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NW GLH ctDNA Pathway SOP
This SOP outlines the basic steps to follow for NHS Trusts to access ctDNA testing kits for breast and lung ctDNA testing.  
All documents are available at https://mft.nhs.uk/nwglh/test-information/cancer/ctdna/
	 Step
	Activity

	1
	Required materials

· Roche cell-safe blood tubes (2 tubes per patient)
· Instructions for Use (IFU)
· NWGLH ctDNA lung or breast request form 








· Patient information sheet



	2
	Eligibility Criteria for patients

Lung Cancer M4.14
Patients with radiologically suspected stage III/IV lung cancer, likely unsuitable for curative intent surgery or radical radiotherapy and an ECOG Performance Status between 0-3.
 Additionally, patients with a confirmed new histological diagnosis of NSCLC, previously untreated for advanced disease where diagnostic molecular testing has failed, and an alternative option would be to re-biopsy.



Breast Cancer M3.13
AT PROGRESSION:
 
ESR1 - As per NICE recommendation (TA1036) to guide treatment decisions in patients with ER positive, HER 2 negative advanced / metastatic breast cancer that are progressing on first line treatment with endocrine therapy plus CDK 4/6 inhibitors (NB. Patients must have received at least 12 months of treatment).
 PIK3CA/AKT1/PTEN - As per NICE recommendations (TA816, TA1063) to guide treatment decisions in patients with ER positive, HER 2 negative advanced / metastatic breast cancer that are progressing on first line treatment with an aromatase inhibitor plus CDK 4/6 inhibitor.





	3
	Blood collection

Please follow the instructions outlined in the IFU for sending samples to NW GLH





[bookmark: _Hlk172641390]Please avoid sending samples on a Friday if possible as the laboratory cannot process samples over the weekend and therefore the sample may be delayed.


	4
	NW GLH test request form

Complete all sections of the test relevant request form
[bookmark: _MON_1798459329]


Please note mandatory fields are:
DOB
Sex
Has the patient had any type of transplant
        If yes please state type(s)
Sample collection date (dd/mm/yyyy)
Confirmation patient meets breast or lung cancer testing eligibility as described in the national genomic test directory


	5
	Shipping

Ensure blood bottles and completed NW GLH ctDNA request form are packaged appropriately and sent to the address below using your usual trust delivery processes.

NW Genomic Laboratory Hub 
Sample Reception 
6th Floor 
St Mary’s Hospital 
Oxford Road 
M13 9WL 

The samples should ideally arrive at the NWGLH within 48 hours of venepuncture.  


	6
	Results

Results will be sent securely to the emails provided on the test request form via NHS.net or hospital email (.nhs.uk).  Please include: -

· The referring clinician/department
· Lead oncologist

Results usually available within 14 calendar days.
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