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	Ein cyf / Our ref: 255/20/FOI 


	Dyddiad / Date: 2nd November 2020


Further to your request for information dated 5th October 2020, I am pleased to provide the following response. 

Your request and our response:

1. What method or test is used to determine the amplification status of equivocal HER2 “2+” breast core biopsies? (e.g. Fluorescence In Situ Hybridisation)

The method used to assess HER-2 gene implication is Fluorescence In-Situ Hybridisation (FISH) or VENTANA HER2 Dual ISH DNA Probe in Situ Hybridisation (DDISH).

2. Is this test performed in-house or externally? (If externally, please state where the test is performed.) 

Previously this has been sourced externally and we have used The Christie Foundation Trust. However, recently we have validated VENTANA HER2 Dual ISH DNA Probe in Situ Hybridisation which is equivalent to FISH and is now performed in-house. 
3. What is the individual cost to perform one of these tests?

	Costs for Repatriating
	DDISH (Breast)
	GASTRIC HER 2

	Reagents
	£72.80
	£27.00

	Consumables
	£15.00
	£5.00

	Savings in postage costs
	£3.00
	£3.00

	Cost/case
	£84.80
	£29.00

	Savings/Case 
	£105.40
	£47.10


4. What is the average waiting time (in days) for an exact HER2 score (HER2:CEP17 ratio) to be received by a consultant for a breast core biopsy once it has been proven to be equivocal “2+”? (If an exact time is not available, please could you provide an approximation?)

FISH takes 1.5 weeks on average. 
DDISH in-house now takes approximately 1 day.
5. What is the range in waiting times (in days) for an exact HER2 score (HER2:CEP17 ratio) to be received by a consultant for a breast core biopsy once it has been proven to be equivocal “2+”? (If an exact time is not available, please could you provide an approximation?)  
Please see our response to question 4. 

6. How many breast core biopsies were tested for their HER2 amplification status in 2019? Of these, how many were equivocal “2+” cases that needed an additional test to calculate the exact score (HER2:CEP17 ratio)?

In accordance with the Freedom of Information Act 2000, this letter acts as a Refusal Notice under section 17 of the Act.
The Health Board does not hold the data regarding how many equivocal “2+” cases needed an additional test to calculate the exact score in a format that would enable us to fully respond to your request to the level of detail required.  
As this is not information that the Health Board routinely compiles, we would have to carry out a specific exercise to collate this data.  From our preliminary assessment, we estimate that to comply with your particular request would exceed the appropriate costs limit under section 12 of the Freedom of Information Act 2000.  This is currently £450.  In reaching this decision we estimate that it would take staff in excess of 386 hours to review 1547 records. This figure is based on a timescale of 15 minutes per record, there being over a thousand records to review. Therefore, to obtain the data would work out at approximately 386 hours @ £25.00 per hour (cost permitted under the Act) = £9,650.

We welcome correspondence through the medium of Welsh
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