Procedure Change/Revision oss-a)

Procedure: QuantiFERON®-TB Gold ELISA on the DSX Doc# imm 203

Change/Revision: Procedure for Reporting of results >0.34 IU/mL but <25% of the
Nil value which are considered a Negative result.

TB-Nil results that are >0.34 IU/mL but are <25% of the Nil value are
considered Negative results. To avoid being flagged as abnormal in
the SOFT LIS enter as follows:

Enter “See Below” in the result field.

Add following Result comment using the Canned Message @QFT
“Although the TB-Nil value was >0.34 IU/mL ( ), it represented <25% of
the Nil value which is defined as a Negative result.”

Fill the TB-Nil value into the parenthesis.

See attached screenshots for detailed instructions.
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Choose ‘See Below’ from Keypad when result >0.34 but negative (due to value being <25% of NIL)
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Type value into parentheses and fix spacing on parentheses, then click OK

Verify result then Save
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Patient: TEST, PAUL Ordering MD: RATHBONE. RICHARD
DOB: 06/13/1964 Age:d48  SexiM Location: COURTESY
MRUN: MR2389665

ORDER No. 421005842 FINAL REPORT

IMMUNOLOGY
[Test Name Result ABN Ref-Ranges Units Site|
Collected: 06/10/2013 15:32  Received: 06/10/2013 15:52
General
* QuantiFERON-TB Gold In Tube See Below =034 IU/mL M

Although the TB-Nil value was »>0.34 [U/mL (0.38). it represented <25% of the Nil
value which is defined as a Negative result. -
As of February 6. 2013, the QuantiFERON-TE Gold In Tube test wil

be performed in the Clinical Immunclogy Laboratory &t Yale-New Haven Hospital
utilizing the QuartiFERON-TE Gald assay by Cellestis (Qiagen.) This assay
reprasents no changs in methodalogy and referance range.

INTERPRETIVE INFORMATION:

0.34 IU/mL or less: M. tuberculosis infection unlikely, but cannot
be completely excluded.

0.35 IU/mL or greater: M. tuberculosis infection (Istent} or disease (active)
likely.

Indeterminate: Results are Indeterminate for TB Antigen responsiveness.
Indeterminate results may be caused by insufficient lymphocytes or inability of

the patients lymphocytes to generate IFN-yamma. reduced lymphocyte activity due
to prolonged specimen transport or improper specimen handling, the presence of
heterophile antibodies, or to intrinsic IFN-gamma secretion.
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