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The infant formula containing a new fat blend, consumed in the first 4 months of life, will
have a positive effect on the growth trajectory in toddlerhood up to 5 years of age.

Ethische beoordeling Positief advies

Status Werving nog niet gestart

Type aandoening -

Onderzoekstype Observationeel onderzoek, zonder invasieve metingen

Samenvatting

ID

NL-OMON28614

Bron
NTR

Verkorte titel
Mercurius 5 year FU

Aandoening

Healthy infants

Ondersteuning

Primaire sponsor: Nutricia Research
Overige ondersteuning: Nutricia Research

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

Key outcome: Body Mass Index (BMI) at 3, 4, and 5 years of age
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Toelichting onderzoek

Achtergrond van het onderzoek

The present study is a follow up study of the original Mercurius study (NTR3683) at the age of
3-5 years. The main objective of this study is to gain insight into the possible long-term
effects, up to 5 years of age, on growth and body composition development in subjects who
have received the test product compared to subjects who have received the control product
in the first 4 months of age and in comparison to the breastfed reference group. Study visits
will take place at 3, 4 and 5 years of age. A phone call will take place at 3.5 and 4.5 years of
age.

Doel van het onderzoek

The infant formula containing a new fat blend, consumed in the first 4 months of life, will
have a positive effect on the growth trajectory in toddlerhood up to 5 years of age.

Onderzoeksopzet

Visit at 3, 4 and 5 years of age. Phone call at 3.5 and 4.5 years of age

Onderzoeksproduct en/of interventie

N/A

Contactpersonen

Publiek

Nutricia Research

Anneke Ravensbergen
PO box 80141

Utrecht 3508 TC
The Netherlands
+31(30) 209 5000

Wetenschappelijk

Nutricia Research
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Anneke Ravensbergen
PO box 80141

Utrecht 3508 TC

The Netherlands
+31(30) 209 5000

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

- Subjects that participated in the original Mercurius study (NTR3683) up to visit 5 (approx. 4
months of age) are eligible for this follow up study.

- Written Informed Consent

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

- Investigator's uncertainty about the willingness or ability of the child and parents to comply
with the protocol requirements.

- Subjects that were recruited by investigators who decided not to participate in the 5 year
follow up study.

Onderzoeksopzet

Opzet

Type: Observationeel onderzoek, zonder invasieve metingen
Onderzoeksmodel: Anders

Blindering: Enkelblind

Controle: N.v.t. / onbekend
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Deelname

Nederland

Status: Werving nog niet gestart
(Verwachte) startdatum: 01-01-2016

Aantal proefpersonen: 230

Type: Verwachte startdatum

Ethische beoordeling

Positief advies

Datum: 21-12-2015
Soort: Eerste indiening
Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie
Geen registraties gevonden.

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID

NTR-new NL5421

NTR-old NTR5538

Ander register : EPI1.C.C Nutricia Research
Resultaten
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