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Iﬁ' Laboratory Services Reform Programme
The Laboratory Services Reform Programme offers the following advice:

1 Advice for Laboratory Users

1. In considering the sweat test chloride result the cut-off recommended by the Cystic Fibrosis
Foundation Consensus Guidelines (2017), endorsed by the European Cystic Fibrosis Society,
should be applied for both children and adults:

a. Less than (<) 30 mmol/L
A sweat chloride concentration of less than 30 mmol/L makes a diagnosis of cystic

fibrosis unlikely.

b. 30-59 mmol/L
A sweat chloride concentration of 30-59 mmol/L is an intermediate result, which

requires further cystic fibrosis assessment

c. Equal to or greater than (=) 60 mmol/L
A sweat chloride concentration of 60 mmol/L or above supports the diagnosis of cystic
fibrosis

2. The Cystic Fibrosis Consultants throughout Ireland and the National Clinical Programme for

Cystic Fibrosis have reviewed and accepted this change to the sweat chloride categories
2 Advice for Laboratories

3. We recommend that all clinical laboratories conducting sweat tests update the sweat test
chloride lower limit cut-off to that from the Cystic Fibrosis Foundation Consensus Guidelines
(2017), endorsed now by the European Cystic Fibrosis Society and the HSE National
Programme for Cystic Fibrosis.

4. The sweat chloride diagnostic level below which CF is considered unlikely has been revised to
less than 30 mmol/L for all ages. Previously, the lower limit had been less than 40 mmol/L if aged

over 6 months and less than 30 mmol/L if aged less than 6 months.

5. The updated cut-offs along with suggested comments are shown above.
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3 Background

A consensus guideline has been published by the Cystic Fibrosis Foundation® and endorsed by the
European Cystic Fibrosis Society?. The purpose is to improve diagnosis and achieve standardised
definitions worldwide. Updated Sweat Chloride Decision Levels, to be applied for both adults and
children are set. Harmonising these decision levels nationally will facilitate consistency of results
reporting around the country.

Updated Sweat Chloride Decision Levels (Children and Adults)

Less than (<) 30 A sweat chloride concentration of less than 30 mmol/L makes a
mmol/L diagnosis of cystic fibrosis unlikely.
30-59 mmol/L A sweat chloride concentration of 30-59 mmol/L is an intermediate

result which requires further cystic fibrosis assessment
Equal to or greater | A sweat chloride concentration of 60 mmol/L or above supports the
than (2) 60 mmol/L | diagnosis of cystic fibrosis

While a sweat chloride concentration of less than 30 mmol/L makes a diagnosis of cystic fibrosis
unlikely rare cases have been described. Where clinical suspicion remains repeat or further

investigation may be considered.
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