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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: 
	____/_____/_________
DD	MM	YYYY

	This should be within 28 days after Study registration and before starting treatment.



	Clinical data at Registration:

	Patient height:
	
	
	
	cm

	Patient weight:
	
	
	
	
	
	kg




	Medical History: 

	History of previous cancer?
	Yes ☐
	No ☐

	Please list previous cancers: (add rows if necessary)
	1

	
	2

	
	3

	
	4



	Genetic family history?
	1.
	☐
	None

	(Tick all that apply)
	2.
	☐
	LiFraumeni syndrome

	
	3.
	☐
	Retinoblastoma

	
	4.
	☐
	Other, specify:



	Relevant previous medical conditions, procedures and treatments:
	List:
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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.


	Causative risk factors?
	0.
	☐
	None

	(Tick all that apply)
	1.
	☐
	History of Paget’s bone disease

	
	2.
	☐
	Fibrous dysplasia

	
	3.
	☐
	Previous radiotherapy

	
	4.
	☐
	Other: specify:




	Current medical conditions, signs and symptoms:
	List:






	Cancer signs and symptoms?
	0.
	☐
	None

	(Tick all that apply)
	1.
	☐
	Changes in a limb or other part of the body

	
	2.
	☐
	Swelling

	
	3.
	☐
	Redness

	
	4.
	☐
	Reduced movement

	
	5.
	☐
	Night pain only

	
	6.
	☐
	Pain

	
	7.
	☐
	Night sweats

	
	8.
	☐
	Weight loss

	
	9.
	☐
	Other, specify:
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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.



	Duration of symptoms?
	1.
	☐
	less than one week

	
	2.
	☐
	1 – 2 weeks

	
	3.
	☐
	3 weeks – 4 weeks

	
	4.
	☐
	5 weeks – 8 weeks

	
	5.
	☐
	2 – 5 months

	
	6.
	☐
	6 – 12 months

	
	7.
	☐
	more than 12 months



	Smoking status?
	0.
	☐
	Never

	
	1.
	☐
	Current

	
	2.
	☐
	Ex smoker





















	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.:
	



	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:
	







[bookmark: _Toc22811348]3:	Biochemistry & Haematology Source Data Form	Page 1 of 1

· 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

	 
	Not done:
	 ☐

	Albumin:
	
	g/L

	 
	Not done:
	 ☐

	Alk. Phosphatase (ALP):
	
	IU/l

	 
	Not done:
	 ☐

	LDH:
	
	IU/l

	 
	Not done:
	 ☐

	Creatinine
	
	Μmol/L

	 
	Not done:
	 ☐

	Haemoglobin:
	
	g/L

	 
	Not done:
	 ☐

	ANC:
	
	x109/L

	 
	Not done:
	 ☐

	Lymphocytes:
	
	x109/L

	 
	Not done:
	 ☐

	Platelets:
	
	 

	 
	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.


	Trial number:
	ICO- ___ ___ ___

	Patient name:
	

	Hospital no.:
	



	Primary tumour imaging carried out?
	Yes ☐
	No ☐

	If no primary tumour imaging carried out please give reason:
	Specify:



	MRI or CT?
	1.
	☐
	MRI

	
	2.
	☐
	CT



	Hospital where Primary tumour imaging carried out:
	

	Date primary tumour imaging performed:
	____/_____/_________
DD	MM	YYYY

	Reference for MRI/CT of primary tumour:
	



	Tumour size 
(max dimension on MRI/CT):
	
	cm



	Site of primary tumour:
	1.
	☐
	L Femur

	
	2.
	☐
	R Femur

	
	3.
	☐
	L Tibia

	
	4.
	☐
	R Tibia

	
	5.
	☐
	L Fibula

	
	6.
	☐
	R Fibula

	
	7.
	☐
	L Humerus  

	
	8.
	☐
	R Humerus  

	
	9.
	☐
	L Radius

	
	10.
	☐
	R Radius

	
	11.
	☐
	L Ulna

	
	12.
	☐
	R Ulna

	
	13.
	☐
	Scapula/Clavicle

	
	14.
	☐
	Pelvis/Sacrum

	
	15.
	☐
	Rib

	
	16.
	☐
	Spine

	
	17.
	☐
	Maxilla

	
	18.
	☐
	Mandible

	
	19.
	☐
	Other, specify:
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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.


	Location on bone 
	1.
	☐
	Proximal

	(if applicable):
	2.
	☐
	Distal

	
	3.
	☐
	Metaphysis (long bone)

	
	4.
	☐
	Epiphysis (long bone)  

	
	5.
	☐
	Diaphysis (long bone)

	
	6.
	☐
	Central (long bone)

	
	7.
	☐
	intercortical (long bone)

	
	8.
	☐
	surface (long bone)

	
	9.
	☐
	not applicable



	For Pelvic tumours: 
	1.
	☐
	P1 L Iliac wing

	section involved: 
	2.
	☐
	P2 L Acetabulum

	(tick all that apply)
	3.
	☐
	P3 L Anterior pelvis

	
	4.
	☐
	P4 L Sacrum

	
	5.
	☐
	P1 R Iliac wing

	
	6.
	☐
	P2 R Acetabulum

	
	7.
	☐
	P3 R Anterior pelvis

	
	8.
	☐
	P4 R Sacrum

	
	9.
	☐
	Other: specify:




	Intraarticular on imaging?
	Yes ☐
	No ☐
	Not known ☐



	Pathological fracture at diagnosis?
	Yes ☐
	No ☐



	Neurovascular bundle involved?
	Yes ☐
	No ☐



	Skip metastases imaging evidence?
	Yes ☐
	No ☐

	If yes, specify:
	1.
	☐
	Single 

	
	2.
	☐
	Multiple

	
	3.
	☐
	Same bone and/or transarticular



	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.:
	




	CT chest

	CT chest performed for mets at diagnosis?
	Yes ☐
	No ☐

	Hospital performed:
	

	Date performed:
	____/____/___
DD	MM	YYYY

	Report reference number:
	

	Are metastases present?
	Yes ☐
	No ☐
	indeterminate ☐

	If yes, give location(s):
	1.
	☐
	Lung: unilateral metastases

	(tick all that apply)
	2.
	☐
	Lung: bilateral metastases

	
	3.
	☐
	Lymph nodes

	
	4.
	☐
	Other, specify:



	If yes, state no. of Left metastases present:
	

	If yes, state no. of Right metastases present:
	

	Or, confirm if not stated:
	Not stated: ☐

	Size of largest metastasis 
	1.
	☐
	<5mm

	(mm):
	2.
	☐
	5 – 10mm

	
	3.
	☐
	>10mm

	If Indeterminate, size of largest metastases present:
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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.


	PET scan

	PET scan performed as staging at diagnosis?
	Yes ☐
	No ☐

	Hospital performed:
	

	Date performed:
	____/____/___
DD	MM	YYYY

	Report reference number:
	

	SUV of primary tumour:
	

	Are metastases present?
	Yes ☐
	No ☐
	indeterminate ☐

	If yes, give location(s):
	1.
	☐
	Bone

	(tick all that apply)
	2.
	☐
	Lymph nodes

	
	3.
	☐
	Other, specify:

	If yes, state no. of mets present:
	

	If yes, give site(s) of metastases:
	Specify: 






	Isotope bone scan

	Isotope bone scan performed for mets at diagnosis?
	Yes ☐
	No ☐

	Hospital performed:
	

	Date performed:
	____/____/___
DD	MM	YYYY

	Report reference number:
	

	Are bone metastases present?
	Yes ☐
	No ☐
	indeterminate ☐

	If yes, give location(s):
	1.
	☐
	Bone: distant mets

	(tick all that apply)
	2.
	☐
	Bone: skip mets

	
	3.
	☐
	Other

	If other, specify:
	


	If Bone: distant mets, give site(s):
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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.


	WB MRI

	WB MRI performed for mets at diagnosis?
	Yes ☐
	No ☐

	Hospital performed:
	

	Date performed:
	____/____/___
DD	MM	YYYY

	Report reference number:
	

	Are metastases present?
	Yes ☐
	No ☐
	Indeterminate ☐

	If yes, give location(s):
	1.
	☐
	Bone, specify site:


	(tick all that apply)
	2.
	☐
	Lymph nodes

	
	3.
	☐
	Other, specify:


	If yes, state no. of metastases present:
	






	If bone metastases demonstrated on PET, bone scan or WB MRI, were they confirmed by dedicated MRI?
	Yes ☐
	No ☐

	If yes, give report no.
	

	If yes, please supply pseudonymised report to UCL CTC

	Site:
	

	Size of largest metastasis 
	1.
	☐
	<5mm

	(mm):
	2.
	☐
	5 – 10mm

	
	3.
	☐
	>10mm




	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.

IF PATIENT DIAGNOSIS MADE ON BIOPSY PLEASE COMPLETE FORM BELOW:


	Trial number:
	ICO- ___ ___ ___

	Patient name:
	

	Hospital no.:
	



	Was a biopsy of primary tumour done?
	Yes ☐
	No ☐

	Date Primary tumour biopsy performed:
	____/_____/_________
DD	MM	YYYY



	Hospital where primary tumour biopsy performed:
	



	Histological subtype of 
	1.
	☐
	Osteoblastic osteosarcoma

	primary biopsy:
	2.
	☐
	Chondroblastic osteosarcoma

	
	3.
	☐
	Fibroblastic osteosarcoma

	
	4.
	☐
	Telangiectatic  

	
	5.
	☐
	Small cell

	
	6.
	☐
	High grade surface

	
	7.
	☐
	Surface periosteal

	
	8.
	☐
	Low grade central

	
	9.
	☐
	Surface parosteal

	
	10.
	☐
	Surface parosteal high grade

	
	11.
	☐
	Type not specified

	
	12.
	☐
	Other, specify:





	Is there a fresh frozen specimen stored?
	Yes ☐
	No ☐
	Not known ☐

	If yes, where is this specimen stored? 
	



	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.

IF PATIENT DIAGNOSIS MADE ON A PREVIOUS RESECTION, PLEASE COMPLETE FORM BELOW:



	Trial number:
	ICO- ___ ___ ___

	Patient name:
	

	Hospital no.:
	




	Has patient already had surgery to the primary tumour?
	Yes ☐
	No ☐



	Surgery to tumour prior to diagnosis: overall details

	Reason patient had surgery
	1.
	☐
	Biopsy inconclusive

	prior to diagnosis:
	2.
	☐
	emergency surgery

	
	3.
	☐
	Other, specify:


	Date of surgery (primary tumour resection) performed:
	____/_____/_________
DD	MM	YYYY

	This should be before date of registration.

	If yes, hospital where resection performed:
	

	Type of surgery (primary
	1.
	☐
	Amputation

	resection) performed:
	2.
	☐
	Limb salvage

	
	3.
	☐
	Other, specify:


	Resection Histology report reference number:
	

	Tumour maximum diameter (mm)
	
	mm

	Closest resection margins 
	1.
	☐
	<1mm

	
	2.
	☐
	1-2mm

	
	3.
	☐
	>2mm 

	
	4.
	☐
	Not stated.
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· [bookmark: _GoBack]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 THE PATIENT DIAGNOSIS WAS MADE ON A PREVIOUS RESECTION, PLEASE COMPLETE FORM BELOW:


	Surgery to tumour prior to diagnosis: overall details

	Lymphovascular invasion:
	Yes ☐
	No ☐

	Histological subtype of 
	1.
	☐
	Osteoblastic osteosarcoma

	primary resection:
	2.
	☐
	Chondroblastic osteosarcoma

	
	3.
	☐
	Fibroblastic osteosarcoma

	
	4.
	☐
	Telangiectatic  

	
	5.
	☐
	Small cell

	
	6.
	☐
	High grade surface

	
	7.
	☐
	Surface periosteal

	
	8.
	☐
	Low grade central

	
	9.
	☐
	Surface parosteal

	
	10.
	☐
	Surface parosteal high grade

	
	11.
	☐
	Type not specified

	
	12.
	☐
	Other, specify:





	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.:
	



Please Stage in accordance with Osteosarcoma TMN version 8, 01/01/18 below.



	Primary tumour T Stage:
1. Appendicular Skeleton, Trunk, Skull and Facial bones:

	
	T0
	☐
	No evidence of primary tumour

	
	T1
	☐
	Tumour 8 cm

	
	T2
	☐
	Tumour >8 cm

	
	T3
	☐
	Discontinuous tumours in the primary bone site.

	
	Tx
	☐
	Primary tumour cannot be assessed.




	Primary tumour T Stage:
2. Spine:

	
	T0
	☐
	No evidence of primary tumour

	
	T1
	☐
	Primary tumour confined to 1 vertebral segment or 2 adjacent vertebral segments

	
	T2
	☐
	Tumour confined to 3 vertebral segments

	
	T3
	☐
	Tumour confined to ≥4 adjacent vertebral segments or any non adjacent segments.

	
	T4
	☐
	Extension to the spinal canal or great vessels

	
	T4a
	☐
	Extension to the spinal canal

	
	T4b
	☐
	Evidence of gross vascular invasion or tumour thrombus in the great vessels.

	
	Tx
	☐
	Primary tumour cannot be assessed.
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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.



	Primary tumour T Stage:
3. Pelvis:

	
	T0
	☐
	No evidence of primary tumour

	
	T1
	☐
	Tumour confined to 1 pelvic segment with no extraosseous extension.

	
	T1a:
	☐
	Tumour 8 cm in greatest dimension

	
	T1b
	☐
	Tumour >8 cm in greatest dimension

	
	T2:
	☐
	Tumour confined to 1 pelvic segment with extraosseous extension or two segments without extraosseous extension.

	
	T2a
	☐
	Tumour 8 cm in greatest dimension

	
	T2b
	☐
	Tumour >8 cm in greatest dimension

	
	T3
	☐
	Tumour spanning 2 pelvic segments with extraosseous extension.

	
	T3a
	☐
	Tumour 8 cm in greatest dimension

	
	T3b
	☐
	Tumour >8 cm in greatest dimension

	
	T4 
	☐
	Tumour spanning 3 pelvic segments or crossing the sacroiliac joint.

	
	T4a
	☐
	Tumour involves the sacroiliac joint and extends medial to sacral neuroforamen.

	
	T4b
	☐
	Tumour encasement of external iliac vessels or presence of gross tumour thrombus in major pelvic vessels.

	
	Tx
	☐
	Primary tumour cannot be assessed



	Regional lymph nodes (N):

	
	N0
	☐
	No regional lymph node metastasis

	
	N1
	☐
	Regional lymph node metastasis

	
	Nx
	☐
	Regional lymph nodes cannot be assessed: because of rarity of lymph node involvement in bone sarcomas, the designation of Nx may not be appropriate and cases should be considered N0 unless clinical node involvement is clearly evident.
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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.



	Distant metastasis (M)

	
	M0
	☐
	No distant metastasis

	
	M1
	☐
	Distant metastasis

	
	M1a
	☐
	Lung

	
	M1b
	☐
	Bone and other distant sites




	Histologic Grade (G):

	
	G1
	☐
	Well differentiated, low grade

	
	G2
	☐
	Moderately differentiated, high grade

	
	G3
	☐
	Poorly differentiated, high grade

	
	Gx
	☐
	Grade cannot be assessed.




	Anatomic Stage/Prognostic groups:
1. Appendicular Skeleton, Trunk, Skull and Facial bones:

	
	IA
	☐
	T1, N0, M0, G1 or Gx

	
	IB
	☐
	T2, N0, M0, G1 or Gx, or

	
	IB
	☐
	T3, N0, M0, G1 or Gx

	
	IIA
	☐
	T1, N0, M0, G2 or G3

	
	IIB
	☐
	T2, N0, M0, G2 or G3

	
	III
	☐
	T3, N0, M0, G2 or G3

	
	IVA
	☐
	Any T, N0, M1a, any G

	
	IVB
	☐
	Any T, N1, any M, any G, or

	
	IVB
	☐
	Any T, any N, M1b, any G





	Completed by:

	Name:
	
	Signature:
	
	Date:
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