ANGIO-Seal or manual Compression
After Coronary intervention Evaluation.

No registrations found.

Ethical review Positive opinion
Status Recruiting
Health condition type -

Study type Interventional

Summary

ID

NL-OMON28741

Source
NTR

Brief title
Angiocare

Health condition

Patients undergoing PCI, who have a high risk of bleeding

Sponsors and support

Primary sponsor: Diagram B.V.

van Nahuysplein 6

8011 NB Zwolle

Source(s) of monetary or material Support: St. Jude Medical

Intervention

Outcome measures

Primary outcome

Incidence of:
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1. Severe hematoma at the puncture site or groin bleeding resulting in prolonged hospital
stay or transfusion;

2. Arteriovenous fistula formation at the puncture site and/or surgical intervention at the
puncture site.

Secondary outcome

The decrease of hemoglobin, 1 day after inclusion.

Study description

Background summary

It concerns a single center prospective randomized study to compare the Angio-Seal closure
device with manual compression in a high-risk patient population. The randomization is 1:1 to
receive or not to receive an Angio-Seal. All patients will be treated with aspirin, clopidogrel
(with high loading dose ), a glycoprotein 2B/3A inhibitor and unfractioned heparin during the
PCI. In addition, a non-randomized group consisting of patients with standard clopidogrel
dosing will all be closed with Angio-Seal , and their data included in the analysis as an
additional control group.

Study objective

It is assumed that the incidence of the primary endpoint after manual compression will be 7%
and after the Angio-Seal 2%.

Intervention

Manual compression or Angio-Seal closure device of arteria femoralis after PCI.

Contacts

Public
Diagram B.V. Zwolle
Dokter Stolteweg 96

J. Klijn
Dokter Stolteweg 96

Zwolle 8025 AZ
The Netherlands
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+31 (0)38 4262997
Scientific

Diagram B.V. Zwolle
Dokter Stolteweg 96

J. Klijn
Dokter Stolteweg 96

Zwolle 8025 AZ
The Netherlands
+31 (0)38 4262997

Eligibility criteria

Inclusion criteria

A. Percutaneous Coronary Intervention via the femoral artery, with either B or C;
B. At least the following medication:

1. Aspirin

2. Unfractionated Heparin

3. Clopidogrel 600mg pre-loading dose

4. Glycoprotein 2B/3A inhibitor;

C. PCl within 4 hours after administration of thrombolysis.

Exclusion criteria

1. Age < 18 years;

2. Serious comorbidity such as cancer;

3. Advanced cerebrovascular disease;

4. Unwilling or unable to sign the consent form for participation;

5. Females of childbearing age not using medically prescribed contraceptives;
6. Unsuitable access site (severe PVD, poor location).

Study design

Design

Study type: Interventional
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Intervention model: Parallel

Masking: Open (masking not used)
Control: Active

Recruitment

NL

Recruitment status: Recruiting

Start date (anticipated): 19-01-2006

Enrollment: 614

Type: Anticipated

Ethics review

Positive opinion
Date: 19-01-2006

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 NL525

NTR-old NTR569

Other : 9051

ISRCTN ISRCTN22655249
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Study results

Summary results
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