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3. Materials and methods

46 sera from patients (36 female) with thyroid diagnoses,

median age 44(7-69), were used.

The samples were obtained by venipuncture, separated by

centrifugation and stored as aliquotes at -20°C for 2 weeks.

We didn’t use hemolyzed, lipemic or icteric samples. The

patients values covered the whole measuring range.

TRAb were analysed by manual ELISA method, measured in

an ELISA reader at 405 nm with limit of detection (LOD) 0.3 U/L

and range 0,1-40 IU/L.

TSI were analysed by automated, chemiluminiscent analyzer

Siemens Immulite 2000xpi. Sensitivity of assay was 98,3% and

specificity 99,7%, with same range as TRAb and LOD=0,06

IU/L.

Statistical analysis was done using MedCalc 11.4.0 statistical

software (MedCalc Software, Mariakerke, Belgium).

2. Aim

In our Diagnostic Laboratory for years we used TRAb as

quantitative determination to give results that can in conjuction

with other clinical and laboratory dana assist in assessment of

thyroid dysfunction.

Aim was to compare new generation of immunochemistry

method determing TSI with the existing system determing

TRAb carried out comparative determination of samples on

both systems for special subset of patients.

In that purpose we used kappa statistic to test interrater

reliability among methods because TRAb can’t distinguish

whether the autoantibodies have blocking or stimulating

capabilities, which can be important in a subset of patients.

The price as well as turnaround time (TAT) (from every three to

four week to day-time) is important and crucial to clinicians in

resolving diagnosis or therapy process as well it is to the

patient.

.

6. Conclusion

In today's fast-rush time lack of time and limited resources are crucial in Health system as well as are in life, generally. The diagnostic

performance of fully automated Siemens TSI assay in GD patients is at least comparable to that of current TRAb suggesting the

possibility of including such assay in rapid and cost-saving diagnostic and monitoring algorithms. As we love to have patient on thron of

Public Health piramide shorten TAT and faster delivery of results helps is the least we can do as well as quality and accurency of our

lab findings.

4. Results

The agreement between the methods was determined by kappa

(κ) coefficient. κ is measure of correlation between categorical

variables often used as reliability or validity coefficients (less

than or equal to 1). A value of 1 implies perfect agreement and

values less than 1 imply less than perfect agreement (Table 1).

We used kappa because we have had two different

immunochemistry methods with different assay cutt-off values,

2,0 IU/L for TRAb and 0.55 IU/L for TSI.

Dana presents arbitrary distribution of N=46 samples of

negative, 20%± of cut-off value and positive findings of

TRAb and TSI.
We found equivalent results in all patient samples, almost

perfect agreement in determining between the immunochemical

tests using kappa coefficient: 0.888. (Table 2).
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Table 1. Interpretation of kappa value

Observer B (TSI)

Observers negative (N) 20%±cut-off (N) positive (N) Total (N)

negative (N) 16 1 0 17

Observer A
20%±cut-off

(N)
2 2 2 6

(TRAb) positive (N) 0 0 23 23

Total (N) 18 3 25 46

Measures of agreement ĸ 0,888

Table 2. Contingency table for measuring interrater

intereability using measures of agreement ĸ

1. Introduction

Thyrotoxicosis is a condition having multiple etiologies,

manifestations, and potential therapies. It refers to a clinical

state that results from inappropriately high thyroid hormone

action in tissues generally due to inappropriately high tissue

thyroid hormone levels. Appropriate treatment of thyrotoxicosis

requires an accurate diagnosis which involves among other

quantification of thyrotropin-receptor antibodies (TRAb) and/or

antibodies with stimulating activity (TSI). The TSH receptor

(TSHR) binds autoantibodies, TSI or thyroid blocking

immunoglobulins (TBI) that in contrast to TSI inhibit stimulation

of thyroid cells leading to hypothyroidism while TSI bind to

TSHR and mimic TSH stimulation (hyperthyroidism).

TSI includes determination of autoimmune etiology of

thyrotoxicosis, conformation of Graves ophalmopathy (GO) or

monitoring Graves disease, prediction of remission or relapse

and prediction of hyperthyroidism in neonates.

Value of Kappa Level of Agreement % of Data that are reliable

0-0.20 None 0-4 %

0.21-0.39 Minimal 4-15 %

0.40-0.59 Weak 15-35 %

0.60-0.79 Moderate 35-63 %

0.80-0.90 Strong 64-81 %

Above 0.90 Almost Perfect 82-100 %
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