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The Luminex x-TAG® CF 39 kit and the illumina MiSeqDx® 
CF 139-Variant assay are intended for evaluation of carrier 
status in adults of reproductive age and for confirmatory 
diagnostic testing of newborns and children as well as an 
initial test to aid diagnosis of individuals with suspected 
cystic fibrosis6. MPLN has approval from New York State 
Department of Health to provide Cystic Fibrosis genetic 
testing. The tests offered by MPLN are FDA IVD cleared 
and include screening, diagnostic and therapeutic 
applications.

Early diagnosis and treatment can reduce the 
impact of CF
• Ethnically diverse populations may go undetected by 

newborn screening programs that rely on detecting 
common mutations found in white populations.

• More comprehensive and multi-modal testing 
technologies are considerations in ethnically diverse 
populations.

• Using NGS technologies to comprehensively evaluate 
variants is cost effective when patient impact is 
considered.

MPLN’s complement of three molecular testing options 
supports all clinically relevant indications for CFTR 
testing.

Screening Panel (39 mutations) 
M CF 39 The Luminex xTAG® Cystic Fibrosis (CFTR) 39 kit 
v2 (IVD)

Expanded pan-ethnic Panel (139 mutations) 
M CF NGS 139 The illumina MiSeqDx® Cystic Fibrosis 
139-Variant Assay (IVD)6

Full gene sequence 
M CF NGS SEQ The illumina MiSeqDx® Cystic Fibrosis 
Clinical Sequencing Assay (IVD)

The CF-139 Next Generation Sequence (NGS) assay is the 
largest panel of clinically relevant and functionally verified 
variants as defined in the CFTR2 database 5,10. 

A diagnosis of CF is based upon the presence of two 
pathogenic CFTR mutations on different alleles. The panel 
includes mutations and variants currently recommended 
by the American College of Medical Genetics and 
American College of Obstetricians and Gynecologists 
(ACMG/ACOG). This pan-ethnic expanded panel can be 
useful for increasing clinical sensitivity in more ethnically 
diverse populations or in clinical situations where CFTR 
molecular screening fails to identify a second pathogenic 
mutation in patients with a clinical diagnosis of CF. 

Clinical sensitivity in patients and various ethnic 
populations has been found to increase with the number 
of detectable mutations7,8,9.

Which test to order
Both the Luminex xTAG® Cystic Fibrosis (CFTR) 39 kit 
and the Illumina MiSeqDx® Cystic Fibrosis 139-Variant 
Assay have similar intended use indications:

Carrier testing of adults of reproductive age as 
recommended by current screening guidelines: 
The selection of which particular screening test to 
request might be driven by the specific ethnicity of the 
patients to be screened as the expanded panel (illumina 
CF 139-Variant Assay) will increase clinical sensitivity 
and may be suitable for more ethnically diverse (non-
caucasian) target populations.

Diagnostic confirmation in patients with symptomology 
consistent with CF, including:

• Infants with elevated IRT on newborn screening (the IRT-
DNA algorithm)

• Infants with meconium ileus or other symptoms suggestive 
of CF who cannot produce an adequate sweat volume for 
analysis

• Individuals who clinically present with symptoms suggestive 
of CF but have a negative sweat chloride result

• Males with either congenital bilateral absence of the vas 
deferens (CBAVD) OR azoospermia or severe oligospermia

MPLN offers a comprehensive 
range of molecular testing options 
to support all clinically relevant 
indications for CFTR testing.
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For identification of CFTR mutations type to support 
enrollment in CF clinical trials

The Illumina MiSeqDx® Cystic Fibrosis Clinical 
Sequencing Assay is best utilized in clinical situations 
where:

• Confirmatory testing is required in individuals who 
carry only 1 or 0 CFTR mutations identified by other 
molecular screening tests

• In individuals with atypical or non-classical 
presentations of CF (e.g. CBAVD, pancreatitis)
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About MPLN

Molecular Pathology Laboratory Network, Inc. (MPLN)

is an ISO15189 certified, CAP accredited and CLIA high 

complexity certified laboratory specializing in Genomic 

Solutions and Molecular Anatomic Pathology testing for 

hematologic and solid tumor oncology. Headquartered 

in Maryville, Tennessee, MPLN delivers an incomparable 

and unique client experience by offering the most 

comprehensive services and innovative technologies in 

laboratory medicine. Providing an expanding menu of 

molecular diagnostics, specialty anatomic pathology, 

flow cytometry, and cytogenetic testing, MPLN is 

dedicated to providing superior diagnostic services to 

their clients in pathology groups, hospitals, medical 

laboratories and physician groups nationwide. MPLN 

specializes in oncology and women’s health testing, and 

excels by utilizing highly qualified physicians, innovative 

technologies, all backed by unparalleled service to meet 

diagnostic challenges in a timely, cost-effective manner.
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