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Module 1. An Overview of Syphilis
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Module 2. Syphilis Testing Technologies
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Module 3. Treatment of Syphilis
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Module 4. Integration of Services: Providing 
a Package of Care
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Module 5. Safety at the Testing Site
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Module 6. Preparation for Testing



the rapid syphilis test toolkit 24

  



IMPLEMENTATION 3 Sample Presentation Slides Appendix C 25



the rapid syphilis test toolkit 26

 



IMPLEMENTATION 3 Sample Presentation Slides Appendix C 27

Module 7. Orientation to Rapid Syphilis Testing
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Module 9. Documents and Records
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Module 10. Standard Operating Procedures (SOPs)
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Module 11. Supply Chain and Stock Management
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Module 12. Monitoring and Evaluation
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How Often to Monitor 

• More intensive after initial test introduction 
 

• Decreased frequency after 3 months 
 
• In-line with national and district supervisory visits 

 
• Depends on available resources and accessibility 

of facilities 

Responsibilities of Facility Staff 
• To record client/ patient information in the national register 

 
• To record syphilis test result, treatment and partner 

treatment (if any) in the client/ patient or syphilis testing 
register 
 

• To maintain daily stock card and complete requisition and 
delivery supply records 
 

• To perform routine quality control testing/ proficiency 
panel testing as per program guidelines and record results 
appropriately 
 

Responsibilities of Monitor 
• To routinely visit health care facilities 

 
• To conduct a monitoring visit in a professional manner, using the checklist 

as a guide 
 

• To interview facility staff (experiences with test, supply chain, quality 
system) 
 

• To identify any potential barriers/ challenges to testing based on the 
results of the visit and interviews 
 

• To work with facility staff to come up with workable solutions to the 
challenges 
 

• To provide facility staff with support  throughout program implementation 

Evaluation 

• Summative process 
• Takes place at the end of a program 
• Purpose is to summarize program project 

towards meeting objectives and achieving 
goals 

• Reflects on overall success or failure of a 
program 

• Does not generate problem solving initiatives  

Questions for Participants 

• What support have you received from 
supervisors or monitors in the past? 

• How has this been helpful? 
• How often is monitoring/ supervising carried 

out in your district/ region? 
• What is the current role of the HCW and 

supervisor during the visits? 
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Module 13. Quality Assurance and Quality Control

Quality Control 
 
 

Rapid Syphilis Testing:  
Workshop for the Training of HCW 
[Enter date, location of workshop] 

 

Learning objectives 

By the end of this module, participants should be 
able to 

• Define Quality Control 
• Describe trouble shooting 
• List the benefits of QC in rapid testing 
• Differentiate between internal Quality Control 

and External quality control 
• Describe the process of maintaining QC records 

2 

What is Quality Control (QC)? 

• Comprises those measures that must be included 
during each test run to verify that the test is working 
properly. 

 
• These are activities performed to detect and correct 

errors that may occur during testing 
 

•If an error occurs, do not release or report results until you 
have corrected the error. 

 

3 

Quality Control 

In-built procedural control: 
• Included in the testing 

device or as part of the kit 

• To determine if adequate 
quantity of specimen has 
been added to the well 

4 

Internal Quality Control: 
• Not included in the test 

device or kit 

• Specimens labeled with 
expected result are used to 
validate the reliability of 
the test cassette 

 

C
 T

 
S 

Control 
Band 

Internal Quality Control  
• Involve the use of known positive and negative or 

control materials 

• These may be purchased from a manufacturer or 
made locally ( usually by reference lab) 

• These positive and negative specimens are used to 
evaluate the accuracy of the test cassette 

• Usually tested periodically in order to ensure the kits 
are accurately detecting treponemal antibodies 

5 

Internal Quality Control Samples 

• Manufactured at Central Laboratory or/ purchased from 
commercial retailers 
 

• Store according to SOP or local instructions 
• Record date when opened 
• Use before expiry date 
• Do not contaminate 

 
Quality Control Samples are potentially infectious and should be 

treated with appropriate safety precautions and disposed as 
biohazardous   waste  

 6 
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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 

 8 

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 
 
 

9 

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 

10 

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 

12 

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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Exercise #1: Interpreting Syphilis 
Rapid Test Results 

• Refer to the handout in your participant 
manual 

• Read the test results and write your 
interpretation in the space provided. 
 

• Time: 2 minutes 
 

13 

Quality Control Records 
• Testing Sites Information should include: 

– A standard worksheet that includes spaces for 
recording QC results 

– A separate register for QC results to which 
Information will be transferred from the 
worksheet. 

– A flow chart for Corrective action showing steps 
followed when the QC results do not read as 
expected and how to refer problems back to the 
reference laboratory. 

– The qualified Officer should regularly review all QC 
data with responsibility for testing   site. 

 14 

Maintaining Quality Control 
Records 

15 

WHY?  
Trouble-shooting 
Part of routine 
inventory – proof of 
reliable test results 

HOW? 
Use standard 
worksheets 

WHEN? 
Each time QC 
materials are 
tested 
Record all invalid 
results and inform 
supervisor 

 

Quality Control Record: An Example 

16 

Periodic Review of Records 

• Review of internal control results before accepting 
test results 

• Review of external control results by test performer   
• Weekly or monthly review of external quality control 

results by testing site supervisor  
• Periodic audits or assessments 

17 

Questions for Participants 
• What would you do if your external control 

tested invalid. 
• Give examples of problems encountered 

with QC results, how they occurred and 
how to correct them 

• Why is it important to maintain records of 
QC results 

18 
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External Quality Assurance & 
Dried Tube Specimens 

Rapid Syphilis Testing:  
Workshop for the Training of HCW 
[Enter date, location of workshop] 

Learning Objectives 

By the end of this module, participants should 
be able to: 

1. Describe the benefit of DTS 
2. Describe the purpose of Internal Quality 

Control Testing and Proficiency Panel Testing, 
and the differences between the two 
procedures 

3. Correctly complete all forms required by the 
quality system 

Dried Tube Specimens 

• Dried Tube Specimens (DTS) are vials 
containing dried out plasma samples 
 

• Specimens can be syphilis positive or negative, 
HIV positive or negative, or any combination 
of syphilis and HIV positive or negative 
 

• Can be transported and stored at room 
temperature 
 

Preparation of DTS 

• Manufactured by central laboratory 
• Use syphilis (or HIV) confirmed positive and 

negative plasma samples 
• Blue dye is added to sample 
• 20ul of sample with dye is distributed into the 

vial 
• Vial is left under biosafety hood for 24 hours 

to dry  

Preparation of DTS 

• Once dry, vials are labeled, capped, and frozen 
for long-term storage 
 

• Vials can be distributed to facilities as part of 
quality system 
 

• For transport and short-term storage (2 
weeks), DTS can be stored at room 
temperature 

How to Use DTS 

First need to Re-Constitute: 
• Gently tap the tube to ensure colored pellet is 

at the bottom of the tube 
• Add buffer using pasteur pipette 
• Cover the tube (close cap) and tap gently to 

mix 
• Leave overnight at room temperature 

Module 14. External Quality Assurance/ 
Dried Tube Specimens
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How to Use DTS 

The next day: 
• Mix the specimen by gently tapping the tube 
• The specimen can be now be used for testing 
• Follow the SOP for Performing Rapid Syphilis 

Testing 
• Record results using appropriate forms 

Caution! 

Gloves and appropriate bio-safety precautions 
should be taken when handling DTS (re-

constitution and testing) 
 

The specimen should be treated as potentially 
infectious 

DTS and Quality Systems 

• DTS is a valuable tool in quality systems 
 

• It can be used for routine quality testing, 
proficiency panel testing or incoming 
inspections of test kits 
 

• DTS can be sent to peripheral labs and 
facilities because it can be stored at room 
temperature 

Internal Quality Control  

• Uses DTS which are labeled either positive or 
negative 
 

• The label also contains lot number and expiry 
date 
 

• Vials are called ‘known’ because the expected 
test result is know (written on label) before 
the test is performed 

Internal Quality Control: Purpose  

• Purpose: to assess the ability of the test 
cassette to correctly identify positive and 
negative samples 
– Answer the question “Is the test working?” 

 

• Ensure tests were not damaged during 
transport to the facility or during storage at 
the facility 

Internal Quality Control: Results  

• If the known positive gives a positive result 
and the known negative DTS gives a negative 
result, the tests are said to be “in 
specification” 
 

• If the known positive DTS gives a negative 
result or the known negative DTS gives a 
positive result, the tests are said to be “out of 
specification” 
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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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Proficiency Panel: Documentation 
• Date of testing, DTS identification code and expiry 

date, test result, name of tester and signature of tester 
are recorded on the correct form 
 

• Results are submitted to central laboratory 
 

• Monitor will provide facility with written copy of 
results and overall score 
 

• Any corrective actions will be documented in the 
facility’s quality systems folder 

Who Should Perform the Proficiency Panel? 

• Should be performed by all facility staff who 
perform rapid syphilis testing as part of routine 
care 
 

• Each person should conduct testing using the 
panel independently and should not share result 
 

• The panel is to identify individuals in need of 
support and is intended as a tool to improve the 
quality of testing services for the benefit of the 
client/ patient 

Proficiency Panel: Results 

• Facility score can identify individuals or groups of 
individuals having trouble performing the test or 
interpreting results 
 

• Highlights  where monitor should focus attention 
 

• Can be used to identify when and where on-the-
job retraining or large re-fresher training 
workshops are required 

Questions for Participants 

• What question is proficiency panel testing 
trying to answer? 

• What are the key differences between internal
quality control testing & proficiency panel testing? 

• Do any other programs at your facility have a 
quality system in place? 
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