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Lab Medicine New and updated laboratory testing information

April 3, 2026

Infliximab Testing Update
IFXMB Inactivation and INFXR Implementation

Effective Date: Already Implemented

Test code IFXMB will be discontinued and replaced with test code INFXR. This update includes a transition of testing
from ARUP to Mayo Clinic Laboratories, along with changes to: methodology, collection container requirements,
minimum specimen volume, and specimen stability.

Please begin ordering INFXR for all infliximab testing.

Test Information

Effective Date Already Implemented

Current Test Code IFXMB (Inactivated)

New Test Code INFXR

Test Name Infliximab Quantitation with Antibody Reflex, Serum

CPT Code 80230

Reference Lab Transition from ARUP — Mayo Clinic Laboratories

Clinical Utility Infliximab Quantitation with Antibody Reflex, Serum (INFXR) supports therapeutic drug

monitoring and clinical decision-making for patients receiving infliximab therapy.
Clinical Use Includes:

e Loss or partial response to therapy

e Primary nonresponse

¢ Reintroduction after drug holiday

e Hypersensitivity or infusion reactions

¢ Monitoring inflammatory bowel disease activity

Reflex Testing When infliximab levels are < 5.1 meg/mL, antibody testing is automatically performed
at an additional charge.

Methodology LC-MS/MS (Selective Reaction Monitoring)
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Specimen Requirements
Specimen Type | Serum

Preferred Container | Red Top (Plain)

Alternate Container | Gold Top (SST)

Required Volume | 1 mL (minimum 0.5 mL)

Stability
Room Temperature | Unacceptable
Refrigerated | 28 days
Frozen | 28 days
Transport | Refrigerated
Patient Preparation e Collect specimen immediately before next scheduled dose (trough level)
e Avoid biotin (vitamin B7) supplements for 12 hours prior to collection
Turnaround Time 3 to 7 days from receipt of specimen
Testing Limitations e High biotin levels may interfere with antibody results
e Test does not differentiate between originator and biosimilar infliximab products
Causes for Rejection Specimens with gross hemolysis or icterus may be rejected

Reference Range(s)
INFLIXIMAB | Limit of quantitation is 1.0 mcg/mL. Therapeutic ranges are
QUANTITATION | disease specific.

NFLIXIMAB | Absence of antibodies to infliximab (ATI) is defined as <50 U/mL.
ANTIBODIES | Ppresence of ATl is reported as positive when concentrations are >
or =50 U/mL.

Additional Information

For detailed test information, including specimen requirements, methodology, and ordering instructions, please refer to
the HNL Lab Medicine Test Directory. If you have questions regarding this update, please contact HNL Lab Medicine
Technical Support at 877-402-4221.

Compliance Reminder

Tests and profiles must be ordered based on the individual patient’s clinical needs. All testing must be reasonable
and medically necessary, consistent with applicable coverage policies, and supported by documentation in the
patient’s medical record. Per CFR 45 § 164.506, progress notes may be requested to support the test order or claim.
For guidance on applicable coverage policies and medical necessity requirements, please refer to the Medicare
Resources Page.
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https://www.hnl.com/test-directory
https://www.ecfr.gov/current/title-45/subtitle-A/subchapter-C/part-164/subpart-E/section-164.506
https://www.hnl.com/professionals/billing-and-coding/medicare-resources/medicare-coverage-policies
https://www.hnl.com/professionals/billing-and-coding/medicare-resources/medicare-coverage-policies



