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Monitoring Laboratory Contamination for Molecular Testing

	Introduction
	· To ensure that surfaces and instruments used in molecular testing are free from molecular contamination that could adversely affect the accuracy of results reported on patient specimens, samples are collected as scheduled in accordance with the instructions in the Monitoring Molecular Contamination Log designated for the specified molecular test.
· The samples are tested along with patient samples in accordance with the steps applicable to the molecular assay for which the molecular contamination monitoring is being performed.


	
	

	Scope 
	The intended users of this document include Clinical Laboratory Scientists and Managers responsible for performing moderate and high complexity molecular testing.




	Policy 
	· This procedure must be performed for preventive maintenance in molecular testing once each month or when contamination of a molecular assay is suspected. 

· The molecular assay that require a wipe test include:

· Respiratory Pathogen Panel Polymerase Chain Reaction (RP/PCR)


	

	Safety Precautions
	· Observe established precautions against microbiological hazards throughout the procedure.  

· Handle specimens according to Centers for Disease Control (CDC) recommendations for any potentially infectious samples (refer to Biosafety in Microbiological and Biomedical Laboratories (BMBL), 5th Edition).


	Materials

The intended users of this document include Clinical Laboratory Scientists and Managers responsible for performing moderate and high complexity molecular testing.

Before You Begin
	Use the following materials for collecting samples:

Material

Test

· Sterile dacron swab (Fisher Scientific Catalog # 14-959-97B)
· Sterile 15 mL conical tube 

· Sterile molecular grade water
· Universal Transport Media
· RP PCR

Consider some of the factors listed below that may contribute to contamination:

· Test volume

· Workflow

· Disease prevalence

· Various laboratory activities that may expose specimens to contamination




Continued on next page

Monitoring Laboratory Contamination for Molecular Testing, Continued


	Step
	Action
	

	1
	Test instruments and areas as listed in each Monitoring Molecular Contamination Log.


	2
	Manually label two sterile conical tubes with the appropriate target and Sample Tube # (refer to applicable Monitoring Molecular Contamination Log).
· Do not accession these specimens.


	
	
	
	

	3
	Prepare tubes for moistening the swab(s) prior to sampling as follows:

· Add 2 ml molecular grade water to each tube

	4
	· Remove the sterile swab from its packaging.  

· Moisten the swab by immersing it briefly in sterile molecular grade water or liquid transport media (refer to Step 3).

· Refer to applicable Monitoring Molecular Contamination Log for the list of areas/instrument parts to be swabbed.

· Using a circular motion, thoroughly swab a large surface of the designated area or instrument part, making sure to maximize the surface area swabbed.

If…

Then…

Only one area per tube is required

· Insert the swab into the appropriate labeled tube; immediately rinse the swab in the liquid and discard the swab (do not re-use the swab).

Multiple areas per tube is required

· Swab the first site, then rinse swab in labeled sterile molecular grade water or liquid transport media, wring swab firmly against the side of the tube to remove as much liquid as possible, then discard swab. 

· Using a new swab, swab the next designated site, rinse in the same labeled sterile molecular grade water or liquid transport media, wring, then discard swab.
· Repeat until all sites pertaining to that tube ID are swabbed.
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Monitoring Laboratory Contamination for Molecular Testing, Continued


	Step
	Action
	

	5
	Re-cap the tube to ensure a tight seal.

	6
	Repeat Steps 2 to 5 for each area and instrument to be tested.

	7
	Test the samples using the assay appropriate for each molecular test; include controls per established protocol for each procedure.

· Document all results on the applicable Monitoring Laboratory Contamination for Molecular Testing Log.
· Positive or Equivocal results (abnormal results) indicate that the sampled area may be contaminated and must be decontaminated. 

· Inform the Manager if abnormal results are observed.

	8
	If results indicate a sampled area may be contaminated:

· Perform the decontamination procedure as described below:

· Wipe the surface areas and or instruments using a solution appropriate to the location (e.g. 50% bleach, 10% bleach, other (consult a Manager if you have questions about which solution to use)) and absorbent paper towels.

· Allow the solution to contact surfaces for at least one minute.

      Warning!  Chlorine solutions may pit equipment and metal.
· Rinse the surface areas and/or instruments thoroughly with water.

· Repeat Steps 2-7 for areas/instruments that were decontaminated.

· Manager will assess the reactive rate of the affected assay since the last wipe test to ensure that contamination has not adversely affected patient test results.

	Attachments
	· Monitoring Laboratory Contamination for Molecular Testing Log – FilmArray® Respiratory Panel PCR

	
	_________________________________________________________________

	Non-Controlled Documents
	The following non-controlled documents support this procedure.

· Biosafety in Microbiological and Biomedical Laboratories (BMBL), 5th Edition, HHS Publication No. (CDC) 21-2112, U.S. Department of Health and Human Services, December 2009   
________________________________________________________________



	Controlled Documents
	The following controlled documents support this procedure.


	Procedure
	Number

	FilmArray® Respiratory Panel (RP) System
	LBM 295
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