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Devyser CFTR 68

Devyser CFTR 68 is a CE-IVD kit that enables fast and 
reliable detection of cystic fibrosis-causing mutations, 
using a multi-ethnic panel of 68 CFTR mutations, that 
achieves high detection rates while keeping the work-
load and costs to a minimum. 
 
Devyser CFTR 68 is a streamlined and fast two-tube 
solution based on fragment analysis, that allows for 
allele-specific detection of wild-type and variant alleles.

Detects 68 CFTR mutations
Maximised detection rates with 68 multi-ethnic CFTR 
variants most commonly found in the European 
population. It does not require the use of additional 
population-specific kits. 

CE-IVD validated workflow 
Standardised and validated routine workflow 
according to the European Regulations and guidelines.

Detects polyT tract and associated number of TG repeats 
The assay detects poly-thymidine variants (5T/7T/9T) 
within intron 9 (IVS8) of the CFTR gene. In case of a 5T 
allele, the TG repeat number upstream of the poly-T 
region can also be determined.

Sample preparation
Low amount of genomic 
DNA required

PCR amplification
Multiplex PCR using primers 
designed to amplify the DNA 
sequences

Capillary electrophoresis
Analyze size of amplified 
DNA fragments on a 
Genetic Analyzer

Data interpretation
Separate and identify 
DNA fragments based 
on size and color 

Simple workflow



Key features and benefits of Devyser CFTR 68
 ∙ Detects 68 CFTR mutations, the polyT tract and 

associated number of TG repeats
 ∙ Only two mixes required to detect both wild-type 

and mutation status
 ∙ Mutation mix also includes the wild-type allele 

for the F508 deletion to check its zygosity
 ∙ Cross-mix ID markers to detect sample mix-up

Kits − Article numbers 

 ∙ Devyser CFTR 68 CE-IVD kit 
8 tests (8-A045-8) 
24 tests (8-A045-24) 
48 tests (8-A045) 

 ∙ Devyser CFTR 68 RUO kit 
8 tests (8-A403-8) 
24 tests (8-A403-24) 
48 tests (8-A403)
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Detection of the following CFTR mutations
 ∙ 711+ 1G>T
 ∙ 2043delG
 ∙ 1677delTA
 ∙ W1282X
 ∙ R1283M
 ∙ K710X
 ∙ 3849+10kbC>T
 ∙ 2789+5G>A
 ∙ M1101K
 ∙ G85E
 ∙ 3905insT
 ∙ 1525-1G>A
 ∙ 2184delA
 ∙ 3659delC
 ∙ N1303K
 ∙ 2184insA
 ∙ 1812-1G->A
 ∙ CFTRdele2,3
 ∙ 2143delT
 ∙ Y569D
 ∙ R1162X
 ∙ A561E
 ∙ S1251N
 ∙ P67L
 ∙ R1158X
 ∙ 1609delCA
 ∙ Q493X
 ∙ E60X
 ∙ 1898+1G>A
 ∙ 1898+5G>T
 ∙ I507del
 ∙ F508del
 ∙ V520F
 ∙ 394delTT
 ∙ D1152H
 ∙ V232D
 ∙ L218X

 ∙ 560 SIZER ORANGE (8-A402)

 ∙ Devyser DEV-5 Dye-set 
MultiCap (8-A401) 
SingleCap (8-A400)

Accessories − Article numbers

 ∙ 621+2T>C
 ∙ 1717-1G>A
 ∙ L206W
 ∙ E92X
 ∙ 3120+1G>A
 ∙ G542X
 ∙ S549N
 ∙ G551D
 ∙ 712-1G>T
 ∙ R553X
 ∙ 3272-26A>G
 ∙ R560T
 ∙ 2183AA>G
 ∙ R117H
 ∙ R117C
 ∙ 1811+1.6kbA>G
 ∙ 2869insG
 ∙ Y122X
 ∙ Q890X
 ∙ R1066C
 ∙ R347H
 ∙ R347P
 ∙ 1161delC
 ∙ 1154ins TC
 ∙ E92K
 ∙ I336K
 ∙ R334W
 ∙ Y1092X (C>A)
 ∙ 621+1G>T
 ∙ 1078delT
 ∙ A455E and 

corresponding wild-
type alleles

 ∙ IVS8: 5T (including 
identification of TG9-
13), 7T, 9T

Discover our Expert Review: 
NGS: Changing the game in CFTR analysis 
Many testing strategies have been developed in 
laboratories across the world. Optimal strategies 
generally include what might be termed “level 1” and 
“level 2” testing. Until the recent application of next 
generation sequencing (NGS), no single-pass assay 
has been capable of routinely screening for all 
published CFTR mutations. Multi-level testing has 
therefore been a cost-effective strategy to maximise 
mutation detection in populations where a small 
number of common mutations account for a significant 
proportion of the overall mutation spectrum. 
 
devyser.com/resources/whitepapers

CE-IVD is available in the EU and countries outside EU accepting the 
CE-IVD certification. Available as RUO in all other countries.
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