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Submission date  Recruitment status

23/03/2010 No longer recruiting
Registration date Overall study status
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Last Edited Condition category
29/01/2019 Surgery

Plain English summary of protocol
Not provided at time of registration

Contact information

Type(s)
Scientific
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Contact details
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Protocol serial number
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Scientific Title
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[ ] Protocol

[ ] Statistical analysis plan
[X] Results

[ 1 Individual participant data


https://doi.org/10.1186/ISRCTN11019960

The effect of the arm blood pressure cuff inflations during open abdominal aortic aneurysm
surgery as a measure of protecting kidney and heart from injury: a double-blinded, randomised
controlled trial

Study objectives
Remote ischaemic preconditioning using upper arm blood pressure cuff will significantly reduce
renal and myocardial injury following open Abdominal Aortic Anuerysm (AAA) repair.

As of 23/11/2010 this record has been updated to include an amended anticipated end date; the
initial end date at the time of registration was 30/06/2011.

Please note that as of 18/12/2012, the anticipated end date has been updated from 30/06/2012
to 31/03/2013.
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Ethics approval required
Old ethics approval format

Ethics approval(s)
St. Vincents Healthcare Group Ethics and Medical Research Committee approved on the 9th
March 2009

Study design
Single centre two arm double blind randomised controlled parallel group trial

Primary study design
Interventional



Study type(s)
Treatment

Health condition(s) or problem(s) studied
Abdominal aortic aneurysm surgery

Interventions

Three cycles of upper arm blood pressure cuff inflations 20 mmHg above the baseline, sustained
inflation for 5 minutes, deflation for 5 minutes

Intervention Type
Procedure/Surgery

Phase
Not Applicable

Primary outcome(s)

Markers of renal injury

1. Urine Neutrophil Gelatinase Associated Lipocalin (NGAL)
2. Creatinine clearance

3. Serum creatinine levels

Outcomes will be measured for three days following surgery

Key secondary outcome(s))

Markers of cardiac injury:

1. Cardiac troponin

2. Electrocardiography (ECG) changes

Outcomes will be measured for three days following surgery

Completion date
31/03/2013

Eligibility

Key inclusion criteria
1. All patients scheduled for elective or urgent abdominal aneurysm repair
2. Leaking abdominal aneurysm can be taken as long as it is haemodynamically stable

Participant type(s)
Patient

Healthy volunteers allowed
No

Age group
Other

Sex
All



Key exclusion criteria

1. AAA rupture, unstable haemodynamics

2. Kidney Disease - Risk Injury Failure Loss End-Stage Kidney Disease (RIFLE) class Failure,
needing Renal Replacement Therapy (RRT)

3. Upper limb vascular insufficiency

4. Recent Myocardial infarction, less than two weeks

Date of first enrolment
01/07/2009

Date of final enrolment
31/03/2013

Locations

Countries of recruitment
Ireland

Study participating centre
206 Whitecliff

Dublin

Ireland

D16

Sponsor information

Organisation
St Vincent's University Hospital (Ireland)

ROR
https://ror.org/029tkgm80

Funder(s)

Funder type
Hospital/treatment centre

Funder Name
St Vincent's University Hospital (Ireland) - Department of Anaesthesia



Results and Publications

Individual participant data (IPD) sharing plan

IPD sharing plan summary
Not provided at time of registration

Study outputs
Output type Details Date created Date added Peer reviewed? Patient-facing?
Results article results 01/10/2014 29/01/2019 Yes No

Participant information sheet Participantinformationsheet 145055 11/11/2025 No Yes
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Not available in web format, please use contact details below to request a patient information sheet
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