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· Use these Source data forms to record the data entered onto the ICONIC eCRF online database. 
· DO NOT return these forms to UCL CTC.  
· On completion, print off, sign and file this form with the patient notes.
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· Use this Source data form to record the data entered onto the eCRF. 
· DO NOT return this form to UCL CTC.  
· On completion, print off, sign and file this form with the patient notes.


	Trial number:
	ICO- ___ ___ ___

	Patient name:
	

	Hospital no.:
	



	Date of assessment:
	___/____/___
DDMMYYYY



	WHO PS (patients ≥16 at registration)

	 ☐
	0
	Able to carry out all normal activity without restriction

	 ☐
	1
	Restricted in physically strenuous activity but ambulatory and able to carry out light work

	 ☐
	2
	Ambulatory and capable of all self care but unable to carry out any work; up and about more than 50% of waking hours

	 ☐
	3
	Capable of only limited self care; confined to bed or chair more than 50% of waking hours

	 ☐
	4
	Completely disabled; cannot carry out any self care; totally confined to bed or chair



	Lansky PS (patients  <16 at registration).  n.b. if patient is under 16 when starting on the study, they should remain using the Lansky Score throughout the study.

	 ☐
	100
	Fully active, normal.

	 ☐
	90
	Minor restrictions in physically strenuous activity.

	 ☐
	80
	Active, but tires more quickly.

	 ☐
	70
	Both greater restriction of, and less time spent in, active play.

	 ☐
	60
	Up and around, but minimal active play; keeps busy with quieter activities.

	 ☐
	50
	Gets dressed, but lies around much of the day; no active play; able to participate in all quiet play and activities.

	 ☐
	40
	Mostly in bed; participates in quiet activities.

	 ☐
	30
	In bed; needs assistance even for quiet play.

	 ☐
	20
	Often sleeping; play entirely limited to very passive activity.

	 ☐
	10
	No play does not get out of bed. Moribund.

	 ☐
	0
	Unresponsive. Dead.




	Completed by:

	Name:
	
	Signature:
	
	Date:
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· Use this Source data form to record the data entered onto the eCRF. 
· DO NOT return this form to UCL CTC.  
· On completion, print off, sign and file this form with the patient notes.


	Trial number:
	ICO- ___ ___ ___

	Patient name:
	

	Hospital no.:
	



	Bloods done
	Yes ☐
	No ☐

	If not, why not?
	

	Date of sample: ___/____/____
	DD MM YYYY



	CRP:
	
	mg/L

	 
	Or Not done:
	 ☐

	Albumin:
	
	g/L

	 
	Or Not done:
	 ☐

	Alk. Phosphatase (ALP):
	
	IU/l

	 
	Or Not done:
	 ☐

	LDH:
	
	IU/l

	 
	Or Not done:
	 ☐

	Creatinine
	
	Μmol/L

	 
	Or Not done:
	 ☐

	Haemoglobin:
	
	g/L

	 
	Or Not done:
	 ☐

	ANC:
	
	x109/L

	 
	Or Not done:
	 ☐

	Lymphocytes:
	
	x109/L

	 
	Or Not done:
	 ☐

	Platelets:
	
	 

	 
	Or Not done:
	 ☐



	Completed by:

	Name:
	
	Signature:
	
	Date:
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· Use this Source data form to record the data entered onto the eCRF. 
· DO NOT return this form to UCL CTC.  
· On completion, print off, sign and file this form with the patient notes.

Collect at End of Adjuvant Chemotherapy if applicable


	Trial number:
	ICO- ___ ___ ___

	Patient name:
	

	Hospital no.:
	






	Was treatment given as per treatment plan?
	Yes ☐
	No ☐

	If no, provide reason:
	







	Adjuvant chemotherapy overall details 

	Did the patient start adjuvant chemotherapy:
	Yes ☐
	No ☐

	Hospital where administered:
	

	If no, provide reason:
	



	Date of first cycle start:
	____/_____/_________
DD	MM	YYYY

	No. of cycles given
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· Use this Source data form to record the data entered onto the eCRF. 
· DO NOT return this form to UCL CTC.  
· On completion, print off, sign and file this form with the patient notes.



	Cisplatin Cycle 1:

	Cisplatin cycle 1 given?
	Yes ☐
	No ☐

	Starting dose:
	
	mg/m2

	Any delays?
	Yes ☐
	No ☐

	If yes provide reason
	


	If yes, by how long?
	1.
	☐
	1 day

	(Total length of delay)
	2.
	☐
	2 – 14 days

	
	3.
	☐
	2 – 4 weeks

	
	4.
	☐
	>4 weeks



	Cisplatin Cycle 2:

	Cisplatin cycle 2 given?
	Yes ☐
	No ☐

	Starting dose:
	
	mg/m2

	Any delays?
	Yes ☐
	No ☐

	If yes provide reason
	


	If yes, by how long?
	1.
	☐
	1 day

	(Total length of delay)
	2.
	☐
	2 – 14 days

	
	3.
	☐
	2 – 4 weeks

	
	4.
	☐
	>4 weeks

	Any cycle 2 dose reductions?
	Yes ☐
	No ☐

	If yes, provide reason:
	

	If yes, by how much? 
	
	%
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· Use this Source data form to record the data entered onto the eCRF. 
· DO NOT return this form to UCL CTC.  
· On completion, print off, sign and file this form with the patient notes.


	Cisplatin Cycle 3:

	Cisplatin cycle 3 given?
	Yes ☐
	No ☐

	Starting dose:
	
	mg/m2

	Any delays?
	Yes ☐
	No ☐

	If yes provide reason
	


	If yes, by how long?
	1.
	☐
	1 day

	(Total length of delay)
	2.
	☐
	2 – 14 days

	
	3.
	☐
	2 – 4 weeks

	
	4.
	☐
	>4 weeks

	Any cycle 3 dose reductions?
	Yes ☐
	No ☐

	If yes, provide reason:
	

	If yes, by how much? 
	
	%



	Cisplatin Cycle 4:

	Cisplatin cycle 4 given?
	Yes ☐
	No ☐

	Starting dose:
	
	mg/m2

	Any delays?
	Yes ☐
	No ☐

	If yes provide reason
	


	If yes, by how long?
	1.
	☐
	1 day

	(Total length of delay)
	2.
	☐
	2 – 14 days

	
	3.
	☐
	2 – 4 weeks

	
	4.
	☐
	>4 weeks

	Any cycle 4 dose reductions?
	Yes ☐
	No ☐

	If yes, provide reason:
	

	If yes, by how much? 
	
	%
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· Use this Source data form to record the data entered onto the eCRF. 
· DO NOT return this form to UCL CTC.  
· On completion, print off, sign and file this form with the patient notes.


	Doxorubicin

	Doxorubicin given?
	Yes ☐
	No ☐

	Dose:
	
	mg/m2

	Any dose delays?
	Yes ☐
	No ☐

	If yes provide reason
	


	If yes, by how long?
	1.
	☐
	1 day

	(total length of delay)
	2.
	☐
	2 – 14 days

	
	3.
	☐
	2 – 4 weeks

	
	4.
	☐
	>4 weeks

	Any dose reductions?
	Yes ☐
	No ☐

	If yes, by how much in cycle 4? 
	
	%

	If yes, by how much in cycle 5? 
	
	%

	If yes, by how much in cycle 6? 
	
	%

	If yes provide reason
	1.
	☐
	mucositis

	
	2.
	☐
	bone marrow suppression

	
	3.
	☐
	cardiac dysfunction

	If cardiac dysfunction, was Dexrazoxane used?
	Yes ☐
	No ☐

	Cycle:
	

	Dose:
	
	mg/m2
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· Use this Source data form to record the data entered onto the eCRF. 
· DO NOT return this form to UCL CTC.  
· On completion, print off, sign and file this form with the patient notes.


	Methotrexate

	Methotrexate given?
	Yes ☐
	No ☐

	Starting dose:
	
	mg/m2

	Any dose delays?
	Yes ☐
	No ☐

	If yes provide reason
	

	If yes, by how long?
	1.
	☐
	1 day

	(total length of delay) 
	2.
	☐
	2 – 14 days

	
	3.
	☐
	2 – 4 weeks

	
	4.
	☐
	>4 weeks

	Any dose reductions?
	Yes ☐
	No ☐

	If yes, provide reason:
	

	If yes, by how much? 
	
	%



	Mifamurtide

	Mifamurtide given?
	Yes ☐
	No ☐

	Starting dose:
	
	mg/m2

	Any dose delays?
	Yes ☐
	No ☐

	If yes provide reason
	

	If yes, by how long?
	1.
	☐
	1 day

	(total length of delay)
	2.
	☐
	2 – 14 days

	
	3.
	☐
	2 – 4 weeks

	
	4.
	☐
	>4 weeks

	Any dose reductions?
	Yes ☐
	No ☐

	If yes, provide reason:
	

	If yes, by how much? 
	
	%
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· Use this Source data form to record the data entered onto the eCRF. 
· DO NOT return this form to UCL CTC.  
· On completion, print off, sign and file this form with the patient notes.



	If other chemotherapy drugs given as adjuvant, please complete below and repeat as needed for each drug:

	Drug given?
	Yes ☐
	No ☐

	Drug name:
	

	Drug starting dose:
	
	mg/m2

	Any dose delay?
	Yes ☐
	No ☐

	If yes provide reason
	


	If yes, by how long?
	1.
	☐
	1 day

	(Total length of delay)
	2.
	☐
	2 – 14 days

	
	3.
	☐
	2 – 4 weeks

	
	4.
	☐
	>4 weeks

	Any reduction?
	Yes ☐
	No ☐

	If yes, provide reason:
	

	If yes, by how much? 
	
	%





	Completed by:

	Name:
	
	Signature:
	
	Date:
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