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The main objective of this study is to determine remarkable differences in vaccine
responsesin the pre-elderly age group (50-65 years of age) to a primary immunization with
vaccine antigens to which no or (very) low pre-vaccination antibody levels…

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

Samenvatting

ID

NL-OMON25211

Bron
Nationaal Trial Register

Verkorte titel
StimulAge-study

Aandoening

vaccin, pre-elderly, immunesenescence, ageing, biomarkers

Ondersteuning

Primaire sponsor: RIVM, UMCG
Overige ondersteuning: RIVM

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten
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Determine differences in vaccine response in the pre-elderly age group (50-65) to the
MenACWY-TT and VZV vaccine. Primary parameters to determine these differences
will be:<br>
-MenACWY-TT: Meningococcal specific serum bactericidal antibody (SBA) levels pre-
vaccination (T0) and 7 days (T1), 28 days (T2), and 1 year (T3) post-vaccination.<br>
-VZV: memory T cell responses against VZV pre-vaccination (T0) and 14 days
(T1), 28 days (T2), and 1 years (T3) post-vaccination.

Toelichting onderzoek

Achtergrond van het onderzoek

The world population is ageing. In 2060 about 30% of the population is predicted to be above
65 years, compared to 17.4% in 2010. Ageing of the world population forms one of the major
challenges of the 21st century. Population ageing has implications for the medical conditions,
as with age the vulnerability for chronic diseases and severe infections increases. Prevention
of infectious diseases by timely immunization of the elderly population is a prerequisite to
establish healthy ageing.Due to the demographic changes in the future population,
vaccination programmes need to shift to a life-course scheme. Childhood vaccinations remain
extremely important to induce immunity, but it is also necessary to maintain immunity
afterwards, before reaching old age. Immunization of elderly is challenging, due to changes
in the immune system with age, which cause difficulties to respond to vaccination
(immunesenescence). It has been suggested that immunization against antigens has to be
established before the onset of immunesenescence, most probably in the 5th or 6th decade
of life. Using this strategy, the protection of elderly against infectious diseases might be
improved. Biomarkers that predict
vaccination responses earlier in life might also help to protect the aged population, since
precautions can be taken before the onset of immunesenescence when low response to the
vaccination is expected.

The main objective of this study is to determine remarkable differences in vaccine responses
in the pre-elderly age group (50-65 years of age) to a primary immunization with vaccine
antigens to which no or (very) low pre-vaccination antibody levels and memory cells exist.

The MenACWY-TT (against Meningococcal ACWY) and VZV (against Varicella Zoster)
vaccines will be used to study these differences.
Moreover, the utility of biomarkers that predict the responsiveness of pre-elderly persons will
be explored.

Doel van het onderzoek

The main objective of this study is to determine remarkable differences in vaccine
responsesin the pre-elderly age group (50-65 years of age) to a primary immunization with
vaccine antigens to which no or (very) low pre-vaccination antibody levels and memory cells
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exist.

The MenACWY-TT (against Meningococcal ACWY) and VZV (against Varicella Zoster)
vaccines will be used to study these differences. Moreover, the utility of biomarkers that
predict the responsiveness of pre-elderly persons will be explored.

Onderzoeksopzet

MenACWY: before vaccination (T0), post-vaccination: 7 days (T1), 28 days (T2), and 1 year
(T3)

VZV: before vaccination (T0), post-vaccination: 14 days (T1), 28 days (T2), and 1 year (T3)

Onderzoeksproduct en/of interventie

Two different study populations will be recruited, one group will be administered the
MenACWY-TT vaccine and the other group the VZV vaccine. For the MenACWY-TT study group
200 persons will be included. Blood samples will be drawn pre-vaccination (T=0). Post-
vaccination blood
samples will be drawn at 7 days (T=1), 28 days (T=2) and 1 year (T=3).

In the VZV study group 50 persons will be included, since it is considered a pilot study. Blood
samples will be drawn pre-vaccination (T=0).
Postvaccination
blood samples will be drawn after 14 days (T=1), 28 days (T=2), and 1 year
(T=3). Moreover, participants of both study groups will be asked whether we are allowed to
contact them again, for example for an extra blood sampling after 5 years. At T=0 and T=3
participants will be asked to fill in a general health questionnaire.

Contactpersonen

Publiek

Marieke Heiden, van der
RIVM Bilthoven
Antonie van Leeuwenhoeklaan 9
Bilthoven 3721 MA
The Netherlands
030 274 9111

Wetenschappelijk

Marieke Heiden, van der
RIVM Bilthoven
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Antonie van Leeuwenhoeklaan 9
Bilthoven 3721 MA
The Netherlands
030 274 9111

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

-Good general health;

-50-65 years of age;

-Provision of written informed consent;

-Adherent to protocol and available during the study period.

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

-Antibiotic use or fever (>38 ᵒC) within 14 days of enrollment;

-Present evidence of serious disease(s) demanding immunosuppressive medical
treatment, like corticosteroids, that might interfere with the results of the study within
the last 3 months;

-Known or suspected allergy to any of the vaccine components (by medical history);

-Occurrence of serious adverse event after other vaccination (by medical history);

-Known or suspected immune deficiency;

-Known or suspected coagulation disorder;

-Hormone use, such as post-menopausal hormone or contraceptive pills, within the last 3
months;

-History of any neurologic disorder, including epilepsy;

-Previous administration of serum products (including immunoglobulins) within 6
months before vaccination and blood sampling;
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-Serious surgery within the last 3 months;

-Previous vaccination with the MenC, MenC-TT, or MenACWY-TT vaccine. (for the
MenACWY-TT study group )

-Previous meningococcal episode (MenACWY-TT study group)

-Previous vaccination with VZV vaccine (for the VZV study group)

-Previous Varicella Zoster episode (VZV study group)

-Vaccination with DT, DT-IPV, TdaP or T within the past 5 years (for the MenACWY-TT study
group);

-Any vaccination within a month before enrollment;

-Pregnancy

Onderzoeksopzet

Opzet

Type: Interventie onderzoek

Onderzoeksmodel: Parallel

Toewijzing: N.v.t. / één studie arm

Blindering: Open / niet geblindeerd

Controle: Geneesmiddel

Deelname

Nederland
Status: Werving nog niet gestart

(Verwachte) startdatum: 15-09-2014

Aantal proefpersonen: 250

Type: Verwachte startdatum

Ethische beoordeling

Positief advies
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Datum: 27-06-2014

Soort: Eerste indiening

Registraties

Opgevolgd door onderstaande (mogelijk meer actuele) registratie

ID: 47511
Bron: ToetsingOnline
Titel:

Andere (mogelijk minder actuele) registraties in dit register

Geen registraties gevonden.

In overige registers

Register ID
NTR-new NL4518
NTR-old NTR4636
CCMO NL48510.100.14
OMON NL-OMON47511

Resultaten

Samenvatting resultaten
N/A


