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	Urgent Field Safety Notice
Microplates E.M.®Technology for ABO blood grouping and Rh-Kell phenotyping. 
Potential False positive results 

Immediate actions required


Our reference: FSN/2019/4
11 february 2019
Attention: Laboratory Managers, Director of Health Institutes and Vigilance Representative.
Dear valued customers
This notice has been issued to advise you of immediate actions required related to the following affected devices:
	Device Name
	Reference
	Lot number

	DuoLys
	79960
	see attached list

	ABD-Lys
	79967
	

	Groupa 2 Lys 
	79964
	

	Groupa A1 Lys
	79965
	

	Groupa DVI Lys
	79969
	

	PhenoLys
	79962
	


Problem description
We have been informed of an increase of some doubtful to false positive reactions during the grouping ABO, and phenotyping Rh-Kell tests.

The false positive images look like double population with weak intensity (? to 2+ interpretation).
Our investigations fixed the root cause of this phenomenon and determinate the concerned lots.

1% of the microplates are partially concerned due to an issue of the production process.

No damage for the true positive reactions.
Risk assessment
With double determination, a potential false positive result is very unlikely.

However in this case: 
· For the ABO antigens, a discrepancy with the reverse typing, or with the compatibility test, or the ABO blood group compatibility before a transfusion at patient’s bedside, will stop the transfusion.
· For the systems Rh-Kell antigens, the risk is the immunization of patient or pregnant woman which will be detected by the antibody screening test before the next transfusion or the following pregnancy.

If only one determination is practiced for the Rh-Kell systems, the risk is a patient immunization after the first transfusion which will be detected by the antibody screening test or/and by the compatibility test before a next transfusion.
In the case of laboratories for blood donation qualification, if a blood bag with a false positive result is transfused, there is no risk for the patient to be transfused as the antigen is really absent from donor red blood cells.
Resolution

Corrective actions are implemented, and new lots are being produced. These will be progressively available.
Required actions by users
In case of doubtful to 2+ reactions, we advise you to confirm the results with another microplate or with another technique.


Please complete the enclosed Field Safety Corrective Action (FSCA) response form  
immediately and return it by fax to +33 (0)3 20 96 53 64 or by email to 
hotline@diagast.com.
Transmission of this field safety notice

Please provide a copy of this notice to all individuals within your organization, as well as to any third parties with whom you interact, who may have access to or knowledge of affected reagent. Please maintain awareness to this field safety notice as appropriate to ensure its effectiveness.
The undersigned confirm that DIAGAST has provided a copy of this FSN to the relevant competent authorities.

We regret any inconvenience that this action may have caused to you or your staff. 

Sincerely yours.
Jean-Michel BASSE
Quality & Regulatory affairs Director  
Attachment : FSCA response form.
List of the concerned devices lots
	Device Name
	Reference
	Lot number
	Expiry Date

	DuoLys
	79960
	349000
	30/11/2019

	
	
	350000
	30/11/2019

	
	
	351000
	31/12/2019

	
	
	352000
	31/12/2019

	
	
	353000
	31/12/2019

	
	
	354000
	31/01/2020

	
	
	356000
	30/04/2020

	
	
	359000
	31/05/2020

	ABD-Lys
	79967
	175000
	31/01/2020

	
	
	176000
	31/01/2020

	
	
	177000
	29/02/2020

	
	
	178000
	31/03/2020

	
	
	179000
	31/03/2020

	
	
	180000
	31/03/2020

	
	
	181000
	31/03/2020

	
	
	182000
	30/04/2020

	
	
	183000
	31/03/2020

	
	
	184000
	31/03/2020

	
	
	185000
	31/05/2020

	Groupa 2 Lys 
	79964
	076000
	31/12/2019

	
	
	077000
	31/03/2020

	
	
	078000
	31/05/2020

	
	
	079000
	31/05/2020

	Groupa A1 Lys
	79965
	034000
	30/06/2019

	Groupa DVI Lys
	79969
	052000
	31/05/2019

	PhenoLys
	79962
	632000
	30/04/2020
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	Field Safety Corrective Action (FSCA) 
Response Form
Note: Please complete this form even if you do not have any remaining affected product in your inventory and return by email at hotline@diagast.com 




Our reference°: FSN /2019/4
Date: 11 february 2019
Affected devices
	Device Name
	Reference
	Lot number

	DuoLys
	79960
	see attached list

	ABD-Lys
	79967
	

	Groupa 2 Lys 
	79964
	

	Groupa A1 Lys
	79965
	

	Groupa DVI Lys
	79969
	

	PhenoLys
	79962
	


Customer information
	Customer Account Nr
	

	Society  Name
	

	Manager Name
	

	Adresse
	

	Email
	


We acknowledge the receipt of the FSCA referenced above and that the information therein has been shared with all users of the affected devices within our organization, as well as with any third parties to whom we may have transferred any affected devices.
Response date : 
Stamp/Signature :
	DIAGAST

251 Avenue Eugène Avinée – Parc Eurasanté

59120 Loos – France

Tel : +33 (0) 20 96 53 53 – Fax : +33 (0)3 20 96 53 54
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