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Drug/Drug Class: Rethymic Clinical Edit 
First Implementation Date: TBD
Proposed Date: April 14, 2026
Prepared For: MO HealthNet	
Prepared By: MO HealthNet and Conduent	
Criteria Status: New Criteria

Executive Summary 
Purpose: 
Ensure appropriate utilization and control of Rethymic® (allogeneic processed thymus tissue-agdc).
	
Why Issue Selected:
Rethymic is a one-time tissue-based regenerative therapy administered via surgical implantation in quadricep muscles. The recommended dose range is 5,000 to 22,000 mm2 of Rethymic/m2 recipient body surface area (BSA). Rethymic exhibits its therapeutic effect by migration of the recipient's bone marrow-derived T-cell progenitors into the thymic allograft where they are “educated” to produce immunocompetent T cells that are tolerant of both donor and recipient tissues while maintaining the ability to respond to foreign antigens. Immunosuppressive therapy is recommended for patients receiving Rethymic based on disease phenotype and PHA levels.

Rethymic is the first thymus tissue product approved in the United States. Rethymic provides a previously unmet need for patients with congenital athymia and allows for survival past the estimated two-to three-year survival rate with supportive therapy alone. It takes at least 6 months after Rethymic implantation to reconstitute immune function, so patients must continue to take precautions to prevent infections. Notably, Rethymic is only available to be administered at one medical center in Durham, North Carolina.

Due to the high cost and specific approved indication, MO HealthNet will impose clinical criteria to ensure appropriate utilization of Rethymic. 


Program-Specific Information: Date Range FFS 1-1-2025 to 12-31-2025
	Drug
	WAC (per treatment)

	Rethymic 
	$2,811,385.00



Setting & Population 
Drug class for review: Rethymic® (allogeneic processed thymus tissue-agdc)
Age range: All appropriate MO HealthNet participants

Approval Criteria
Initial Therapy:
Must meet all of the following:
· Participant is aged < 18 years;
· Diagnosis of congenital athymia confirmed by a specialist (pediatric immunologist);
· Prescribed by or in consultation with a pediatric immunologist, endocrinologist or other specialist in the treated disease state;
· Testing for anti-human leukocyte antigen (HLA) antibodies completed;
· If participant has received prior hematopoietic cell transplantation (HCT) or solid organ transplant must have HLA matching completed; AND
· Baseline T-cell proliferative response to phytohemagglutinin (PHA) completed;   

Denial Criteria
Therapy will deny with presence of one of the following:
· Presence of genetic variants associated with diagnosis of severe combined immunodeficiency (SCID); 
· Presence of current cytomegalovirus or human immunodeficiency virus (HIV) infection; OR
· Therapy exceeds 1 procedure per lifetime.

[bookmark: _Hlk34120952]Disposition of Edit
Denial: Exception code “0682” (Clinical Edit)
Rule Type: CE
Default Approval Period: 1 year
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