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TheraTest News

Premarket notification [510(k)] was submitted to the FDA for two new products, the TheraTest EL-Anti-TPO™ and the TheraTest EL-Anti-Thyroglobulin™ assays.

These new ELISA tests are for the measurement of anti-thyroid peroxidase (TPO) and anti-thyroglobulin antibodies. The assays are intended for use as an aid in the diagnosis of and assessing the risk for autoimmune thyroid disorders, including Hashimoto’s thyroiditis and Graves’ disease. 
Autoimmune thyroid disease is a frequent condition (1-3). Hypothyroidism was found in 4.6% of more than 17,000 individuals (0.3% clinical and 4.3% subclinical), while hyperthyreoidism was demonstrated in 1.3% of the study subjects (0.5% clinical and 0.7% subclinical) in the US (3). Autoimmune thyroiditis is more prevalent in patients with various autoimmune disorders, including rheumatoid arthritis, diabetes mellitus, celiac disease, scleroderma, SLE, autoimmune liver disease and pernicious anemia (4-8). Anti-TPO antibodies have been found in 17.7% of patients with a positive ANA result in a recent study, and 11% of them showed laboratory evidence of thyroid dysfunction (9). 
The presence of thyroid autoantibodies is a risk factor for developing autoimmune thyroid disease (10), and anti-TPO positive patients should undergo thyroid clinical examination and TSH determination to detect subclinical thyroid dysfunction.
The development of a new TSH assay is also under way in order to provide a comprehensive thyroid diagnostic panel.
Current average reimbursements:

Anti-TPO antibody: 


$ 20.33

Anti-thyroglobulin antibody: 
$ 22.22
AVAILABLE NOW: Laboratory Information System (LIS) and Electronic Medical Records (EMD) Software. 

If you are interested, please call Anthony Tate at 1-800-441-0771 x 41.
Product Spotlight
Osteoporosis is one of the major issues rheumatologists have to face day-by-day. Management is usually individual and sometimes challenging. Laboratory markers are helpful tools for monitoring and predicting response to therapy.
TheraTest Laboratories now offers the N-MID®-Osteocalcin and the 
Serum CrossLaps® ELISA kits for assessing bone turnover.

Osteocalcin is produced by osteoblasts, and serum osteocalcin level is a marker of bone formation. Higher than average serum octeocalcin concentration implies increased bone turnover, and is often seen in osteoporosis. 
The Serum CrossLaps ELISA measures the concentration of a type I collagen degradation product, C-terminal telopeptides (CTX) in serum, and provides information on bone degradation.
 None of these kits are diagnostic; however, comparison of individual serum osteocalcin and CTX levels to pre-treatment concentrations (i.e. levels before the anti-resorptive or hormone-replacement therapy) helps physicians to predict the skeletal therapeutic response (bone mineral density), and to monitor bone formation and bone resorption changes. 

Current average reimbursements:
Osteocalcin: 



$ 43.59

Serum CrossLaps (CTX):

$ 27.29

          

If you are interested in any of the new products listed above, please call Anthony Tate at 1-800-441-0771 x 41. 
What’s New in Rheumatology?
A few interesting results from recently published studies, demonstrating important relationships between various autoimmune diseases and underlining the importance of autoantibody tests in diagnosis and screening:
Anti-cyclic citrullinated peptide (CCP) antibodies are increasingly used for rheumatoid arthritis diagnosis. Researchers from Boston, MA, tested the performance characteristics of a new set of criteria for RA classification, incorporating anti-CCP by replacing rheumatoid nodules and erosions. The new criteria showed increased sensitivity for RA classification for all subjects regardless of symptom duration (71% versus 51% for ACR criteria), but with less specificity (81% versus 91%). Regarding early RA, the new criteria greatly improved the sensitivity in subjects with symptoms ≤ 6 months: 63% versus 25% for ACR (11).
Lower body-mass index, higher rate of osteoporosis and higher fracture frequency were demonstrated by Swedish researchers in subjects with anti-tissue transglutaminase (tTG) antibodies (a serological marker of celiac disease), among a cohort of 6480 middle-aged women. The osteoporosis rate was twice as high in those with a high level of anti-tTG antibodies than in the rest of the cohort (13.4% versus 6.5%), and was accompanied by a 32.2% fracture frequency during the study period (12). Osteometry is therefore warranted in subjects with anti-tTG antibody; and vice versa, anti-tTG antibody screening is justified in those diagnosed with osteoporosis. 
The binding of anti-tissue transglutaminase (tTG) antibodies to thyroid tissue was demonstrated by researchers from New York, NY (13). Sera from untreated, anti-tTG positive celiac disease patients produced staining of thyroid follicular cells and extracellular matrix by IIF, while no staining was observed with sera from anti-tTG negative patients or healthy subjects. Moreover, the frequency of anti-thyroid antibodies (anti-thyroid peroxidase and/or anti-thyroglobulin) was 43% in celiac disease patients (13). It has been well documented that patients with celiac disease have increased incidence of thyroid dysfunction, which improves on a gluten-free diet. The findings of the study suggest that anti-tTG antibodies may contribute to the development of thyroid disease in subjects with celiac disease. 
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We hope you find this newsletter useful. Please feel free to give us your feedback any time! If you need more information, don’t hesitate to contact us.
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