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	2.3.5
Partially covered in previous guidelines under 2.1.10 iii 
	Laboratories should ensure that they have a way of identifying and documenting changes made by manufacturers to the raw material used for reagents or test systems;
	Y     N    N/A

	
	

	2.5.2 
	Planned preventative maintenance /emergency repair will require a documented “return to service” procedure to be in place
	Y     N    N/A
	
	

	2.5.3 
	A policy with respect to the manual editing and authorisation of test results should include the designation of staff allowed to edit results, with password controlled access where possible
	Y     N    N/A


	
	

	3.3.1 

see also 4.3.3 in previous guidelines
	There should be a procedure for documenting telephone requests and identify what core patient identifiers need to be provided at the time of request/enquiry by the clinician and what patient identifiers and information are recorded by the laboratory
	Y     N    N/A


	
	

	3.5.1
	Policy for duplicate records

	Y     N    N/A
	
	

	3.9.2


	Pre-transfusion samples be retained for at least 3 days post transfusion
	Y     N    N/A
	
	

	4.1.2
	Fully automated systems should be used where possible
	Y     N    N/A

	
	

	4.2.3
	Process in place to reduce risks of misinterpretation of false positives
	Y     N    N/A
	
	

	4.3.1 

	Consideration can be given to omitting the reverse group on subsequent samples, where:

· There should be no manual intervention or manual editing of results;

· There must be at least one valid historical record where testing included a reverse group &  this should have been performed in a fully automated system, in control of the LIMS or analyser, with no manual edits
	Y     N    N/A

Y     N    N/A


	
	

	4.4.8
	Where controls do not give the expected reactions, investigations must be undertaken to determine the validity of all test results subsequent to the most recent valid control results
	Y     N    N/A


	
	

	4.5.1

	Manual intervention may be required in automated systems, but this should be auditable: reaction patterns and any associated edits should be stored and accessible on the LIMS
	Y     N    N/A


	
	

	4.5.2
	Documented policy for dealing with edited results
	Y     N    N/A


	
	

	4.5.3


	Reactions brought forward for review should be visually inspected before decisions are made
	Y     N    N/A


	
	

	4.5.5
	The chosen procedure should be suitable for use 24/7
	Y     N    N/A
	
	

	4.6.1

	Patient demographics on the sample are checked against the computer record prior to validation of results (preferably prior to testing) to ensure that they match and no errors have been made during data entry onto the LIMS
	Y     N    N/A


	
	

	5.3.5

	Stability of screening cells should be validated locally for routine use in the laboratory whether located on the analyser or bench or in a refrigerator
	Y     N    N/A


	
	

	5.3.6

	Validation should be used to determine a time limit for each bottle of cells once opened, and should be repeated when / if storage conditions or usage patterns change
	Y     N    N/A
	
	

	5.4.6

	Controls for antibody screening should be selected so that each screening cell is expected to give both a positive and negative reaction
	Y     N    N/A
	
	

	5.4.7

	The specificity of controls should be reviewed against the antigen profile of any new lot of screening cell
	Y     N    N/A
	
	

	5.4.8
	The antibody screening control pass or fail criteria should ensure that each cell gives the expected reaction (positive or negative) with the chosen antisera
	Y     N    N/A
	
	

	6.4.4
	When an Rh antibody is suspected, the C, c, E, e types should be determined to aid in the selection of appropriately phenotyped red cells
	Y     N    N/A


	
	

	6.4.7

	A positive DAT may be encountered as part of an investigation into haemolytic anaemia or transfusion reaction. When the DAT is positive in patients transfused within the previous month, an eluate should be prepared and tested for the presence of specific alloantibodies. The results should be used in selection of blood for transfusion.
	Y     N    N/A


	
	

	7.2.1

	Unless secure electronic patient identification systems are in place, a second sample should be requested for confirmation of the ABO group of a first time patient prior to transfusion, where this does not impede the delivery of urgent red cells or other components
	Y     N    N/A


	
	

	7.2.4

	Ideally, one person should carry out the crossmatching procedure from beginning to end, one crossmatch at a time. Where this is not possible, there should be an audit trail of any individuals involved in any stage of the procedure
	Y     N    N/A


	
	

	7.3.5

	An appropriate positive control should be set up with every crossmatch
	Y     N    N/A
	
	

	7.5.3

	Laboratories that routinely perform electronic issue should have a documented contingency plan, including validated manual processes, in case of IT failure
	Y     N    N/A


	
	

	7.5.5/7.5.6

	The overall process for determining eligibility for EI must be controlled by the LIMS and not rely on manual intervention or decision making.
Testing is fully automated


	Y     N    N/A

Y     N    N/A


	
	

	7.6.4


	The LIMS should control selection and issue of red cells and other blood components, e.g. antigen negative, irradiated, etc., where applicable to an individual patient. This should also include special requirements based on patient demographics, e.g. age and gender
	Y     N    N/A
	
	

	7.6.5


	The LIMS should prevent issue of red cells against a sample which is not valid for red cell issue, e.g. time expired
	Y     N    N/A
	
	

	7.9.1
	Females of child-bearing age should receive K- red cells
	Y     N    N/A


	
	

	7.21.7


	Blood component labels should only be printed and attached for one patient at a time to avoid the risk of transposition of labels between units for different patients
	Y     N    N/A


	
	

	7.21.8
	If duplicate labels are produced, the laboratory should have a robust procedure (line-clearance) to prevent incorrect labels being available to be inadvertently attached to components for a subsequent patient.
	Y     N    N/A


	
	

	8.2.1


	Laboratories should have written protocols in place which define the responsibilities of all staff in dealing with urgent requests. These should include:

i. Who is permitted  (eg which grade of clinician) to authorise different types of exceptions

ii. The communication pathways betweene relevant personnel eg the clinicial responsible for the patient, the medical staff responsible for transfusion and laboratory BMS

iii. The contact details and triggers for referring a case to blood service medical staff
	Y     N    N/A 

Y     N    N/A

Y     N    N/A


	
	

	8.3.1

	There should be a sample acceptance policy defining the minimum patient identification required to release group identical (rather than group O) red cells
	Y     N    N/A


	
	

	8.4.4

	The result must be documented and confirmed as soon as possible by routine methods if these differ from emergency procedures
	Y     N    N/A


	
	

	8.5.1

	In emergency situations blood may be issued without an antibody screen. Retrospective antibody screening should be performed where blood has been issued in an emergency
	Y     N    N/A


	
	

	8.6.4
	The following should be covered by a concessionary release procedure (an example is shown in Appendix 9:

i. Use of D positive blood for a D negative patient who would normally be excluded form receiving D positive units

ii. Use of antigen positive or untyped red cells in patients with atypical red cell antibodies
iii. Issue of red cells to patients with AIHA with the necessary exclusion of underlying antibodies. This is the only circumstance where ‘least incompatible’ red cells might be the best option.
iv.  Issue of components that do not meet special requirements, e.g. CMV negative or irradiated.
	Y     N    N/A
Y     N    N/A
Y     N    N/A
Y     N    N/A
	
	

	9.3.2
	The use of serum samples is recommended wherever possible for the post transfusion antibody investigation in order to identify weak antibodies
	Y     N    N/A
	
	


Additional items – these can identified locally

	
	
	Compliance Y     N    N/A
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