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Abstract

A new classification criteria for Sjogren’s syndrome (SS) was recently released from the Sjogren’s International
Collaborative Clinical Alliance (SICCA), and it was approved by American College of Rheumatology (ACR).
Whereas criteria from American-European Consensus Group (AECG) involved subjective symptoms for the
criterion, the new classification was based solely on objective clinical tests. Among them, labial salivary gland biopsy
(LSGB) is utmost important for the SS diagnosis. At the time point of April 2010, we have positively introduced
LSGB to diagnose SS among patients who visited our clinic with chief complaint of dry mouth. We retrospectively
examined the diagnostic rate of SS between patients from April 2007 to March 2010 (group I) and those from April
2010 to September 2011 (group II). Both of the patients’ groups were age and sex matched, and the former consisted
of 233 patients and 122 in the latter. The patients were diagnosed according to the Revised Japanese Criteria for SS
(1999). The positive rate of diagnosis in LSGB was 54.8% in the former group, and 68.0% in the latter, respectively.
The diagnostic performance of SS was increased from 8.2% in the former group to 17.9% in the latter, respectively.
We also examined differences of pathological evaluation of LSGB between JPN and ACR criteria. The ACR
criterion distinguishes focal lymphocytic sialadenitis (FLS) from nonspecific or sclerosing chronic sialadenitis (NS/
SCS) in assessing LSGB, and FLS is considered characteristic for SS. We found that several cases of SS associated
with high titer of anti-SS-A antibody displayed pathological specimen which was not typical for SS, i.e., NS/SCS.
From these results, it is considered that differences in the pathological assessment of the LSGB may affect the
diagnostic accuracy of SS.
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%2 ACR (SICCA) criteria

Proposed classification criteria for SS*

The classification of SS, which applies to individuals with signs/symptoms that may be suggestive of SS,
Will be met in patients who have at least 2 of the following 3 objective features:

1. Positive serum anti-SSA/Ro and /or anti-SSB/La or (positive rheumatoid factor and ANA titer 1:320)

2. Labial salivary gland biopsy exhibiting focal lymphocytic sialadenitis with a focus score 1 focus/4mm>"

3. Keratoconjunctivitis sicca with ocular staining score 3 (assuming that individual is not currently using
daily eye drops for glaucoma and has not had corneal surgery or cosmetic eyelid surgery in the last 5

years)

Prior diagnosis of any of the following conditions would exclude participation in SS studies or therapeutic trials because
of overlapping clinical features or interference with criteria test:

History of head and neck radiation treatment
Hepatitis C infection

Acquired immunodeficiency syndrome
Sarcoidosis

Amyloidosis

Graft versus host disease

IgG4-related disease

* We excluded participants with rheumatoid arthritis, systemic lupus erytematosus, scleroderma, or other
connective tissue disease from these analyses since there were only 87 (6%) such participants.

SS: Sjogren’s syndrome, ANA: antinuclear antibody

9. Using histopathologic definitions and focus score assessment methods as previously described (Arthritis Rheum

63: 2021-2030, 2011)

#: Using ocular staining score as previously described (Am J Ophthalmol 149: 405-415, 2009)
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