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URGENT RECALL/CORRECTION/FIELD SAFETY NOTICE 

            PN# CRϭϳϬϬϮϴ 

Commercial name of the affected product: LABScreen® Multi 

FSCA-identifier: CR170028 

Type of action: Review Product Insert 

 

19 April 2017 

 

Attention: Distributors and Users  

The purpose of this letter is to advise you that One Lambda, Inc., A Thermo Fisher Scientific brand, is conducting a recall/correction 

of the LABScreen® Multi product documentation.  

 

Reason for the Voluntary Recall (Description of the problem): 

The Product Insert (LM-MUTR-PI Rev 8, released on April 20, 2016) incorrectly states, in the Instrument Requirement section, the 

capability to use the LABScan 3D (Luminex FM3D) instrument in conjunction with the LABScreen Multi product.  The product 

functions as indicated, this is a documentation error only.   

 

Risk to Health: Theƌe is Ŷo ƌisk to the patieŶt oƌ eŶd useƌ as a ƌesult of this pƌoďleŵ.  AĐƋuisitioŶ of the pƌoduĐt usiŶg LABSĐaŶ ϯD is 
Ŷot likelǇ, as Ŷo LSMUTR aĐƋuisitioŶ pƌotoĐols ǁeƌe Đƌeated foƌ the LABSĐaŶϯD.  
 

Product and Distribution Information: 

Catalog ID: LSMUTR Lot:  007   

Batch: 0000091458    Expiration Date:  2/28/2018 

  0000099706    5/31/2018 

  0000145845    11/13/2018 

 

Action to be taken by the user or distributor: Please download LABScreen Multi Instruction for Use revision 9 (LM-MUTR-PI Rev 9) 

from the One Lambda website and discontinue the use of any LABScreen Multi Instruction for Use with revision 8 (LM-MUTR-PI Rev 

8).  If the pƌoduĐt ǁas aŶalǇzed usiŶg the LABSĐaŶ ϯD iŶstƌuŵeŶt ;LuŵiŶeǆ FMϯDͿ, ƌe-aŶalǇze the ƌesults usiŶg the LABSĐaŶ ϭϬϬ 
;LuŵiŶeǆ ϭϬϬ/ϮϬϬͿ to eŶsuƌe aĐĐuƌaĐǇ.  
 

End User: Please Đoŵplete the attaĐhed Acknowledgement Form and return to One Lambda, Inc.  

 

Distributors – ouƌ ƌeĐoƌds iŶdiĐate that Ǉou ŵaǇ haǀe puƌĐhased pƌoduĐts foƌ ƌe-sale.  Please Đoŵplete the 
Acknowledgement Form in regards to inventory you have received and/or is still in stock.  In addition, please contact 

your affected customers, advise them of the situation and provide them with a copy of this letter.  Please insert your 

information onto the Acknowledgement Form and have your end users return the Acknowledgement Form back to you.   

 

Type of Action by the Manufacturer: Update to LABScreen Multi Instruction for Use (LM-MUTR-PI) to remove the statement for 

use on the LABScan 3D (Luminex FM3D).  

 

Transmission of this Field Safety Notice: This notice needs to be passed on to all who need to be aware within your organization or 

to any organization where the potentially affected devices have been transferred.   

 

Contact reference person: If you have additional questions or concerns regarding this ŵatteƌ, Ǉou ŵaǇ ĐoŶtaĐt OŶe Laŵďda’s 
Custoŵeƌ Suppoƌt teaŵ foƌ assistaŶĐe at Eŵail: teĐhsuppoƌt@oŶelaŵďda.Đoŵ oƌ PhoŶe: +ϭ ;ϴϭϴͿ ϳϬϮ-ϬϬϰϮ.   You ŵaǇ also ĐoŶtaĐt 
ouƌ authoƌized ƌepƌeseŶtatiǀe iŶ GeƌŵaŶǇ: MDSS GŵďH, Tel.: +ϰϵ ϱϭϭ ϲϮϲϮϴϲϯϬ, ǀigilaŶĐe@ŵdss.Đoŵ 

 

We appreciate your immediate attention to this field correction.  We apologize for any inconvenience this may have caused and 

appreciate your understanding as we take action to ensure customer safety and satisfaction.   

The undersigned confirms the appropriate Regulatory Agencies have been advised of this Field Safety Notice.   

 
Angela Estany 

Regulatory Affairs and Quality Director        

mailto:techsupport@onelambda.com
mailto:vigilance@mdss.com
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Field Safety Notice Return Response 

ACKNOWLEDGEMENT FORM 

 
           PN# CR170028 

Customer Information (Please Complete)  

 

Name:  

 

Address: 

 

Product: LABScreen® Multi 

Catalog ID: LSMUTR 

Lot: 007 Batch: 0000091458 Expiration Date:   2/28/2018 

 0000099706 5/31/2018 

 0000145845 11/13/2018 

 

 

I have read and understand the attached Field Safety Notice and instructions and have taken appropriate actions:   

______ (initial)  

Any patient death or injury associated with the recalled product? ____ Yes _____ No  

If yes please explain: 

 

 

 

 

 

Return Response: (please provide additional information if applicable)  

 

 

 

 

 

DISTRIBUTORS: 

 

I have identified and notified my customers that were shipped or may have been shipped product affected by this letter:  ____ Yes _____ No 

 

 

Please sign and date below indicating that all transmission actions have been taken and that this information has been disseminated to all 

required individuals.  Return to One Lambda via fax +1 818-702-6956 or email Vanessa.Powell@thermofisher.com or  

1lambda-regulatory@thermofisher.com. 

 

Signature of Receipt by End User/Distributor: 

 

 

__________________________    ___________________ 

Signature    Date 

 

Print: (please complete) 

Name/Title:  
Telephone:  
Email Address:  

  

 

 



ADDENDUM 

With reference to the latest information from HSA on the circulation of FSN, please be informed that the 

Chairman Medical Board and relevant Head of Departments of the facilities need to be aware of the 

issues pertaining the medical device used in the facility. Kindly circulate the email to the mentioned 

parties.  

 

 




