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CMV test kit recall – update

On 7 September 2016 Siemens Healthcare informed SA Pathology of the national/international recall of 14 lots 
of their cytomegalovirus (CMV) IgM assay. We used these lots between 17 July 2015 and 24 August 2016. SA 
Pathology emphasises that Siemens instigated the kit recall, it does not represent a laboratory error.
The recall warned of the risk of false-negative results and recommended re-testing specimens with a “high-
negative” result if: the patient was pregnant or a child, additional CMV testing had not been performed, and there 
was a high clinical suspicion of disease.

CMV
A common infection, CMV increases with age; it may be asymptomatic or present as a mononucleosis-like illness 
in immunocompetent patients. Significant infections occur in pregnant women, neonates and the immuno-
compromised. Congenital infection can cause neurological, eye, hearing and other defects.

Our kit recall response
SA Pathology has urgently re-tested archived sera from children 0-12 years old and females aged 12-50, using the 
manufacturer’s recall instructions. Over 2,000 “high-negative” sera have been re-tested with no new CMV-IgM positive 
found. The risk of a false-negative result among the remaining sera is about 0-0.15%. Test requests for about 360 
patients who required re-testing, but for whom there was no archived sera, were reviewed to see if clinical follow-
up is necessary. This response has been overseen by a Steering Committee established by SA Health.

Further action
Following re-testing SA Pathology will issue supplementary reports for affected specimens. Patients not targeted 
by this re-testing can be reassured by the very low risk of a false-negative result in the original test.

Clinical enquiries
For further information please direct clinical enquiries to: 
• SA Pathology’s on-call Clinical Microbiologist on 8222 3123 or the 
• Women’s and Children’s Hospital Infectious Diseases doctors on 8161 7000.

What we’ve learnt
Our investigation of this incident has revealed that many doctors order CMV serology investigations as part of 
routine antenatal screening, which is not recommended.
Pregnancy
CMV IgM/IgG testing is indicated as the initial investigation if a pregnant woman has been a CMV contact, has a 
mononucleosis-like illness or an abnormal pregnancy.
Immunocompromised
Similarly CMV IgM testing is unreliable and of little use in immunocompromised patients. CMV IgG testing may 
be used initially to determine if the patient is a CMV carrier or naïve. CMV PCR is generally used for immuno-
compromised patients. Consequently this group was not targeted as part of the response.


