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It is hypothesized that a higher protein intake has a beneficial effect on bone and muscle
health outcomes and subsequently leads to a shorter rehabilitation time.

Ethische beoordeling Positief advies
Status Werving nog niet gestart
Type aandoening -
Onderzoekstype Interventie onderzoek

Samenvatting

ID

NL-OMON22171

Bron
Nationaal Trial Register

Verkorte titel
ProBUS study

Aandoening

Acute hip fracture

Ondersteuning

Primaire sponsor: Division of Human Nutrition and Health of Wageningen University &
Research
Overige ondersteuning: Jaap Schouten Foundation

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

● Markers of bone turnover: CTX and P1NP
● BMD: total hip, femoral neck, and total body
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● IGF-1 levels
● Physical performance
● Muscle mass

Toelichting onderzoek

Achtergrond van het onderzoek

Rationale: A hip fracture jeopardizes the health status and quality of life of older adults. Only
half of the patients regain their pre-fracture functional level and 24% dies within the following
year. The risk of reoccurring fractures and increased mortality persists for at least 10 years
following the initial fracture. Targeting modifiable risk factors, such as osteoporosis and
sarcopenia, are therefore a major area of interest. A high protein intake may be beneficial for
older hip fracture patients, it may improve clinical outcomes, slow down postoperative bone
and muscle loss. The current study will investigate a unique study population as not much
attention is given to the rehabilitation as setting.
Objective: This intervention study investigates the effect of a protein-enriched diet for 6
months on bone health, muscle mass and physical performance in older adults recovering
from an acute hip fracture.
Study design: This study will be a 6-month randomized, single-blind, controlled, parallel-
group trial.
Study population: Adults aged 65 years and older recovering from an acute hip fracture.
Intervention: There will be two groups, an intervention group receiving a tailor-made protein-
enriched diet and a control group receiving usual care.
Main study parameters/endpoints: The primary study parameters are markers of bone
turnover (serum C-terminal telopeptide of type I collagen and procollagen type 1 N
propeptide), bone mineral density, insulin-like growth factor 1 levels, muscle mass, and
physical performance. Secondary parameters include rehabilitation time, sarcopenia
prevalence, daily life functioning, and quality of life.
Nature and extent of the burden and risks associated with participation, benefit and group
relatedness: Following a protein-enriched diet for 6 months requires an adaption in the
subjects’ dietary habits, but these changes will be tailor-made by consultation with a dietician
in order to make the subjects feel comfortable with the diet. Most measurements are part of
usual care and are therefore considered to impose no extra burden on subjects. A protein
intake of 1.5 g/kg bw/d is safe and probably needed for both bone and muscle health in our
study population, as recommended by several expert groups. People with disorders/diseases
where a high protein intake can be harmful will be excluded from the study. Concerning the
benefits, this study will lead to knowledge about the impact of protein on bone and muscle
health outcomes in older adults. It is hypothesized that a higher protein intake has a
beneficial effect on bone and muscle health outcomes and subsequently leads to a shorter
rehabilitation time.

Doel van het onderzoek
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It is hypothesized that a higher protein intake has a beneficial effect on bone and muscle
health outcomes and subsequently leads to a shorter rehabilitation time.

Onderzoeksopzet

Baseline, discharge from rehabilitation center, 3 and 6 months

Onderzoeksproduct en/of interventie

There will be two groups, an intervention group receiving a tailor-made protein-enriched diet
and a control group receiving usual care.

Contactpersonen

Publiek

Wageningen University and Research
Inge Groenendijk

+31634893125

Wetenschappelijk

Wageningen University and Research
Inge Groenendijk

+31634893125

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

● Age ≥ 65 years
● Acute hip fracture
● Able to give written informed consent
● Admission to a rehabilitation centre that participates in this research
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Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

● Allergic, intolerant or hypersensitive to milk/lactose (self-reported)
● Not willing to stop using dietary supplements with exception of calcium and vitamin D
● Pathological fracture
● Abnormal hepatic or renal laboratory parameters, such as estimated glomerular filtration
rate (eGFR) <30 ml/min/1,73 m2 (data from hospital)
● Diagnosis of disorders/diseases where a high protein intake can be harmful, such as renal
impairment or failure, liver disease, or diabetes associated with nephropathy (geriatric care
physician has the decisive voice).
● Diagnosis of bone metabolic disorders such as primary hyperparathyroidism, Paget’s
disease, or myeloma
● Taking medication known to strongly alter bone or calcium metabolism, such as oestrogen,
hormone replacement therapy, corticosteroids, anabolic agents, calcitonin, or
bisphosphonates
● Disorders/diseases which may affect ability to follow study protocol and which cannot be
overcome with help of a caregiver
● Current participation in other scientific research
● No permission to request information from the general practitioner/ treating specialist(s)
about medical history, medication use, liver and kidney values, and details about the broken
hip

Onderzoeksopzet

Opzet

Type: Interventie onderzoek

Onderzoeksmodel: Parallel

Toewijzing: Gerandomiseerd

Blindering: Enkelblind

Controle: Actieve controle groep

Deelname

Nederland
Status: Werving nog niet gestart

(Verwachte) startdatum: 01-04-2019

Aantal proefpersonen: 102

Type: Verwachte startdatum
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Voornemen beschikbaar stellen Individuele Patiënten Data (IPD)

Wordt de data na het onderzoek gedeeld: Nee

Ethische beoordeling

Positief advies
Datum: 25-02-2019

Soort: Eerste indiening

Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie

ID: 49870
Bron: ToetsingOnline
Titel:

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID
NTR-new NL7554
CCMO NL68932.081.19
OMON NL-OMON49870

Resultaten


