Questionnaire for EASI-recommendations for the laboratory diagnostics of ANA, anti-dsDNA and anti-ENA antibodies 
1. ANA-testing should be included in the autoantibody detection as part of the diagnostic work-up of systemic autoimmune diseases.

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...………………………………………………………………………………..…………….

2.
The identification of ANA is the first level test for laboratory diagnosis of autoimmune rheumatic diseases.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

3. Diagnosis and monitoring of systemic autoimmune diseases requires the availability of a full panel of specific laboratory tests.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

4. Immunofluorescence ANA test should remain the gold standard for ANA testing.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

5. The conjugate should preferentially consist of FITC-labeled anti-human IgG antiserum.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

6. In-house assays for detecting ANA as well as anti-DNA, anti-Sm, anti-RNP, anti-Ro/SS-A, anti-La/SS-B, etc, should be standardised according to national (eg, CDC) and/or international (eg, WHO, IUIS) standards.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

7. Laboratories should specify the methods used for detecting ANA when reporting their results.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

8. Tests based on a (restricted) mixture of defined extractable nuclear antigens should not be referred to as ANA-screen.

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

9. ANA IIF is intended for diagnostic purposes, not for monitoring disease or prognosis of disease progression.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………... 

10. A serum dilution of 1:80 is to be used in screening procedures. 
           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

11. In case of a positive ANA-test, it is recommended to perform a titration; the result should be reported in a semi-quantitative way (i.e. staining intensity or titre). 

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

12.
ANA IIF patterns should be reported according to standardized terminology: homogenous, peripheral, nucleolar, speckled, and anti-centromere.

            1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

13. Beside nuclear patterns also cytoplasmic patterns should be considered.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

14. In case of fluorescence patterns that cannot be further characterized, and whose clinical relevance is unknown, a note should at least be included about the pattern so that future investigators can recognize it again.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

15. Each laboratory/country* should report its own prevalence of positive ANA test (positive dilution > 1:80 by IIF) in sera from healthy subjects from the general population subdivided for age and gender (*erase as appropriate). 
1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

16. In case of positive ANA results testing for anti-dsDNA antibodies is advised in case of clinical suspicion of systemic lupus erythematosis.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

17. In case of a negative ANA and a strong suspicion for SLE, testing for anti-dsDNA antibodies should be allowed.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

18. The Farr-assay is the elected method for SLE diagnosis; IIF testing on Crithidia luciliae is an alternative technique at an initial dilution of 1:10 (IgG isotype); ELISA is not recommended.

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

19. ELISA is not recommended for detection of anti-dsDNA antibodies for SLE diagnosis, unless a positive result is confirmed by Farr-assay or IIF testing..

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...
20. Monitoring of disease by quantitative determination of anti-dsDNA antibodies is recommended, using the Farr-assay or, as a second choice, an ELISA, FEIA or Luminex can be used. 
1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

21. Each laboratory/country* should calculate its own cut-off value by examining an adequate number of samples from SLE patients, disease controls and healthy subjects, comparable in age and sex; the cut-off should be chosen on the basis of the best compromise between sensitivity and specificity, using ROC curve analysis. (* erase as appropriate)

1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

22. The method used for anti-dsDNA antibody detection should be communicated to the clinician.

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

23. Results of anti-dsDNA antibody detection should be reported quantitatively.

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

24. In case of a positive ANA-test during the diagnostic work-up, it is recommended to add an anti-ENA antibody test, or to advise the clinician to request for this test.

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

25. It is recommended to type anti-ENA antibodies to all 7 standard ENA (SS-A/Ro60, SS-B, Sm, RNP, CENP-B, Scl-70, and Jo-1).

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

26. For anti-ENA antibody detection two methods should be used, clearly specifying in the report the methods used and the results obtained with each method.

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

27. Each laboratory/country* should calculate its own cut-off level for anti-ENA antibodies by the use of sera from patients with appropiate systemic autoimmune diseases, disease controls and healthy controls, comparable in age and sex; the cut-off should be chosen on the basis of the best compromise between sensitivity and specificity, using ROC curve analysis. (* erase as appropriate)
           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

28. Results of anti-ENA antibody detection should be reported, for all 7 standard ENA separately (including the negative results); if the result of a screening-assay is reported as negative, it is sufficient to communicate which ENA are present in that assay.
           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

29. Quantitative determination of positive anti-RNP Abs is recommended 

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

30. In case of positive ANA results testing for anti-ENA antibodies is advised in case of clinical suspicion of an autoimmune condition. 

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...

31. Clinical suspicion of myositis (anti-Jo-1 antibodies) or congenital heartblock/neonatal lupus/Sjögren’s syndrome (anti-SS-A/Ro60 antibodies), or the special request of the clinician, requires the detection of anti-ENA antibodies irrespective of the result of the ANA-test.

           1                            2                             3                             4                            5

	Full agreement
	Major agreement
	Partial agreement
	Little agreement
	No agreement


Comment:………………………………………………………………………………………………………………………………………………………………………..……………………...……………………………………………………………………………………………...
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