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Technical sheet 
Biotherapy: Ustekinumab 

 
Association declared to the Haute Garonne Prefecture on October 30th 1973 registration W313002633 

CTCB - 15 Rue du Général Lionel de Marmier - 31300 TOULOUSE 
E-mail : secretariat@ctcb.com - Website : www.ctcb.com 

Siret : 428 789 853 00036 - APE : 85.59A 

This program managed by the CTCB is shared with the members of the Federation of EQA Associations (FAEEQ): 

 
ASSOCIATION DE 

BIOLOGIE 
PRATICIENNE 

ASQUALAB BIOLOGIE 
PROSPECTIVE 

CTCB GBMHM PROBIOQUAL 

 
 
PRESENTATION :  

Program Matrix  Ref. Volume Surveys number Samples number 

Biotherapy : 
Ustekinumab 

Liquid Human 
Serum 

LTU 
005-EQA 

400 µL 3 surveys/year 1 sample/survey 

Samples* are only dedicated to the following measurements: 
 Quantification of Ustekinumab serum concentrations (μg / mL) 
 Anti-Ustekinumab antibodies detection and quantification: qualitative and quantitative results (ng/mL 

or AU/mL)  
* Serum of patient treated or not with Ustekinumab. 
 
 
 
SCHEDULE :  

Survey Sample Shipping date Opening date Closing date 
251 2511 

17/03/2025 
(group sending) 

17/03/2025 07/04/2025 
252 2521 24/06/2025 08/07/2025 
253 2531 05/11/2025 19/11/2025 

This schedule is subject to changes. In case of modification, you will be informed by e-mail. The opening and 
closing dates of the survey are available on your personal website account located at www.ctcb.com by 
selecting the button "Se connecter à MyCTCB" (Note: The website, excepted the data entry grid, is currently 
not translated; only a French version is available). 
 
WARNING : Please note that, to be in compliance with NF EN ISO 17043 standard, the results sent after the 
deadline mentioned on your personal schedule will not be accepted. 
 
 
 
STORAGE :  
The samples are sent, by express transportation, directly to the laboratories at room temperature by 
BIOSYNEX-THERADIAG. Shipping the samples at room temperature does not affect their stability. 
Upon receipt, samples should be stored at 2 - 8° C until testing. They are stable until the expiry date which is 
indicated on the vial labels. 
 
 
 
INSTRUCTIONS : 

 Use the sample under the same conditions as a patient serum.  
 Shake with vortex before use. 
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POTENTIAL BIOLOGICAL RISK: 
This product contains components from human sources. It should be considered potentially infectious (HIV, 
Hepatitis Viruses,...) and, like any human sample, standard precautions should always be followed (gloves, 
gowns,...). This reagent contains 0.09% (w / v) of sodium azide. Do not swallow. Avoid contact with skin and 
mucous membranes. 
 
 

ACCESS CLINICAL CASES / INTERPRETATIONS :  
It is essential to consult the online data entry grid to get information on the current survey (recommendations, 
clinical case, interpretation ...). 

 
 
RESULTS DELIVERY :  
Enter your results on CTCB website: www.ctcb.com  (see the Website User Guide). Please consult the online 
data entry grid for information about the current investigation (recommendation, clinical case,...). Once you 
have validated your entry, you will receive an e-mail of confirmation, which includes a direct link for displaying 
your recorded grid. 
 
 
INSTRUCTIONS FOR ENTERING RESULTS : 
If you do not find your reagent or equipment in the drop-down menu, we invite you to select "Other". You must 
then send us a copy of the technical sheet by e-mail to technique@ctcb.com together with your laboratory 
code before the closing date of the survey concerned. For the sake of relevance, results entered with the IVD 
medical device code “Other” will not be evaluated : 
- either because the laboratory did not provide us the technical sheet for the reagent he didn’t find in the drop-
down menu, 
- or because the reagent used is not suitable for the analysis requested. 
 
 
HOTLINE : 

COORDINATING / BIOLOGIST Dr Stéphanie ALBAREDE biologie@ctcb.com  

EXPERT  Dr Stéphane PAUL stephane.paul@chu-st-etienne.fr 

ADMINISTRATIVE 
Luana SALVATI 
Béatrice JULIEN 
Aurélie VERSEILLIÉ 

secretariat@ctcb.com  

TECHNICAL 
Delphine GARIMBAY 
Fabrice ZENNAF 

technique@ctcb.com 

QUALITY Erick SANCHEZ qualite@ctcb.com 

INFORMATIC 
Nicolas BODEAU 
Philippe GONZALVO 

informatique@ctcb.com  

  
 
 



DATA ENTRY GRID    Laboratory ID CODE |____|____|____|____|-|____| 
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Biotherapy : Ustekinumab 

 
 

Sample identification |____|____|____|____| 
 
 

CLINICAL CASE 
 
To consult the clinical case related to the sample, please consult the online data entry grid (website). 

 
 
 

Equipment/Analyser  

 
 

Quantification of Ustekinumab 

Reagent name  

Quantitative Result 
 < 
 > 
 = 

                     ,                µg/mL 

 
 

Anti-ustekinumab antibodies detection and quantification 

Reagent name  

Qualitative Result  
 Positive 
 Negative 
 Doubtful 

Quantitative Result 
 < 
 > 
 = 

                     ,                 ng/mL 
 AU/mL 

 
 

INTERPRETATION 
 
To consult the interpretations of the clinical case related to the sample, please consult the online data entry grid 
(website). 
You can select more than one answer but at least one. 

 
 
Area strictly reserved for internal laboratory use. No comments entered in this area will be taken into account 

in the processing of the results. For any problems with the sample or entering results, please email us : 

…………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………

………………………………………………………………………………………………………………… 

………………………………………………………………………………………………………………… 
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