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Patients with a poor prognosis should get a cheaper plastic stent and patients with a longer
prognosis shoud get a more expensive metal stent.

Ethische beoordeling Positief advies
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Type aandoening -
Onderzoekstype Interventie onderzoek

Samenvatting

ID
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Bron
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Verkorte titel
PLAMET study

Aandoening

Malignant biliary obstruction, stent, cost/cost effectiveness, quality of life, prognosis

Ondersteuning

Primaire sponsor: UMC Utrecht
Overige ondersteuning: ZonMw

Onderzoeksproduct en/of interventie

Uitkomstmaten

Primaire uitkomstmaten

- Medical effects
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Toelichting onderzoek

Achtergrond van het onderzoek

Rationale:

Malignant extrahepatic biliary obstruction is a frequent complication of inoperable
periampullary cancer and causes significant morbidity due to jaundice, cholangitis and
malabsorption.
The primary goal of treatment is to relieve CBD obstruction, which can be performed by the
placement of a plastic stent or self-expanding metal stent (SEMS) during Endoscopic
Retrograde Cholangio-Pancreaticography (ERCP). Plastic stents are most often used because
of their efficacy and low costs, however stent obstruction occurs frequently. SEMS, with a
larger luminal diameter, are associated with a longer stent patency, but are more expensive.
More recently, covered SEMS have been introduced to prevent tumor ingrowth. The
disadvantage of covered stents is stent migration, and cholecystitis and pancreatitis caused
by obstruction of the cystic duct and pancreatic duct. Until now, only a limited number of
studies have compared these devices.

Objective:

To define indications for recently developed, but more expensive, self-expanding metal
stents (SEMS) versus cheaper plastic stents in patients with primary or recurrent inoperable
malignant extrahepatic common bile duct (CBD) obstruction, based on an individualized
prognostic risk.

Study design:

a) RCT in 21 Dutch centers in 2 strata: 1. 300 patients with primary stent placement for CBD
obstruction, and 2. 160 patients with recurrent CBD obstruction after previous stent
placement.

b) Retrospective cohort study for prognostic model development (n>500). The prognostic
model will be validated with the RCT data and provide the basis for a subgroup specific
comparison of stent types according to individualized risk.
Study population: Patients with CBD obstruction due to inoperable periampullary and
gallbladder cancer, and metastatic lymphadenopathy.

Intervention:

After informed consent, 300 (primary) + 160 (recurrent) patients will be randomized to:
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a) plastic stent,

b) uncovered SEMS, or

c) covered SEMS in a 1:1:1 ratio.

Main study parameters/endpoints:
Medical effects, quality of life, costs/cost-effectiveness in 2 strata (primary and recurrent
patients). Initially plastic stents vs. uncov. + cov. SEMS will be compared, and secondarily
uncov. vs. cov. SEMS. The prognostic model will present a score to predict survival in patients
with primary and recurrent CBD obstruction and will be used to guide stent choice.
Nature and extent of the burden and risks associated with participation, benefit and group
relatedness: During the first 30 days after stent placement, patients will keep a diary on
physical symptoms (such as fever, jaundice, pruritis, etc.). If he patient is unable to complete
a diary (which may be the case if a complication develops on the first few days after stent
placement), data will be collected by proxy assessment. After the first 30 days, the patients
will provide these data on a weekly basis.
Patients will be followed up by home visits of a member of a team of specially trained
research nurses at 14 days, 1 month, then monthly until six months after randomization,
followed by two-monthly visits starting 6 months after randomization. During these visits, the
diaries will be checked and HRQoL questionnaires will be completed. In addition, at 14 days
blood samples will be collected for bilirubin levels. If the condition of patients allows, patients
will be referred for a reintervention to treat recurrent CBD obstruction. Due to the
unpredictable timing of reinterventions, it is not feasible to assess the burden of intervention
for patients and informal care givers in all participating hospitals, and this will therefore be
performed at least in the UMCU, and in other hospitals on a voluntary basis. Patients will be
followed until death or at most for 1 year.

Doel van het onderzoek

Patients with a poor prognosis should get a cheaper plastic stent and patients with a longer
prognosis shoud get a more expensive metal stent.

Onderzoeksopzet

- Baseline

- 14 days

- 1, 2,3,4,5,6,8,10 and 12 months

Onderzoeksproduct en/of interventie

a. Plastic stent
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b. Covered self-expandable metal stent

c. Uncovered self-expandable metal stent

Contactpersonen

Publiek

Universitair Medisch Centrum Utrecht
Postbus 85500
3508 GA Utrecht

P. Boeckel, van
Heidelberglaan 100
Utrecht 3584 CX
The Netherlands
+31 (0)88 7551057

Wetenschappelijk

Universitair Medisch Centrum Utrecht
Postbus 85500
3508 GA Utrecht

P. Boeckel, van
Heidelberglaan 100
Utrecht 3584 CX
The Netherlands
+31 (0)88 7551057

Deelname eisen

Belangrijkste voorwaarden om deel te mogen nemen
(Inclusiecriteria)

1. Obstructive malignancy at the level of the extrahepatic CBD

2. Inoperability due to a poor medical condition, local irresectability or distant metastases
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3. Serum bilirubin >50 micromol/L

4. Informed consent.

Belangrijkste redenen om niet deel te kunnen nemen
(Exclusiecriteria)

1. Malignancy involving intrahepatic bile ducts and duodenum

2. Known history of cholecystitis (unless cholecystectomy has been performed)

3. WHO performance score of 4 (100% of ime in bed)

4. Unable to fill out quality of life questionnaires

5. Known history of operation of the bile ducts (unless cholecystectomy has been perfromed).

Onderzoeksopzet

Opzet

Type: Interventie onderzoek

Onderzoeksmodel: Parallel

Toewijzing: Gerandomiseerd

Blindering: Open / niet geblindeerd

Controle: Geneesmiddel

Deelname

Nederland
Status: Werving gestart

(Verwachte) startdatum: 01-07-2008

Aantal proefpersonen: 460

Type: Verwachte startdatum

Ethische beoordeling
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Positief advies
Datum: 27-06-2008

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 NL1312
NTR-old NTR1361
Ander register METC nummer UMC Utrecht : 07-342
ISRCTN ISRCTN wordt niet meer aangevraagd

Resultaten

Samenvatting resultaten
N/A


