Association of Clinical Cytogeneticists

Preparation of professional Standards Guidelines

Areas of standardisation for TP53 deletion FISH testing in CLL
There is a need for updated professional guidelines for FISH studies in oncology. Some of these guidelines can be generic; others will need to be disease-specific. Loss of TP53 is known to have clinical significance in a variety of malignancies, and cytogeneticists often receive requests to assay this loss in chronic lymphocytic leukaemia. It is known that many factors influence the result and some degree of standardisation may help to reduce the variability. This questionnaire is intended to discover what is current practice in the UK, to gather opinions and comments based on your experience, and use the results to draw up new guidelines.
Section A: Pre-analytical

1. What type of sample(s) do you receive for this test? 

(Please tick all that apply. If you are able to give rough figures for numbers of specimens received per annum, please do so.)
	Blood in EDTA
	
	

	Blood in preservative-free heparin
	
	

	Blood in Lithium heparin
	
	

	Blood film 
	
	

	Bone marrow in EDTA
	
	

	Bone marrow in preservative-free heparin
	
	

	Bone marrow in Lithium heparin
	
	

	Bone marrow in culture medium
	
	

	Bone marrow smear
	
	

	Tissue biopsy, fresh
	
	

	Tissue biopsy, touch prep
	
	

	Tissue biopsy, paraffin-embedded
	
	

	
	
	


2. For “wet” tissues, i.e. blood or bone marrow, do you generally use

	Films / smears made in your lab
	
	

	Uncultured, processed, fixed cells
	
	

	Cultured, processed, fixed cells
	
	

	Cytospin preps
	
	

	
	
	


Why is this your method of choice?

3. Do you measure the % of B cells in the sample you receive? If so, how?
3. Do you have knowledge of the immunophenotype of the sample you receive?
	Usually no
	

	Usually yes
	

	Sometimes (please give details)
	


4.  Do you use any method of sample enrichment e.g. for CD19+ve cells?
	Usually no
	

	Usually yes (please give details)
	


5.  Do you selectively score cells according to their morphology?

	Usually no
	

	Usually yes (please give details)
	


6.  Please describe the FISH probe(s) you use:
	Vysis CLL panel, TP53 & ATM
	

	Vysis dual colour, TP53 & 17cen
	

	
	

	
	

	
	

	
	


7. How do you validate the probe(s) you use?
Section B: Analytical

1. Who does the primary analysis?

	
	
	Number of

cells scored

	Scientist
	
	

	MTO / BMS / Other
	
	

	Automated system
	
	

	
	
	


2. Who does the checking / secondary analysis?

	
	
	Number of

cells scored

	Scientist
	
	

	MTO / BMS / Other
	
	

	Automated system
	
	

	
	
	


3) What is the lab policy if the two scores are different to a potentially significant level?
4). Is the scoring that is done by staff carried out
	down the microscope
	

	using on-screen images
	

	
	


Section C: Post Analytical

In this section we are trying to establish the boundaries of normal loss, borderline loss, and clearly abnormal loss. Please give details if you have different thresholds for different tissues / probes / etc.

1. When you report the study, do you state the percentage loss?

	Yes, always
	

	No, never
	

	Sometimes (Please give details)
	


2. What is your upper limit of normal loss? 

3. What is your lower limit of definitely abnormal loss?

4. How do you report loss that is between your “normal” threshold and 20%?

(Please give an example of the wording on your report.)
5. Do you report on prognosis and/or the treatment implications of a positive result?

No (Please give your reasons)


Yes (Please give example of the wording used)
6. Do you work as part of a multidisciplinary diagnostic team? (i.e. in association with immunophenotyping, molecular diagnostics, and morphology.)
	No
	

	Yes (please give details)
	


7. Please describe any other aspects of your FISH TP53 deletion service that have not been already covered here:
8. Please provide any further advice or comments you feel would help in the preparation of professional guidelines for this particular assay:

Name of person completing this questionnaire: 

Laboratory: 

Please return the completed questionnaire by email as soon as you can.
Edna.Maltby@sch.nhs.uk
Thanks.

