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Interventional Radiology Service
Royal Infirmary of Edinburgh

Little France

Dalkeith Road 

Edinburgh

EH16 4SA
Date:



Enquiries to:
Gill Arnott, Secretary
Extension
            0131 242 3734
Email 
gillian.arnott@luht.scot.nhs.uk
Dear Dr

I am writing in response to the recent announcement from NHS Scotland in which they have confirmed that selective internal radiation therapy (SIRT) will be commissioned for all eligible NHS patients with previously treated colorectal liver metastases and intrahepatic cholangiocarcinoma through the Royal Infirmary of Edinburgh.

Selective Internal Radiation Therapy or SIRT (also known as radioembolisation) is an innovative therapy that has been developed for the treatment of unresectable primary and secondary liver cancer. The technique involves infusing millions of radioactive beads (Yttrium-90 microspheres) into the arterial blood supply of the liver.
The colorectal / liver MDT at your hospital is now in a position to refer NHS patients eligible for treatment with SIRT to the Royal Infirmary of Edinburgh.  Please see below the agreed NHS patient selection criteria:
	SIRT Patient Selection Criteria:

	For patients with metastatic colorectal cancer:

· Histologically confirmed carcinoma with liver-only or liver-dominant (see below) metastases not amenable to curative (R0) liver surgical resection, which must be agreed at local multi-disciplinary team (MDT) meeting with hepatic surgery & radiology representation.  
· Unequivocal and measurable CT evidence of liver metastases which are not treatable by surgical resection or local ablation with curative intent at the time of trial entry   

· No clinical trial of SIRT available as alternative treatment

· WHO performance status of 0–2

· Life expectancy > 3 months

· There should be evidence of clinical progression during or following both oxaliplatin-based and irinotecan-based chemotherapy, unless the patient has a specific contraindication to chemotherapy or did not tolerate either regime

· Adequate haematological and hepatic function (recorded within 29 days of MDT discussion) as follows: 

· serum bilirubin

( 1.5 x ULN 

· absolute neutrophil count 
> 1.5 x 109/L

· platelets 


> 100 x 109/L

· Albumin


( 30 g/L 

· Patients are permitted to have the primary colorectal tumour in situ

· Patients are permitted to have limited extra-hepatic disease, e.g. lung metastases, multiple lymph nodes or low-volume peritoneal disease, but the MDT must agree that the extra-hepatic disease is not likely to be life-threatening or a cause for significant morbidity if the liver metastases can be controlled with locally directed therapy. Patients with central nervous system metastases or bone metastases are not eligible.

· Female patients must either be post-menopausal or, if pre-menopausal and sexually active, using an acceptable method of contraception

· Male patients, if sexually active with a pre-menopausal partner, must be using an appropriate method of contraception 

· Female patients should not be pregnant or breast-feeding

· Patients should not have evidence of ascites, cirrhosis or portal hypertension (as determined by clinical or radiological assessment) 

· Patients should not have had previous portal venous embolization or previous chemo-embolisation 
· Patients should not have had previous radiotherapy to the upper abdomen or the right lower thorax 

· Patients should not have had non-malignant disease that would render the patient hypersensitive to radiotherapy, e.g. an inherited syndrome

For patients with Intrahepatic Cholangiocarcinoma:

· All eligible patients should be offered access to clinical trials where appropriate.

· There should be evidence of clinical progression during or following standard chemotherapy, unless the patient has a specific contraindication to chemotherapy.

· No clinical trial of SIRT available as alternative treatment

· WHO performance status of 0–2

· Life expectancy > 3 months

· Adequate haematological and hepatic function (recorded within 29 days of MDT discussion) as follows: 

· serum bilirubin                            ≤1.5 x ULN 

· absolute neutrophil count           > 1.5 x 109/L

· platelets                                      > 100 x 109/L

· Albumin                                      ≥ 30 g/L 

· Patients are permitted to have limited extra-hepatic disease, e.g. lung metastases, multiple lymph nodes or low-volume peritoneal disease, but the MDT must agree that the extra-hepatic disease is not likely to be life-threatening or a cause for significant morbidity if the malignant disease within the liver can be controlled with locally directed therapy.  Patients with central nervous system metastases or bone metastases are not eligible.

· Female patients must either be post-menopausal or, if pre-menopausal and sexually active, using an acceptable method of contraception

· Male patients, if sexually active with a pre-menopausal partner, must be using an appropriate method of contraception 

· Female patients should not be pregnant or breast-feeding

· Patients should not have evidence of ascites, cirrhosis or portal hypertension (as determined by clinical or radiological assessment) 

· Patients should not have had previous portal venous embolization or previous chemo-embolisation 

· Patients should not have had previous radiotherapy to the upper abdomen or the right lower thorax 

· Patients should not have had non-malignant disease that would render the patient hypersensitive to radiotherapy, e.g. an inherited syndrome




We would be grateful if you could supply us with the following information if available:
Documentation of the prior treatment

· chemotherapy, 

· surgical intervention and/or ablation
Liver and kidney function tests (no longer than two weeks old):

· Liver enzymes GGT, LDH, ALT, AST
· Bilirubin 

· Albumin
· Coagulation parameters PTT, prothrombin time test, INR
· Creatinine

Imaging based on CT-, MRI-, PET- or PET/CT scans (no longer than four weeks old):

· to evaluate suitability of mesenteric arterial anatomy

· if possible CTA of the mesenteric arteries with 1mm slice thickness available on national PACS.

· to evaluate presence of ascites

· to evaluate the possibility of portal vein thrombosis
· to exclude significant metastasis outside the liver
Evidence of tumour markers:

· CEA and CA 19-9 for colorectal cancer and cholangiocarcinoma

In order to make it easier for you to identify appropriate NHS patients for SIRT referral we have developed a two-page SIRT referral form which is enclosed with this letter and can be used during your MDT to evaluate whether a patient might be eligible for SIRT or not given the selection criteria.

SIRT Patient Referral Form

For patients with previously treated, liver dominant metastatic colorectal cancer and previously treated intrahepatic cholangiocarcinoma not amendable to liver resection.

Patient Name:



DOB:


NHS number:

Colorectal primary:
   
Colon


Rectum

Primary in situ
Is there evidence of clinical progression during or following both oxaliplatin-based and irinotecan-based chemotherapy (unless the patient has a specific contraindication to chemotherapy or did not tolerate either regime)?

No – patient is excluded 

Yes 

Intrahepatic cholangiocarcinima:

Peripheral

Central

Is there evidence of clinical progression during or following standard chemotherapy (unless the patient has a specific contraindication to chemotherapy)?

No – patient is excluded

Yes

	Presence of one of the following criteria excludes a SIRT referral:
	Yes
(exclude)
	No

	WHO performance status of ≥3
	
	

	Central nervous system metastases or bone metastases
	
	

	Ascites, cirrhosis or portal hypertension
	
	

	Previous portal venous embolization or previous chemoembolisation
	
	

	Previous radiotherapy to upper abdomen or right lower thorax
	
	

	Non-malignant disease that would render the patient hypersensitive to radiotherapy, e.g. an inherited syndrome
	
	


Performance status:

0
1
2

Comorbidity: 
Yes 

No 

Extrahepatic disease:
No 




Yes (please specify:………………………………………………..)
Previous surgery and/or ablation:

	
	Intent
	Dates
	Response

	Surgery/ablation 1
	
	--/--/--
	

	Surgery/ablation 2
	
	--/--/--
	

	Surgery/ablation 3
	
	--/--/--
	


Previous chemotherapy:


	
	Chemotherapy
	Intent
	Dates (from/to)
	Response
	Progression (date)

	Line 1
	
	
	to
	
	

	Line 2
	
	
	to
	
	

	Line 3
	
	
	to
	
	

	Line 4
	
	
	to
	
	

	Line 5
	
	
	to
	
	


Blood tests: 

 
	Date:
	
	
	
	

	Test:
	Bilirubin
	ANC (neutrophils)
	Platelets
	Albumin

	Threshold value:
	≤1.5 x ULN
	> 1.5 x 109/L
	> 100 x 109/L
	≥ 30 g/L

	Actual value:
	
	
	
	


Imaging:

Type of imaging (CT, MRI, PET):

Date of last image:

Arterial phase CT of liver and mesenteric arteries


Slice thickness – 


Tumour markers:

	Date:
	
	

	Tumour marker:
	CEA
	CA 19-9

	Value:
	
	


Further information:

Discussed at local MDT: 
Upper GI 

CRC 


HPB 
Date of patient referral: 
Dr G Weir

