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EXTERNAL CONTROL SET 

 
External Control Set for Immunocard STAT! C. difficile GDH-AB 

 

  750501    
 
INTENDED USE  
Immunocard STAT! C. difficile GDH-AB External Control Set is a set including positive and negative 
controls to be used with the Immunocard STAT! C. difficile GDH-AB kit (Catalog# 750520), as part of a 
routine quality control program.   
 
The GDH Positive Control contains glutamate dehydrogenase (GDH) purified from a culture of C. difficile, 
diluted in a buffered solution stabilized with proteins.  The GDH Negative Control is a buffered solution 
including proteins.  It contains sodium azide as preservative.  These controls are intended to be used with 
Immunocard STAT! C. difficile GDH-AB for the GDH strip of the assay. 
 
The 2A-B Cdiff Positive Control contains inactivated Toxin A (TcdA) and Toxin B (TcdB) purified from a 
culture of toxigenic C. difficile diluted in a buffered solution.  The 2A-B Cdiff Negative Control is a buffered 
solution including proteins.  It contains sodium azide as preservative.  These controls are intended to be 
used with Immunocard STAT! C. difficile GDH-AB for the Toxins strip of the assay. 
 
The External Controls are supplied ready to use.   
 
SUMMARY AND EXPLANATION OF THE TEST 
Quality control testing is performed to detect factors such as reagent deterioration, adverse environmental 
or test conditions, or variance in operator performance that can cause test errors.  External control reagents, 
such as Immunocard STAT! C. difficile GDH-AB External Control Set, are reagents that are not built into the 
test system but are sampled and tested in the same manner as patient specimens. 
 
BIOLOGICAL PRINCIPLES 
Immunocard STAT! C. difficile GDH-AB External Control Set is used to create a known positive and 
negative control panel.  The frequency with which a laboratory performs external controls will be affected by: 
1. The proficiency level of the laboratory, 
2. The laboratory's own internal requirements, 
3. The requirements of the laboratory's accrediting agencies, 
4. The number of new and different operators performing the test, 
5. Whether a new kit lot is being added to testing, 
6. Whether the kit lot is from a different shipment, 
7. Whether deviations from the manufacturer's stated storage or handling conditions have occurred.   
 
When unacceptable quality control test results are obtained, all test results should be considered invalid.  QC 
test failures can mean that one of the reagents or components is no longer reactive at the time of use, the 
test was not performed correctly or that reagents or sample were not added. 
 
REAGENTS/MATERIALS PROVIDED  
The maximum number of tests obtained from this kit is listed on the outer box.  
Reagents are supplied ready to use. 
1. Immunocard STAT! GDH Positive Control: buffered solution containing glutamate dehydrogenase 

(GDH) purified from a culture of C. difficile. 
2. Immunocard STAT! GDH Negative Control:  buffered solution containing sodium azide as 

preservative.  
3. Immunocard STAT! 2A-B Cdiff Positive Control: buffered solution containing inactivated Toxin A 

(TcdA) and Toxin B (TcdB) purified from a culture of toxigenic C. difficile. 
4. Immunocard STAT! 2A-B Cdiff Negative Control: buffered solution containing sodium azide as 

preservative. 
The Control Set expiry date is reported on reagent labels.  Store at 2-8 C.  Good Laboratory Practices must 
be enforced when manipulating controls.  The GDH Positive Control is negative in the presence of common 
infectious agents since it is not derived from human culture cells and does not contain any human blood 
products.  The 2A-B Cdiff Positive Control has been evaluated against the most high risk infectious agents 
(Hepatitis A&B, HIV) leading to a negative result.  The negative controls do not contain any transmissible 
infectious agent.  The reagents are ready to use. 
 
MATERIALS NOT PROVIDED 
1. Immunocard STAT! C. difficile GDH-AB kit (Catalog# 750520) 
2. Vortex 
3. Interval Timer  
4. Micropipette capable of dispensing 170 µL 
 
PRECAUTIONS 
1. All reagents are for in vitro diagnostic use only. 
2. This is a quality control reagent set and is used to evaluate the performance of Immunocard STAT! 

C. difficile GDH-AB.  It is not directly used to test patient samples. 
3. Store these reagents at 2-8 C when not in use.  Do not freeze. 
4. These reagents can be used with any Immunocard STAT! C. difficile GDH-AB kit lot number. 
 
HAZARD AND PRECAUTIONARY STATEMENTS 
There are no known hazards associated with this product. 
 
QUALITY CONTROL TEST PROCEDURE 
The test should be performed per applicable local, state, or federal regulations or accrediting 
agencies. 
1. Let the positive and negative controls reach room temperature (19-27 C) for (at least  

30 minutes before performing a test. 
2. Use one Immunocard STAT! C. difficile GDH-AB card for each positive and negative control 

reagent to be tested for GDH and/or toxins.  Remove each Test Card from its foil pouch.  Label each 
card with the name of the control to be tested (Positive or Negative). 

3. Using a new pipette tip, transfer 170 µL of the GDH Positive or Negative Control to the sample area 
of reaction strip for the detection of GDH located in the left side of an appropriately labelled card. 

4. Using a new pipette tip, transfer 170 µL of the 2A-B Cdiff Positive or Negative Control to the sample 
area of reaction strip for the detection of TcdA and TcdB located in the right side of an appropriately 
labelled card. 

5. Incubate the test for 15 minutes at room temperature. 
6. At the end of incubation, read results as described in the section INTERPRETATION OF RESULTS 

of Immunocard STAT! C. difficile GDH-AB kit insert. 
 
If the expected control reactions are not observed, repeat the control tests as the first step in 
determining the root cause of the failure.   
 
LIMITATIONS OF THE PROCEDURE 
The Immunocard STAT! C. difficile GDH-AB External Control Set is validated for use only with the 
Immunocard STAT! C. difficile GDH-AB Rapid Assay.   
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SYMBOL USAGE 
You may see one or more of these symbols on the labeling/packaging of this product: 
Key guide to symbols 
 

 
 


