
IMPs 
Mandy Wan - Pharmacist 

The ECUSTEC Trial 

Chief Investigator: Dr Sally Johnson 

Trial Coordinator: Emma Barsoum 
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IMPs 

 

 

 

Placebo arm 
 

Standard therapy 
+ 

Day 1 Placebo 
Day 8 Placebo 

+ 
Antibiotic prophylaxis 

 

Active arm 
 

Standard therapy 
+ 

Day 1 Eculizumab 
Day 8 Eculizumab 

+ 
Antibiotic prophylaxis 

 

• Randomised 1:1 to either: 



IMPs 

 

 

 

 
Placebo arm 

= 

Sodium chloride 0.9% 
 
 

 
Marketed  licensed product 

 
 
 

 
Active arm 

= 

Eculizumab in  

Sodium chloride 0.9% 

 
 

Marketed  licensed product 
 
 
 



Dosing 

• Dose will be based on the baseline weight for 

both day 1 and day 8. 



Blinding 

Blinded label 
MHRA approved label text and 

template to be used 

Pharmacy staff  
Unblinded*** 

All other staff & 
B’ham CTU are 

blinded 
*** Some sites are 

using a separate 
unblinded nursing 

team 



 

 

Supply of IMPs 

Eculizumab Sodium chloride 0.9% 
infusion bag 

Initial supply 3 vials to be ordered at start of study Hospital stock 

Ordering ECUSTEC trial Medication Order Form 
Sent to Alexion Pharma UK 
+/- local ordering process 

Local ordering process 

Receipt Delivered to pharmacy CT staff 
Shipped in cold-chain container 
Record on Accountability log 

Local process 

Storage 2 – 8 ˚C 
Segregate as CT supply 

Room temp.  

Re-ordering Re-order immediately after dosing!!! 
Maintain stock level of 3 vials 

Local process 
 

Inform CTU when initial shipment of Eculizumab is received  



Please do not dispense IMP until pharmacy are in receipt of 

the Certificate of Vaccination at both Day 1 and Day 8 
 

Notification of Randomisation 

• Separate notification email sent to pharmacy 

Allocation of IMP 

• Send original prescription form + Certificate of Vaccination to Pharmacy 

• Pharmacy to log onto online system to view treatment allocation 

• Document on the ECUSTEC Treatment Allocation Log  

Accountability  

• Local pharmacy responsible for maintaining accountability logs 

Returns and Disposal of IMP 

• Please dispose IMP vials as per local standard practice 
 

 

 

Pharmacy  



Pharmacy 



Pharmacy 



Vaccination and prophylactic antibiotics  

Ecu increases children’s susceptibility to meningococcal disease. To 

reduce the risk of meningococcal disease associated with the use of 

Ecu, all ECUSTEC trial participants should be given: 

 

 1. Antibiotic prophylaxis 

 2. Vaccination against meningococcus 

 3. Information on early features of meningococcal disease 



Prophylactic antibiotics  

• Antibiotic prophylaxis: penicillin or erythromycin (if 

penicillin allergic) 

• Oral and to be continued for 8 weeks 

• Patient cannot be randomised until they receive their first 

dose of antibiotics 

• Participant should be supplied with 2 weeks of 

antibiotics upon discharge 

• GP must prescribe the remaining course of antibiotics up 

to week 8 

Participants must start prophylactic antibiotics before they 

can be randomised into the ECUSTEC trial 
 



Meningococcal vaccination process 



Meningococcal infection warning card 

 

 

 

All ECUSTEC participants to be informed of the features 

of meningococcal disease.  

 

Participants/parents/guardians will be given: 

- Soliris® Patient Safety Information card 

- ECUSTEC Patient Study card 

- Reminded of signs and symptoms of meningococcal 

disease at each assessment visit 

- Check participant/parent/guardian are in possession 

of the above cards  

 

If meningococcal disease is suspected urgent 

medical treatment in accordance with local 

clinical procedures should commence 

immediately 



• Reminder that blinded staff are: 

 - All site staff apart from pharmacy 

 - Staff at the coordinating center  

• Emergency unblinding due to medical reasons: 

1. PI and/or co-investigators via ECUSTEC online system 

2. If online system is unavailable, PI/co-investigator via pharmacy 

directly using the ECUSTEC Treatment Allocation Unblinding Form 

– Must state the need for unblinding 

– Paper unblinding must be reported to the Trials Office 

immediately  

 

 

Unblinding  



ECUSTEC  


