no masking is used. All involved
know the identity of the intervention
assignment.

Control:
Nature of the intervention control
¢ Uncontrolled: no controls are used
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Mot clé = psychologie

Rank Status Study
1 Enrolling by Positive Psychology for Mood Disorders
invitation Conditions: Bipolar Disorder; Depression
Interventions: Behavioral: Positive psychology intervention; Beha
2 Completed Development of a Positive Psychology Intervention to Reduce Suicide Risk
Conditions: Suicidal Ideation; Suicide Attempt
Intervention: Other: Positive Psychology Exercises
3 Completed Mind-body Interventions in Cardiac Patients
Conditions: Acute Coronary Syndrome; Congestive Heart Failt
Interventions: Other: Positive Psychology; Behavioral: Relaxatior
4 Enrolling by The Impact of a Bariatric Rehabilitation Service on Patient Outcomes

invitation Conditions: Obesity; Bariatric Surgery Candidate
{
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ABSTRACT

Background: Opinions differ over the exercise modalities that best limit cardiovascular risk (CVR) resulting
from visceral obesity in individuals with metabolic syndrome (MetS). As little is known about the combined
effects of resistance and endurance training at high volumes under sound nutritional conditions, we aimed to
analyze the impact of various intensities of physical activity on visceral fat and CVR in individuals with Met5.
Methods: 100 participants, aged 50-70 years, underwent a diet restriction (protein intake 1.2 g/kg/day) with
a high exercise volume (15-20 h/week). They were randomized to three training groups: moderate-
resistance-moderate-endurance (re), high-resistance-moderate-endurance (Re), or moderate-resistance-
high-endurance (rE). A one-year at-home follow-up (M12) commenced with a three-week residential
program ( Day 0 to Day 21). We measured the change in visceral fat and body composition by DXA, Met5 pa-
rameters, fitness, the Framingham score and carotid-intima-media-thickness.
Results: 78 participants completed the program. At D21, visceral fat loss was highest in Re (— 18%, p < .0001)
and higher in rE than re (—12% vs. — 7%, p < .0001). Similarly, from M3, visceral fat decreased more in
high-intensity-groups to reach a visceral fat loss of —21.5% (Re) and —21.1% (rE) > —13.0% (re) at M12
(p = .001).CVR, MetS parameters and fitness improved in all groups. Visceral fat loss correlated with changes
in MetS parameters.
Conclusion: Increased intensity in high volume training is efficient in improving visceral fat loss and
carotid-intima-media-thickness, and is realistic in community dwelling, moderately obese individuals.
High-inte nsity-resistance training induced a faster visceral fat loss, and thus the potential of resistance train-
ing should not be undervalued ( ClinicalTrials.gov number: NCTO0917917).

© 2013 Elsevier Ireland Ltd. All rights reserved.



ABSTRACT

Background: Opinions differ over the exercise modalities that best limit cardiovascular risk (CVR) resulting
from visceral obesity in individuals with metabolic syndrome (MetS). As little is known about the combined
effects of resistance and endurance training at high volumes under sound nutritional conditions, we aimed to
analyze the impact of various intensities of physical activity on visceral fat and CVR in individuals with Met5.
Methods: 100 participants, aged 50-70 years, underwent a diet restriction (protein intake 1.2 g/kg/day) with
a high exercise volume (15-20 h/week). They were randomized to three training groups: moderate-
resistance-moderate-endurance (re), high-resistance-moderate-endurance (Re), or moderate-resistance-
high-endurance (rE). A one-year at-home follow-up (M12) commenced with a three-week residential
program ( Day 0 to Day 21). We measured the change in visceral fat and body composition by DXA, Met5 pa-
rameters, fitness, the Framingham score and carotid-intima-media-thickness.

Results: 78 participants completed the program. At D21, visceral fat loss was highest in Re (— 18%, p < .0001)
and higher in rE than re (—12% vs. — 7%, p < .0001). Similarly, from M3, visceral fat decreased more in
high-intensity-groups to reach a visceral fat loss of —21.5% (Re) and —21.1% (rE) > —13.0% (re) at M12
(p = .001).CVR, MetS parameters and fitness improved in all groups. Visceral fat loss correlated with changes
in MetS parameters.

Conclusion: Increased intensity in high volume training is efficient in improving visceral fat loss and
carotid-intima-media-thickness, and is realistic in r:nmmumtj,r dwelling, moderately obese individuals.
High-inte nsity-resistance training induce and thus the potential of resistance train-
ing should not be undervalued ClinicalTrials.gov number: NCT0O0917917
Elsevier Ireland Ltd. All rights reserved.
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Study protocol

Double blind randomized placebo-controlled trial on the effects of
testosterone supplementation in elderly men with moderate to low
testosterone levels: design and baseline characteristics

Abstract

In ageing men testosterone levels decline, while cognitive function, muscle and bone mass, sexual
hair growth, libido and sexual activity decline and the risk of cardiovascular diseases increase. We
set up a double-blind, randomized placebo-controlled trial to investigate the effects of testosterone
supplementation on functional mobility, quality of life, body composition, cognitive function,
vascular function and risk factors, and bone mineral density in older hypogonadal men.

We recruited 237 men with serum testosterone levels below |3.7 nmol/L and ages 60-80 years.
They were randomized to either four capsules of 40 mg testosterone undecanoate (TU) or placebo
daily for 26 weeks. Primary endpoints are functional mobility and quality of life. Secondary
endpoints are body composition, cognitive function, aortic stiffness and cardiovascular risk factors
and bone mineral density. Effects on prostate, liver and hematological parameters will be studied
with respect to safety.

Measure of effect will be the difference in change from baseline visit to final visit between TU and
placebo. We will study whether the effect of TU differs across subgroups of baseline waist girth (<
|00 cm vs. = 100 cm; testosterone level (<12 versus = 12 nmol/L), age (< median versus = median),
and level of outcome under study (< median versus = median).
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