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IBL International GmbH, Flughafenstraße 52a, 22335 Hamburg 

 
 

Hamburg, 2018-08-08 
 
 

Field Corrective Action   

30115845 / IgG4 Food Screen 280 ELISA 
 
 
 
Dear Customer, 
 
 
This notice is to inform you about an error in the instruction for use provided with the product 
IgG4 Food Screen 280 ELISA : 
 

Catalogue-No.  Lot-No.  Expiry date 
30115845  SG417033  2017-07-31 
30115845  S-G4.17135  2017-10-31 
30115845  S-G4.17475  2018-11-30 
30115845  S-G4.17481  2018-11-30 
30115845  S-G4.18153  2018-11-30 
30115845  S-G4.18221  2019-07-31 
 
Description of the Problem and Hazards Associated with Failure: 
IBL detected an issue in the instructions for use stating incorrectly allergen positions on micro-
titer plate C. Although all listed allergens are identical, the position of the majority of the aller-
gens are not correctly indicated in the instructions for use; and therefore, do not match the ac-
tual location on the plate. 
 
Our records show that your laboratory received one or more of the affected lots. 
 
As indicated in the instructions for use the allergen classification scheme has no established 
clinical significance and is only to provide the physician a relative ranking of the IgG4 response. 
The results themselves should not be the only reason for any therapeutic consequences. They 
have to be correlated to other clinical observations and diagnostic tests. 
 
Investigation Results and Root Cause 
A corrective and preventive action (CAPA) Investigation has been opened. The CAPA ensures 
corrective and preventive actions are implemented to prevent recurrence. The root cause is due 
to an error during creation of instructions for use. IBL takes this issue very seriously and as a 
result is informing customers of the issue with the affected lots. 
 
Risk to Health 
Since IgG4 is not used in isolation but is correlated with clinical history and presentation, as well 
as additional diagnostic laboratory testing, the health risk is minor. The IgG4 determination is 
used in case where classical diagnostics show no evidence. Please follow your laboratory 
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standard operational procedures to review all existing patient data and correct results with the 
new provided allergen location sheet for plate C. 

Required Action to be taken by end-users: 
Piease immediately examine your stock for the affected lot(s). lf you have any kits with the 
above Iot numbers, promptly add the correct allergen location sheet plate C that is attached to 
this Ietter. Reevaluate all prior data obtained with the concerned lost with the corrected plate C. 
Additional measurements are not required. 

Piease confirm the quantity of stock corrected with the new allergen location sheet plate C and 
the re-evaluation of already obtained patient data. 

Piease contact IBL International by returning the enclosed response form by either fax or email 
as soon as possible for our records. 

We apologize for this issue and if you have any questions, please contact your local Tecan 
Helpdesk or IBL. 

With kind regards 

IBL International GmbH 

IBL International GmbH 

Flughafenstraße 52 a 
D-22335 Harnburg 
Tol. +49 (0) 40 53 28 91-0 
Fax +49 (0) 40 53 28 91·11 
IBL@IBL-International.com 
www.IBL-Intarnational.com 

Geschäftsrührer: 
Geert W, Nygaard 
Dr, Rudolf Eugster 
Registergericht Harnburg 
HRB 104008 

Deutsche Bank Steuernummar: 491733(00453 
Account: 577 073 000 Umutzsteuar 10: DE261098089 
BLZ: 200 700 00 
IBAN: DE91 2007 0000 0577 0730 00 
BIC (Swift): DEUTDEHHXXX 
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30115845 / IgG4 Food Screen 280 ELISA / Plate C / Corrected Allergen Position 

 
 

Yellow marked / new position of the allergen / Re-evaluation of the data required.  
Green marked / no change of allergen position / no action required     Page 3 / 3 
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IBL International GmbH, Flughafenstraße 52a, 22335 Hamburg 
 

RESPONSE FORM – IgG4 Food Screen 280 ELISA 

To: IBL International GmbH 
Fax: +49 (0) 40 53 28 91- 938 

Email: Nastya.yeska@tecan.com
Re: Field Corrective Action IgG4 Food Screen 280 ELISA 

 

Customer name:  
Contact person:  
Phone number.  

 

Please check ALL appropriate box(es) 

 I have read and understood the instructions in August 2018 letter. 

 I have checked my stock and added the correct plate C layout. 

 I have informed my end-users of this Field Corrective Action 
 

Please check ALL boxes to describe your business 

 Wholesale / Distributor Re-packer 
 Hospital / Medical Facility     Medical Laboratory 
 University Laboratory     Research Institute 

Please confirm:  

Product Description, 
Reference 

Lot 
Number 

Quantity of 
product on stock 

Quantity of re-evaluated 
patient data (plate C) 

IgG4 Food Screen 280 ELISA, 
30115845 

SG417033 Expired already.  

IgG4 Food Screen 280 ELISA, 
30115845 

S-G4.17135 Expired already.  

IgG4 Food Screen 280 ELISA, 
30115845 

S-G4.17475   

IgG4 Food Screen 280 ELISA, 
30115845 

S-G4.17481   

IgG4 Food Screen 280 ELISA, 
30115845 

S-G4.18153   

IgG4 Food Screen 280 ELISA, 
30115845 

S-G4.18221   

PLEASE RESPOND BY AUGUST 31st, 2018. 
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