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INTRODUCTION AND SCOPE OF THE SOP

This SOP is to guide the user on the quality assurance procedures for HPV testing with 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.

QUALITY CONTROL PROCEDURES

Although most laboratory assays have control elements built-in to a test, such as SAC in Xpert
HPV, it is always advisable to have additional positive and negative clinical samples which can
be added at any time to check that the assay is running reproducibly and without errors. These
are called internal quality control samples (IQC) and should always include both positive and
negative samples.

IQC samples should be tested repeatedly at defined intervals. For Prescrip-Tec it has been
agreed that this will be after every 100 clinical samples or once per week. To show
reproducibility, different aliquots of the same QC pooled samples should be used until they
have run out.

1.1 Select up to 10 recent specimens which gave the same result e.g HPV 16 positive, or
HPV 16 plus HPV 18/45.

1.2 Pool all that remains of these samples into a sterile flask (this needs to have a volume
of 20-50ml)

1.3 Label the flask with the QC number and keep a record of which specimens have been
used to contribute to the pool (see template at end of this SOP).

1.4 Select an equivalent number which gave HPV negative results.

1.5 Pool all that remains of these negative samples into a sterile flask (20- 50ml).
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1.6 Label the flask with the QC number and keep a record of which specimens have been
used to contribute to the pool ( see template at end of this SOP).

2.1 Set up a rack with 20 sterile tubes. (1ml starstedt vials, suitable for single use; if
starstedts not available, use 4 ml plain blood tubes).

2.2 Label the tubes clearly with the QC number.

2.3 Uncap the tubes.

2.4 Dispense 1.5 mls of the pool into each sarstedt tube and recap. If using blood tubes,
dispense max of 4 mls suitable for 3 uses.

2.5 Label carefully with QC number e.g. (number and year of production to give QC Pos
pool 1/15; QC Neg pool 2/15 or whatever fits with laboratory labelling systems.

3.1 Enter one QC neg and one QC positive after every 100 patient specimens.
3.2 Record the result of the QC samples on the QC template.

3.2 Use the 1.5 ml aliquot once only.

3.3 Discard any remaining sample in the blood tube after 3 uses.

3.4 Discard any QC tube if it fails to give the expected result.

4.1 It is essential to keep an eye on QC results as they are a measure of anything going
wrong with the test or samples.

4.2 Always discard a QC tube if it gives the wrong result on one test.

4.3 Always discard the whole pool if a consistently wrong result is obtained.
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QC RESULT TEMPLATE

Date of Components Date finished /
preparation QC Pool number | of QC Pool First used disposed of
Date of Use QC number Result Initials Comments
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