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Study description

The present study aims to evaluated in 380 patients the relationship between
spinal block with 1% solution of 2-chloroprocaine hydrochloride and the onset of
all possible neurological adverse events, with particular attention to Transient
Neurological Symptoms (TNS) and Cauda Equina Syndrome (CES).This is a
prospective, observational, multicenter study involving 7 different centers
distributed in 4 European countries: Italy, France, Belgium and Germany. This
observational study is planned to collect data on patients undergoing surgery
under intrathecal anesthesia with chloroprocaine hydrochloride, primarily to
assess the occurrence of all possible neurological adverse events (with
particular attention to TNS and CES).Two follow-up questionnaires are foreseen,
at 24 h and 7 days after time of spinal injection (Tsp), to gather all possible
neurological complications. About 24 h after surgery (indicated as Tsp),
Investigator or a deputy will question patients about neurological symptoms, in
particular TNS/CES, and pain not associated to the operation area on the basis
of the two follow-up questionnaires and giving a score between 0 to 10 to the

pain intensity. All other AEs will also be assessed.
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Study institution contact
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Primary lead investigator
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Study timelines

Date when funding contract was signed
Actual: 22/02/2013

Study start date
Actual: 26/11/2013

Date of final study report
Planned: 27/05/2017

Actual: 26/05/2017

Sources of funding

e Pharmaceutical company and other private sector

More details on funding

Sintetica SA

Regulatory


mailto:edonati@sintetica.com

Was the study required by a regulatory body?

Yes

Is the study required by a Risk Management Plan (RMP)?
EU RMP category 3 (required)

Other study registration identification numbers
and links

ClinicalTrials.gov Identifier:NCT02067806

Methodological aspects

Study type
Study type list

Study topic:
Disease /health condition

Human medicinal product

Study type:

Non-interventional study

Scope of the study:

Assessment of risk minimisation measure implementation or effectiveness



Data collection methods:

Primary data collection

Main study objective:

The present study aims to evaluate the relationship between spinal block with
1% solution of 2-chloroprocaine hydrochloride and the onset of all possible
neurological adverse events, with particular attention to Transient Neurological

Symptoms (TNS) and Cauda Equina Syndrome (CES).

Study Design

Non-interventional study design
Cohort
Other

Non-interventional study design, other

Prospective, observational study
Study drug and medical condition

Name of medicine, other

Ampres, Decelex, Clorotekal

Medical condition to be studied

Anaesthetic complication neurological

Population studied



Short description of the study population
Male and female adult patients undergoing spinal anesthesia with
chloroprocaine, when the planned surgical procedure was not expected to

exceeded 40 minutes.

Age groups

Adults (18 to < 46 years)
Adults (46 to < 65 years)
Adults (65 to < 75 years)
Adults (75 to < 85 years)
(

Adults (85 years and over)

Estimated number of subjects
380

Study design details

Outcomes

The primary endpoint is the incidence of neurological complications (Transient
and Permanent complications, e.g. transient neurological symptoms,
arachnoiditis, cauda equina syndrome). Two follow-up questionnaires are
foreseen, at 24 h and 7 days after time of spinal injection, to gather all possible
neurological complications, with particular attention to TNS and CES. Other
endpoints is the incidents of other adverse events (AEs) e.g.: paraesthesia,
haemorrhage, headache, micturition/defecation difficulties, tiredness,
nausea/vomiting, dizziness, hypotension, bradycardia, Post Dural Puncture
Headache (PDPH), epidural haematoma, anterior spinal artery

syndrome,meningitis.



Data analysis plan

The main goal will be the incidence of:- Transient Neurologic Symptoms (TNS)
at 24 h and 7 days after Tsp- Cauda Equina Syndrome (CES) at 24 h and 7 days
after TspThe above analysis will be stratified, if numbers permitted, according

to the following age groups: 18-64 and >65 years old.
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Data management

ENCePP Seal

The use of the ENCePP Seal has been discontinued since February 2025.

The ENCePP Seal fields are retained in the display mode for transparency


https://catalogues.ema.europa.eu/sites/default/files/document_files/Summary%20Report_CHL1-01-2012-M.pdf
https://doi.org/10.1002/14651858.CD003006.pub3
https://doi.org/10.1002/14651858.CD003006.pub3
https://doi.org/10.1007/s12630-010-9450-x
https://doi.org/10.1007/s12630-010-9450-x
https://doi.org/10.1111/aas.12291
https://doi.org/10.1111/j.1399-6576.2010.02371.x
https://doi.org/10.1111/j.1399-6576.2010.02371.x
https://doi.org/10.1111/j.1399-6576.2011.02599.x
https://doi.org/10.1111/j.1399-6576.2011.02599.x

but are no longer maintained.

Data sources

Data sources (types)
Other

Data sources (types), other

Prospective patient-based data collection

Use of a Common Data Model (CDM)

CDM mapping
No

Data quality specifications

Check conformance

Unknown

Check completeness

Unknown

Check stability

Unknown

Check logical consistency

Unknown

Data characterisation


https://catalogues.ema.europa.eu/taxonomy/term/54051

Data characterisation conducted

No



