
 
Date:   
To: Medical Policy Department  
 

Subject: Request for Coverage 
 
Dear Decision Maker, 
 
I respectfully request consideration of coverage for the PreTRM® Test (0247U PLA), a blood-based 
proteomic assay that predicts risk of spontaneous preterm birth in asymptomatic, singleton 
pregnancies. This request is based on new, high-quality evidence from the recently published 
PRIME randomized controlled trial1, which demonstrates significant improvements in neonatal 
outcomes and reductions in healthcare utilization. More importantly, I believe the PreTRM Test can 
positively impact health outcomes for expectant mothers and babies.  
 
Why Coverage Matters  
 

Preterm birth remains one of the most pressing challenges in maternal and neonatal health:  
 

• Prevalence: 1 in 10 U.S. babies is born prematurely (10.4% in 2024).2 
• Impact: Preterm birth complications are a leading cause of death in children younger 

than 5 years and remain one of the most critical causes of neonatal mortality.3 
• Unpredictability: Nearly 50% of preterm births occur in women with no known risk 

factors4, leaving clinicians without tools to intervene early.  

• Health Equity: Black women experience a 14.7% preterm birth rate2, and Medicaid 
covers 41% of U.S. births5—a population disproportionately affected by prematurity.  
 

These statistics underscore the urgent need for accurate, early risk identification to guide 
personalized and proactive care.  
 

About the PreTRM® Test  
 

The PreTRM Test is performed at 180/7–206/7 weeks of gestation and provides an individualized risk 
assessment for spontaneous preterm birth and its complications, before symptoms are present. This 
enables clinicians to implement evidence-based interventions earlier in pregnancy, helping 
improve outcomes for mothers and babies. Currently accepted predictors for preterm birth consist 
of cervical length screening, which identifies 8% of those at risk, and a history of a prior preterm 
birth, which can identify 11% of at-risk women. The PreTRM Test has been validated to identify 75%6 
mothers at risk for preterm birth.  
  
The below findings confirm that PreTRM® risk stratification enables targeted interventions that 
change the trajectory of care, leading to reduced costly complications, and decrease healthcare use 
through delivering healthier babies.  
 
Improvement in outcomes seen in peer reviewed literature of PreTRM testing is consistent across 

various study designs and collectively indicates positive impact on maternal and neonatal outcomes. 

Specifically, the PRIME1 study (5000+ patient RCT) showed decreased NICU admissions , reduction 

in the earliest preterm births (<32 and <35 weeks), and improved neonatal health outcomes, 

including: 



• 20% fewer NICU admissions than routine care 

• 20% reduction in composite neonatal morbidity/mortality 

• 56% reduction in PTB ˂32 weeks 

• 32% reduction in PTB ˂35 weeks 

 

Based on PRIME1 trial results, the Number Needed to Screen (NNS) for the PreTRM Test is 

• 38.5 to prevent one NICU admission 

• 4.2 to prevent one NICU day 

• This performance is significantly better than guideline-supported cervical length screening, 

which has an NNS of 150 to prevent one NICU admission. 

 
 
Request for Coverage- Based on new clinical evidence building on a strong foundation of 12 peer-
reviewed studies, and the unmet need for risk identification in expectant mothers before symptoms 
begin and when action can lead to the best impact, PreTRM should be covered for women. 
 

 

Sincerely,  
 
(Insert Provider Name, Contact Information and NPI#) 
 

Read our PreTRM Dossier 
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