Gauze throat at Oropharyngeal surgery
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To investigate postoperative nausea and vomting in patients with or without a gauze throat
after an operation of the mouth

Ethical review Approved WMO
Status Recruitment stopped
Health condition type Other condition
Study type Interventional
Summary

ID

NL-OMON42381

Source
ToetsingOnline

Brief title
Gauze throat at Oropharyngeal surgery

Condition

 Other condition
 Procedural related injuries and complications NEC

Synonym
nausea vomiting

Health condition

misselijkheid en braken

Research involving
Human

Sponsors and support

Primary sponsor: Isala Klinieken
Source(s) of monetary or material Support: geen vergoeding
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Intervention

Keyword: Gauze throat, nausea, sore throat, vomiting

Outcome measures

Primary outcome

nausea and vomiting

Secondary outcome
sore throat
postoperative stomach content

use of anti-emetic drugs

Study description

Background summary

A lot of patients complaint about a sore throat after an operation at the

mouth. Probably caused by the use of a gauze throat. A throat gauze is used
for collecting blood and dental parts during the operation.Sometimes the throat
gauze is forgotten with can result in enormous complications. So we want to
investigate the possibility of not using a throat gauze during this operations.

Study objective

To investigate postoperative nausea and vomting in patients with or without a
gauze throat after an operation of the mouth

Study design

Two arms blinded randomised study

Intervention

One group of patients received a throat gauze, the other group did not.

Study burden and risks
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no risks for the patient because it is a standard procedure

Contacts

Public
Isala Klinieken

Dr. van Heesweg 2
Zwolle 8025AB

NL

Scientific

Isala Klinieken

Dr. van Heesweg 2

Zwolle 8025AB
NL

Trial sites

Listed location countries

Netherlands

Eligibility criteria

Age
Adults (18-64 years)
Elderly (65 years and older)

Inclusion criteria

older than 18 years

intra-oral opertion by throat surgeon
nasal intubation

operation longer than 30 min

Exclusion criteria
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using anti-emetic drugs

no informed consent

patient with diaphragma hiatus hernia

Study design

Design

Study type:
Intervention model:
Allocation:

Masking:

Control:

Primary purpose:

Recruitment

NL
Recruitment status:

Start date (anticipated):

Enrollment:

Type:

Ethics review

Approved WMO
Date:

Application type:

Review commission:

Interventional

Parallel

Randomized controlled trial
Single blinded (masking used)
Active

Prevention

Recruitment stopped
01-06-2015

180

Actual

24-11-2015
First submission
METC Isala Klinieken (Zwolle)

Study registrations

Followed up by the following (possibly more current) registration
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No registrations found.
Other (possibly less up-to-date) registrations in this register
No registrations found.

In other registers

Register ID
CCMO NL53235.075.15
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