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INTRODUCTION AND SCOPE OF THE SOP 

This SOP is to guide the user on how to receive samples for Human papillomavirus in the 

laboratory, and prepare the samples for analysis using the GeneXpert Instrument in …add 

country... This SOP is primarily intended for laboratory workers, but it can benefit anyone 

working in this field. 

This practical guide is a part of Prevention and Screening Innovation Project Toward Elimination 

of Cervical Cancer (PRESCRIP-TEC), which aims to build on and scale up existing screening 

programs with women-friendly and cost-effective tools, as well as to test whether and why they 

are effective in increasing cervical cancer screening participation in accessible, affordable, and 

equitable ways. 

This SOP is based on  testing with Cepheid Xpert HPV carried out in Nkhoma Hospital Laboratory, 

Central Malawi between 2013-2017. 

While it provides a comprehensive overview of typical practical challenges and solutions linked 

to GeneXpert analysis, it is not exhaustive. 

RECEIPT OF HPV SAMPLES 

Coolboxes with dried Floqswabs will be transported to the laboratory within 1-2 days from 

sample collection. As soon as dry swabs arrive in the laboratory, they should be placed in 

Mswab medium. Only in the event of a time lag due to unexpected events - dry swabs upon 

collection cannot be transported or processed immediately - then dry swabs can be stored: 

 

Copan, the manifuctaror of Mswab and Floqswab advises as follow: Specimens collected 

using MSwab® to detect bacterial or viral nucleic acids must be analysed:  

• Within 14 days if stored at room temperature (20-25°C)  

• Within 21 days if stored at 4°C  

• Within 6 months if stored at -20°C 
 

Pre-processing 

1. Check that each swab is clearly marked with woman’s name and patient ID 

2. Enter the patient details including study ID number into the HPV worksheet and Mhealth 

system and give it a unique lab number (for example HPV xxxx) 

 

In the laboratory: 

1. As soon as dry swabs arrive in the laboratory, they should be placed in Mswab medium.  

Do not store dried floqswabs without adding medium (only in case of force majeure, see 

above on what to do) 

 

2. Prepare a 3 ml Mswab Medium for each Floqswab, using a readily available tube with 

capapcity 4-5ml such as a whole blood tube.  

3. Place the swab in the medium and mix it thoroughly, preferably using a vortex mixer. If no 

vortex mixer is available, mix by inverting between thumb and fore-finger. 
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4. Remove the swab from the tube and close the cap on the medium tube. 

5. Store at room temperature for 5 minutes (to let the debris settle down after vortexing, very 

important) if you directly perform the test after vortexing. If you perform the test later store the 

medium tube in a fridge until ready to perform the test (see also point 8). 

6. Immediately before transferring to cartridge, briskly mix by tapping tube against hand for 25 

secs to release cells from the tube. 

7. Add 1 ml of sample to Cepheid GeneXpert HPV cartridge and follow HPV SOP 1 – HPV 

GeneXpert Test Procedure. 

8. If the number of samples exceeds 4, store the remaining samples in the fridge until they can 

be analyzed. Only in the event of a time lag due to unexpected events, samples with Mswab 

can be stored: 

 

• 14 days if stored at room temperature (20-25°C)  

• 21 days if stored at 4°C  

• 6 months if stored at -20°C 

 

9. After the test procedure, ensure that all samples (this is the remaining Mswab medium after 

HPV analysis) are stored in the fridge, until the following conditions are met: 

 

• The women has received the result of her HPV test, AND 

• A quality assurance test has been succesfully completed after the HPV analysis of the 

individual sample (either after every 100 samples or on a weekly basis, see SOP 4).  

 

RECORDING RESULTS 

1. When the test result is available, transfer the result to the HPV worksheet and the Mhealth 

system. 

 

2. If there is an hr-HPV Other positive result, ensure that the Ct curve is examined to find 

whether it is P3 ( HPV 31 and related types, HPV 33,35,51 and 52), P4 ( HPV 51/59) and/or 

P5 (HPV 39 and related types, HPV 56,66,68). Add this information to the HPV request 

form as this is valuable information for Prescrip-Tec. 

 

3. Agree how to organize feedback to project team and Community Health workers. This 

should be detailed here according to local procedure and is part of the workflow and 

workplan/sheets contextualised per country.  
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