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Background: Effective September 1st, 2026, human chorionic gonadotropin testing at the Methodist Health System will undergo the following changes to unify the ordering and resulting throughout the system. 

Orders:

HCG Quantitative Pregnancy (HCG STAT) (available at FH, JE, MH, and WH) 

Reference Range
0-5 mIU/mL

Interpretive Data

≤ 5   mIU/mL: 	Negative
5- 10 mIU/mL: 	Equivocal
> 10 mIU/mL: 	Positive

Please interpret the results in a clinical context. Repeating test within 2-3 days may be of value and provide a more definitive answer.

Samples should not be taken from patients receiving therapy with high biotin doses (i.e. >5 mg/day) until at least 8 hours following the last biotin administration.


Beta-HCG Quantitative - Tumor Marker (HCG+β/HCG-BETA) (order is available at FH, JE, MH, and WH. Testing performed at MH.)

Reference Range
Male: <3 mIU/mL
Female: <5 mIU/mL

Interpretive Data
Healthy post-menopausal females may have BHCG values up to 8 mIU/mL.
 
Samples should not be taken from patients receiving therapy with high biotin doses (i.e. >5 mg/day) until at least 8 hours following the last biotin administration.

The combination of the specific monoclonal antibodies used in the Roche HCG+β/HCG-BETA electrochemiluminescent immunoassay recognize the holo-hormone, "nicked" forms of hCG, the beta-core fragment, and the free beta-subunit. Results obtained with different test methods or kits cannot be used interchangeably.

This test has not been cleared or approved by the FDA. It was developed and performance characteristics determined by Nebraska Methodist Hospital. 

Background and Methodology:  

The Roche Elecsys HCG STAT assay is an electrochemiluminescence immunoassay (ECLIA) for the quantitative determination of human chorionic gonadotropin (hCG) in human serum and plasma. It is intended primarily for the early detection and monitoring of pregnancy. The assay specifically targets the intact hCG holo-hormone (the complete α- and β-subunit dimer) and does not significantly detect the free β-subunit (hCGβ), nicked forms of hCG, or the β-core fragment. 

The Roche Elecsys HCG+β/HCG-BETA is an electrochemiluminescence immunoassay for the quantitative determination of the sum of intact hCG plus the hCG β-subunit in human serum and plasma. The assay recognizes the intact hCG holo-hormone, nicked forms of hCG, the β-core fragment, and the free β-subunit. While the assay is intended for early detection of pregnancy; elevated intact and other forms of hCG (nicked hCG) may be seen in non-pregnancy settings including trophoblastic tumors, germ cell tumors and other non-germ cell tumors (1-4).
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The two assays are not interchangeable and will not trend together.

Specimen Requirements:  

No change in specimen requirement.

Test Performed: 

No change - performed 24/7 


Please direct any questions to Dr. George Bedrnicek at 402 955-5528, or to Dr. Shane Kohl at 402 354-4558.
	



[image: ]
image1.jpg




image2.png




image4.jpg




image3.jpg
402.354.8000 / 800.801.4182
www.BestCareEAP.org




