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Sources of Internal Quality Control 
Samples 

Store according to instructions 

Record date when opened 

Use before expiry date 

Do not contaminate 

 

7 

Commercially 
prepared 

Prepared by 
Reference 
Laboratory 

Frequency of Use:  When Should 
You Test Internal Control Samples?  
• Once a week, beginning of the week 

 

• New shipment of test kits 

 

• Beginning a new lot number of test kits 

 

• When environmental conditions exceed range 
needed for stability of kits 
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Invalid Results – What Do You Do? 

• Repeat test using a new test cassette from 
same kit 
 

• Repeat test using new test cassette from a 
new test kit 
 

• Repeat test using a new test cassette and a 
new control sample 
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Invalid Results – What Do You Do? 

• If repeatedly invalid: 
•assume problem with test kit or procedure 

 
• Inform supervisor 

 
• Take corrective actions 

 
• Document testing, invalid result, any repeat testing or 

corrective action taken, sign and date record, have supervisor 
sign record 
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Troubleshooting Invalid Results 

11 

No control line 
or band present 

Problem Potential Cause Action 
• Damaged test device 

or controls • Repeat the test using new device 
and blood sample 

•Proper procedure 
not followed 

• Expired or 
improperly stored 
test kits or controls 

• Check expiration date of kits or 
controls.  Do not use beyond 
stated expiration date 

• Check temperature records for 
storage and testing area 

• Follow each step of testing 
according to SOP  

• Re-check buffer and/or 
specimen volumes 

• Wait for the specified time 
before reading the test 

Troubleshooting Invalid Results – Cont’d 
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Positive reaction 
with negative 
external control, 
i.e. false positive 

Problem Potential Cause Action 

Incubation time 
exceeded 
recommended time 
(SOP) 
 

Re-test negative control using 
a new device and read 
results within specified time 
limit 

Extremely faint 
control line 

The control line 
can vary in intensity 

No action required.  Any 
visible line validates the 
results. 
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Internal Quality Testing: Results  

• The lot number, expiry date, expected result 
and actual results should be recorded on the 
appropriate form along with the date, and 
name of tester and signature of tester 

• If the result is out of specification, the tester 
should follow the corrective actions steps to 
determine the problem 

• The actions should be recorded an signed off 
by a facility supervisor/ in-charge 

Corrective Actions 

• If there is an out of specification result, it may 
be because the test was invalid, the test kit 
was damaged or the DTS sample was 
damaged during transport and storage 
 

• To determine if the problem was with the test 
cassette, repeat quality testing using a new 
test cassette from the same test kit 
 

Corrective Actions 
• If the test result is still out of specification, repeat the test 

using a new test cassette from a different test kit 
 

• If the test result is still out of specification, re-constitute a 
new vial of DTS and repeat using a test from the first kit 
 

• If the test result is still out of specification, do not use 
either test kit in the clinic and contact the monitor/ 
supervisor for further instructions 
 

• If the test result is in specification, this means the problem 
was with the vial of DTS and not the tests, continue using 
the tests in the clinic 

Internal Quality Testing: Frequency  

• May be performed every week, every two 
weeks, every month, or for every new kit 

 

• Frequency will depend on the volume of 
patients being testing and the rate of test 
consumption at a facility 

 

Proficiency Panel Testing 

• Also uses DTS 
 

• DTS labels contain an identification code and 
expiry date but not the expected test result 
 

• Purpose: to determine if the 
facility/laboratory staff member is correctly 
performing and interpreting the results of a 
rapid syphilis test 
 

Proficiency Panel 

• May contain up to six DTS 
 

• May include strong and weak positive samples 
and negative samples 
 

• DTS are reconstituted a day before testing 
 

• Tests should be performed and interpreted 
according to the SOP 
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