

EudraCT no: 2007-006749-42

Hospital Site Trial No: …… 

STUDY TITLE:   TARDIS STUDY (Triple Anti-platelet therapy in patients with Ischaemic Stroke and TIA)


	AIMS: 

To assess ordinal stroke severity at 90 days after short-term administration (1 month) of triple anti-platelet therapy (ACD) versus standard dual therapy (AD) in patients with very recent Ischaemic stroke or TIA.



	DESIGN & TREATMENT

Phase III, Multicentre parallel group, prospective, randomised, open-label, blinded end point controlled trial.

Patients will be randomised to receive either:

· Aspirin (loading dose 300mg), then 75mg daily, Dipyridamole M/R 200mg BD and Clopidogrel (loading dose 300mg) then 75mg daily for one month.

or 

· Aspirin (loading dose 300mg) then 75mg daily, and Dipyridamole M/R 200mg BD

for one month

 Thereafter, antiplatelet therapy is prescribed at the discretion of the investigator, such as Aspirin plus Dipyridamole as recommended by NICE.

Dysphagic patients with enteral access will take crushed or rectal Aspirin, crushed or liquid Dipyridamole (75mg TDS) and crushed Clopidogrel (if randomised). 
Patients having a headache on Dipyridamole will have the dose weaned up from M/R 200mg daily or standard release 75mg daily to M/R 200mg twice daily. A fixed dose combination of Aspirin and Dipyridamole (Asasantan Retard) can also be used.  Open-label Clopidogrel will be given for 28-30 days (depending on the size of the pack available) on top of routine Aspirin and Dipyridamole (to cover the period of maximum risk of recurrence)

Randomisation will be conducted with stratification (stroke/TIA) and minimisation (age, sex, systolic blood pressure, cortical/lacunar syndrome, previous mono/dual antiplatelet, gastro-protection).    

Medicines will be classed as IMP for the first 30 days only. The remainder of treatment duration will be standard of care.
Further information available from www.tardistrial.org
PHARMACOLOGY 

Recurrence is greatest immediately after stoke or TIA: existing prevention strategies (antithrombotic, lipid/blood pressure lowering, endarterectomy) reduce, not abolish, further events. Dual antiplatelet therapy – Aspirin and Clopidogrel (AC) for IHD, Aspirin and Dipyridamole (AD) for prophylaxis – is superior to Aspirin monotherapy. Triple antiplatelet therapy reduces MI and death in patients with coronary disease. Stroke trials unit have shown it is feasible to give triple antiplatelet therapy (Aspirin, Clopidogrel, Dipyridamole -ACD) to patients with ischaemic stroke/TIA.      



	DISPENSING PROCEDURE

Please compete the ‘study specific training log’ if you are dispensing or checking this study for the first time.

1. Prescriptions will request ‘TARDIS (Triple Anti-platelets for Reducing Dependency from Ischaemic Stroke) Study’ and will state a patient name, number, randomisation number and which treatment they have been assigned to. (AD or ADC)

2. Dispense the medicines as stated on the prescription from dispensary stocks. 

3. For Aspirin dispense 1 x 300mg dispersible Aspirin tablet for loading dose and 1 x 28 dispersible 75mg tablets for maintenance doses. For Dipyridamole dispense 1 x60 Modified release capsules and for Clopidogrel (if randomised) dispense 4 X 75mg tablet for loading dose and 1 x 30  75mg tablets for maintenance doses. Alternative preparations may be requested including; Aspirin 150mg PR, Dipyridamole 25mg tabs, Dipyridamole 50mg/5mls suspension or Asasantin Retard capsules. Dispense in accordance with dosing requirements on the prescription. 

4. Book out all dispensed drugs on JAC to ‘Trial Drugs Used At ……………. Hospital’
5. Complete and attach one of the pre-printed study specific labels provided.

6. Sample labels:

7. Complete the TARDIS drug accountability log and the standard trial record form

8. File prescriptions overleaf



	

	Prescription Charge Payable    No



	Location of material

Shelf no 

(source dispensary stock)
	Name and address of company contact



	Document returned medication

No 
	

	License status of drug

CTA


	Source of further supplies

Normal Pharmacy Stocks

	Location of code breaks

N/A Open Label 


	

	Special storage requirements

Do not store above 25OC

Monitor temperature as per SOPs


	Further information available from

See protocol 

	Investigator + telephone number:


	Other personnel involved in study



	Ethical Committee approval

R&D received

MREC: received
	Fee requested or received (state)

Invoice address details

Payment for medicines used.



	Date commenced


	Date completed


Researcher check:   ………………………………………………  Date:   …………………

(Principal Investigator)
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