A study on the Tissue Responsiveness to
short term exogenous GH in children with
idiopathic short stature in relation to
their reponse to long-term treatment.

No registrations found.

Ethical review Positive opinion
Status Recruitment stopped
Health condition type -

Study type Interventional
Summary

ID

NL-OMON24302

Source
Nationaal Trial Register

Brief title
Dose-response study

Health condition

Children with idiopathic short stature (ISS)

Sponsors and support

Primary sponsor: Pfizer (New York) (previously Pharmacia), through local representatives in
the Netherlands.

Source(s) of monetary or material Support: NWO (Netherlands Medical Research
Council)

Intervention
Outcome measures

Primary outcome
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Height at stop of therapy (at onset of puberty) and final height.

Secondary outcome

1. Timing of onset of puberty;
- duration of puberty;

2. Relation between long-term growth response (dependent variable) and short-term growth
response on various dosages and in vitro responsiveness of cultured skin fibroblasts to GH
and IGF-[;

3. Effect of GH therapy on quality of life.

Study description

Background summary

The predictive power of the diagnostic phase (dose-response relationship, in vitro
responsiveness of skin fibroblasts) is limited. GH accelerates puberty onset and duration. No
clear effect on quality of life was found.

Study objective

The change in biochemical parameters of bone and colleagen metabolism during a shortterm
GH dose-response study predicts the long-term effect of GH on growth. Idiopathic short
stature is partially explainable by an abnormal tissue responsiveness to GH and IGF-I. GH
theray in a dosage of 6 IU//mw.day administered before puberty increases height velocity,
height in adolescence and final height. GH administration affects puberty onset and its
duration. GH administration affects quality of life.

Intervention

After randomisation, the control group did not receive treatment, and were followed yearly
for growth and puberty assessment.

The treatment group underwent two 3 months periods of GH administration (1.5 IU/m2.d, 3.0
IU/m2.d) with 3 months washout periods in between. Thereafter 6 IlU/m2.d was given until the
beginning of puberty.

Contacts

Public
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Leiden University Medical Center (LUMC),
Department of Pediatrics,

P.O. Box 9600

J.M. Wit

Albinusdreef 2

Amsterdam 2300 RC

The Netherlands

+31 (0)71 5262824

Scientific

Leiden University Medical Center (LUMC),
Department of Pediatrics,

P.O. Box 9600

J.M. Wit

Albinusdreef 2

Amsterdam 2300 RC

The Netherlands

+31 (0)71 5262824

Eligibility criteria

Inclusion criteria

40 children. Height SDS<-2, prepubertal, age 4-8 (F) or 4-10 (M), GH response to provocation
tests >20 mU/I, normal sitting height.height ratio, normal screening blood tests and
urinanalysis.

Exclusion criteria

Any systemic disease during childhood that limits the growth potential or may interfere with
the evaluation of the effectiveness of therapy.

Study design

Design

Study type: Interventional
Intervention model: Parallel

Masking: Open (masking not used)
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Control: Active

Recruitment

NL

Recruitment status: Recruitment stopped
Start date (anticipated): 01-01-1994
Enrollment: 40

Type: Actual

Ethics review

Positive opinion
Date: 12-09-2005

Application type: First submission

Study registrations

Followed up by the following (possibly more current) registration

No registrations found.

Other (possibly less up-to-date) registrations in this register

No registrations found.

In other registers

Register ID

NTR-new NL342

NTR-old NTR380

Other : N/A

ISRCTN ISRCTN52337368
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Study results

Summary results
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