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Introduction
The purpose of the HARP-2 Trial Randomisation Service is to allocate a treatment to participants in the HARP-2 Trial.

The Randomisation Service system is telephone based.  As you use the system you will be required to respond to it in one of two ways - dialling numbers on your telephone keypad, or speaking a response into the telephone handset.  
To make it easier for you, the image below will clearly indicate if you will need to interact with the telephone randomisation service.

Use your telephone keypad to enter data when prompted. 

Speak into the telephone when prompted
Randomisation Telephone No.
Freephone:

0800 2802 307
Or alternatively and for the Republic of Ireland:

+44 (0) 1224 273 661
Your 5 Digit Randomisation Code Is
XXXXX 
Any problems?
Dan Barnett
+44 (0)1224 438 186
d.barnett@abdn.ac.uk
	Tel: 0800 2802 307 or +44 (0)1224 273 661
Part 1 – Entering the Trial ID code


	

	Prompt

	Welcome to the Aberdeen Trials Service.  Please enter your 5 digit trial id code.


	Your response

	
You should respond with the 5-digit trial ID code XXXXX  (supplied by the HARP-2 Trial Manager) and then press the star key on your telephone key pad


	Prompt

	This is the HARP-2 trial.  Your site name is XXXXXXXXXX. 
Press 1 to continue or 2 to modify.


	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




	Part 2 – Main Menu



	

	Prompt

	To randomise a new participant press 1, to unblind for an existing participant press 2.



	Your response

	
You should respond by dialling 1 or 2
For example, 1



	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




If randomising, please go to section A 
If unblinding, please go to section B

SECTION A - Randomising a new participant
	Part 3 – Speak the patients initials



	

	Prompt

	Please speak the patient’s initials after the tone, then press the star key.



	Your response

	
You should respond by talking into the telephone and then press the star key on your telephone key pad.

For example, “JD”  *


	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




	Part 4 – Date of Birth



	

	Prompt

	Please enter the patients date of birth as 8 digits in the form day-day month-month year-year-year-year.



	Your response

	
You should respond by dialling the date of birth as 8 digits.

For example, the date 18th February 1974 would be 18021974


	Prompt

	The date you entered was … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad



	Part 5 – PaO2


	

	Prompt

	Please enter the PaO2 value in kPa as 3 digits



	Your response

	
You should respond by dialling 3 digits

For example, to enter a value of 14.3 enter 143; to enter a value of 9.7 enter 097



	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




	Part 6 – FiO2


	

	Prompt

	Please enter the FiO2 value as 3 digits



	Your response

	
You should respond by dialling 3 digits

For example, to enter a value of 0.40 enter 040


	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




NB: If the PaO2/FiO2 ratio is >40 kPa, then you will not be permitted to proceed further

	Part 7 – Vasopressors


	

	Prompt

	Is the participant receiving vasopressors?  Enter 1 for yes or 2 for no.


	Your response

	
You should respond by dialling 1 or 2 

For example, 1


	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




	Part 8 – Eligibility


	

	Prompt

	Is the patient eligible for the trial?  Enter 1 for yes or 2 for no.


	Your response

	
You should respond by dialling 1 or 2 

For example, 1


	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




	Part 9 – Consent Form


	

	Prompt

	Has the consent form been signed?  Enter 1 for yes or 2 for no.


	Your response

	
You should respond by dialling 1 or 2 

For example, 1


	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




	Part 10 – Patient Number


	

	Prompt

	The allocated patient number is XXXXX.  Please confirm the patient number by dialling it on the telephone keypad after the tone.


	Your response

	
You should respond by dialling the allocated patient number
For example, 11001


	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




	Part 11 – Finish



	

	Prompt

	Thank you for calling the HARP-2 telephone randomisation service.



	Your response

	Hang up.




SECTION B - UNBLINDING AN EXISTING PATIENT
	Part 3 – Patient Number


	

	Prompt

	Please enter the 5-digit patient number.



	Your response

	
You should respond by dialling the patient number you wish to unblind
For example, 11001


	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




	Part 4 – Confirm Treatment


	

	Prompt

	The allocated treatment is ....
Please confirm the allocated treatment by dialling 1 for Active or 2 for Placebo.


	Your response

	
You should respond by dialling the allocated treatment 
For example, 1


	Prompt

	You said … Press 1 to continue or 2 to modify.



	Your response

	
Respond by dialling 1 or 2 on the telephone keypad




	Part 5 – Finish



	

	Prompt

	Thank you for calling the HARP-2 telephone randomisation service.



	Your response

	Hang up.
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