
 

 
A pragmatic, randomised, double blind, placebo-controlled trial of a two-week 

course of dexamethasone for adult patients with a symptomatic Chronic 

Subdural Haematoma (Dex-cSDH trial). 

Dex – cSDH Trial 

 

 

4   Trial Synopsis 

 

Title of clinical trial A pragmatic randomised, double blind, 
placebo-controlled trial, clinical phase III 
study of a two-week course of 

dexamethasone for adult patients with a 
symptomatic chronic Subdural Haematoma 
(Dex-cSDH trial).  

Sponsor name Cambridge University Hospitals NHS 
Foundation Trust and the University of 

Cambridge. 

EudraCT number  2014-004948-35 

Medical condition or disease 
under investigation 

Chronic Subdural Haematoma (cSDH). 

Purpose of clinical trial To investigate whether dexamethasone can 

improve the 6 month functional outcome of 
patients with symptomatic cSDH by reducing 
the rate of surgical intervention and the 

recurrence rate. 

Primary objective To determine the clinical- and cost-

effectiveness of a two-week course of 
dexamethasone for adult patients with a 
symptomatic cSDH.  

Secondary objective (s) 1. Compare the adverse events and 
complications between the two arms. 

2. Undertake a detailed economic evaluation. 

Trial Design  Dex-cSDH is a multi-centre, pragmatic, 
parallel group randomised trial. It will 

commence with Stage 1 (feasibility study) 
which will be followed by the Stage 2 



(substantive study) if the progression criteria 

are met. 

Trial Outcome Measure Primary outcome measure: 
Modified Rankin Scale (mRS) at 6 months 

 
Secondary outcome measures: 

- Number of cSDH-related surgical 

interventions undertaken during the 
index admission. 

- Number of cSDH-related surgical 

interventions undertaken during 
subsequent admissions in the follow-
up period. 

- Glasgow Coma Scale (GCS) at 
discharge from NSU and at 6 months.  

- mRS score at discharge from NSU and 

at 3 months. 
- Barthel Index at discharge from NSU, 

3 months and 6 months. 

- Mortality (30-day and 6 months). 
- EuroQOL (EQ-5D) at discharge from 

NSU, 3 months and 6 months. 
- Montreal Cognitive Assessment (MoCA) 

at discharge from NSU and clinic 

follow-up. 
- Length of stay in NSU. 
- Discharge destination from NSU. 

- Length of stay in secondary care. 
- Health-economic analysis. 
- Related complications. 

Sample Size Recruitment of 750 patients in the 
randomised trial (100 patients in during 
Stage 1 and 650 patients during Stage 2).  

Summary of eligibility criteria 

 

The study focuses on adult patients with a 
symptomatic cSDH confirmed on cranial 

imaging. 
 
Inclusion Criteria: 

- Adult head-injured patients (aged ≥18 
years). 
- Symptomatic cSDH confirmed on cranial 

imaging (predominantly hypodense or 
isodense crescentic collection along the 
cerebral convexity on CT). 

 
 

Exclusion Criteria 

- Patients who have already undergone 
surgical intervention for a cSDH during the 
same index admission. 

- Patients with conditions where steroids are 
clearly contra-indicated (i.e. active 
infections). 

-  Patients who are already on steroids. 



-  Enrolment in same study  

- Time interval from the time of admission to 
NSU to first dose of trial medication exceeds 
72 hours. 

- cSDH in presence of cerebrospinal fluid 
(CSF) shunt.  

Investigational medicinal 

product and dosage 

Dexamethasone 2mg overcapsulated tablet 

for oral or nasogastric administration. 
 

Comparator product Placebo capsule to match active IMP for oral 
or nasogastric administration.  
 

NIMPs and Challenge Agents n/a 
 

Route(s) of administration  Oral or via nasogastric tube. 

Maximum duration of 
treatment of a subject 

14 days. 

Procedures: Screening & 
enrolment 

CT scan (part of clinical practice) 
Screening will be undertaken by a member of 

the clinical team. Informed consent will be 
obtained from the patient, patient’s 
representative (if the patient lacks capacity) 

or by agreement with an independent 
clinician. 

Baseline (if different from 
screening and enrolment) 

 Patient demographics (gender, age, date of 
birth, ethnic origin) 

 Medical history (including co-morbidities and 

relevant medications). 
 Injury related events. 
 Neurological assessment. 

 Glasgow Coma Scale (GCS).  
 Pregnancy test status (where applicable). 
 Compliance with inclusion/exclusion criteria 

Treatment period 14 days 

End of Trial 6 months from recruitment. 

Health technology being 
assessed 

Cost utility analysis on the effectiveness of a 
two-week course of dexamethasone  

Procedures for safety 
monitoring during trial 

Unblinded results will be forwarded to the 
Data Monitoring Committee (DMC) who will 
address safety issues. Any significant adverse 

results will be reported to the DMC via the 
Study coordinating Centre (CCTU). 

Criteria for withdrawal of 
patients  

Subjects will be reviewed locally and patient 
withdrawal will be at the discretion of the 
treating team and local PI.  

 
 
 


