
 
 
August 13, 2014 

 

Sylvia Mathews Burwell, Secretary 

U.S. Department of Health and Human Services 

200 Independence Avenue, SW 

Washington, D.C. 20201 

 

Dear Secretary Mathews: 

 

On behalf of the undersigned organizations, congratulations on your recent confirmation as 

Secretary of the U.S. Department of Health and Human Services (HHS).  We are writing to update you on 

our efforts and guidance on the prevention of preterm birth, and to ensure that the U.S. Department of 

Health and Human Services’ (HHS) efforts with respect to this and the related endeavor to reduce the rate 

of infant mortality in the U.S. include consideration of our organizations’ 2012 guidelines with respect to 

cervical length measurement and use of progesterone.
1,2,3

 We believe that the inclusion of these important 

guidelines in HHS’ efforts – both at the public health program and the  health coverage levels will lead to 

a reduction in the rate of infant mortality and provide safer, more effective care for pregnant women and 

their babies. These strategies that have been proven by research
4,5,6

 conducted by many of our members 

and the Eunice Kennedy Shriver National Institute of Child Health and Development will go a long way 

in tackling this issue.    

 

According to the United Nations, the United States ranks 55
th
 in the world in infant mortality - far 

below many developing nations.
7
  The Center for Disease Control’s National Vital Statistics reports tally 

over 26,000 annual infant deaths; a rate of 6.4 deaths per 100,000 live births. Importantly, there are 

significant racial disparities.
8
  We can and must do more to solve this crisis. 

 

The leading cause of infant morbidity and mortality is preterm birth. Preterm infants account for 

nearly 70% of infant deaths.
8
 Women in the U.S. suffer among the highest preterm birth rates in the 

world: one in nine babies born in the United States (11.5%) is delivered before 37 completed weeks of 

gestation.
9,10,11

 Moreover, while babies born before 32 weeks represent only 2% of all births, they result in  

half (54%) of infant deaths.
8
 The rate of infant mortality for babies born very low birthweight (less than 

1,500 grams) is 100 times higher than that for babies born weighing more than 2,500 grams. Preterm 

babies who survive are at significant risk of developmental and physical disabilities including cerebral 

palsy and developmental delays, chronic respiratory disease, blindness and deafness – all problems which 

can last a lifetime, severely affecting these children and their families, and adding significant cost to the 

healthcare system.
12

 Awareness and education are desperately needed to expand risk screening and 

preventive treatment.  Reducing the rate of preterm birth is the most important means of reducing infant 

mortality.   

 

There are significant racial disparities in both infant mortality and preterm birth.  The rate of 

infant death for non-Hispanic black babies (12.40/1,000) is more than twice that for non-Hispanic white 

(5.33/1,000) babies.
8
 The March of Dimes recently reported a preterm birth rate of 16.8% for African 

Americans compared with 11.7% for Hispanics and 10.5% for White women.
9
   

 

Preterm birth is extraordinarily expensive and accounts for 50% of all pregnancy costs.  The 

Institute of Medicine examined the cost of preterm birth and estimated the economic toll in 2005 to be 

$26.2 billion, or $51,500 per infant born preterm.
12

 With sky rocketing health care costs, the total today is 

surely much higher.  A disproportionate share of this cost results from Neonatal Intensive Care Unit 
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(NICU) admissions for very preterm babies. As an example, the average NICU expense for babies born 

before 32 weeks of gestation is $280,000.
13

 Incremental medical costs remain much higher for very 

preterm infants for at least the first 7 years of life.  Overall, the cost of a preterm birth is ten times that of 

a full term birth.
12

   

 

In 2010, Medicaid provided coverage for 45% of the births in the United States, and over 60% in 

several states.
14

 On average, this rate has increased 19% nationally increase since 2008.  With the 

Affordable Care Act and Medicaid expansion, these rates are expected to rise.  Moreover, Medicaid pays 

for twice as many adverse outcomes as do private insurers.  For most Medicaid payers, NICU admissions 

are at the top of the list of most expensive hospitalizations.  Quality improvement initiatives to prevent 

preterm birth can bring significant savings to Medicaid budgets.   

 

Growing adoption of evidence based strategies has helped bring the rate of preterm birth and 

infant mortality down slowly.  For example, earlier identification of pregnancies, better access to prenatal 

care, improved education, smoking cessation programs, innovative care delivery models such as 

Centering Pregnancy, 17 α-hydroxyprogesterone (17-OHCP) to prevent recurrent preterm birth, quality 

initiatives to reduce early elective deliveries, and inter-conception care have each made a difference. 

Despite our best efforts, though, the nation is not on pace to reach the March of Dimes’ goal to reduce the 

rate of preterm birth to 9.6%.  

 

 Both CMS and HRSA have identified preterm birth as an important issue. Pilot programs to help 

define best practices and quality measures have been instrumental in creating road maps for rolling out 

such strategies to benefit pregnant women across the country. We wholeheartedly support these efforts 

being made at the federal level.  

 

We believe that much more could be done, and we urge HHS to include our own guidelines that 

were published in 2012 as you work toward a cohesive, collaborative national infant mortality strategy. 

We have attached here the guidelines published in 2012: May 2012, SMFM published “Progesterone and 

Preterm Birth Prevention:  Translating Clinical Trials Data into Clinical Practice”  (Am J Obstet Gynecol 

2012;206:376-386.); June 2012, ACNM published “ACNM Position Statement on Preterm Labor and 

Preterm Birth”; and from October 2012, ACOG published “ACOG Practice Bulletin No.130: Prediction 

and Prevention of Preterm Birth”  (Obstet Gynecol 2012 Oct;120(4):964-73.). These publications include 

comprehensive reviews of clinical trials and provide detailed recommendations for progesterone 

treatment in select high risk pregnancies.  In sum: 

 

 For singleton pregnancies with a history of prior spontaneous preterm birth, 17-OHCP is 

recommended to prevent recurrent preterm birth 

o Re-affirms recommendations in a 2008 ACOG Practice Bulletin 

o Utilization needs to improve 

 For singleton pregnancies without a history of prior spontaneous preterm birth, vaginal 

progesterone is recommended to prevent preterm birth in patients diagnosed with a cervical 

length less than or equal to 20 mm by transvaginal ultrasound between 18 and 24 weeks gestation 

o New guidelines require a change in practice  

o Universal cervical length screening is supported to identify patients eligible for treatment 

 Progesterone is not recommended for multiple gestations 

 

Vaginal progesterone is readily available at a low cost.  Using the generic drug, a full course of 

treatment is approximately $350.
15

 Universal cervical length screening can be added to routine prenatal 

care using existing technology.   
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Economic analyses show that universal screening and vaginal progesterone treatment for those 

diagnosed with premature cervical shortening is cost saving.  For every 100,000 pregnancies screened, 

$19.6 million can be saved by treating the high risk patients.
16,17

  In a recent Journal of Perinatal Medicine 

article, Dr. Roberto Romero, Chief of the Perinatal Research Branch of NICHD, estimated that 

widespread adoption of this risk assessment and treatment could bring a net savings of $500-750 million 

annually to the U.S.
18 

 

Experts note that this combination of risk screening – obstetric history and cervical length 

measurement – can identify more than 50% of pregnancies destined to deliver early.
19

 Identification  

allows progesterone treatment, and that can help reduce the incidence of preventable preterm birth.  A 

slew of meta-analyses and articles continue to be published in the medical literature with an urgent call 

for adoption of risk screening and treatment for all eligible pregnant women.  It is broadly agreed that 

cervical length measurement meets the WHO standards for a screening test.   

 

We firmly believe that more attention, education and prioritization is needed to help realize the 

potential of both 17-OHCP and vaginal progesterone to improve maternal and infant outcomes and reduce 

cost. There is no more devastating or expensive problem in obstetrics. The evidence is clear. We have all 

the necessary tools. We must not wait any longer to take all necessary steps to accelerate adoption. We 

respectfully request that you take a leading role in this regard.   

 

As you move forward with realizing the goal of reducing infant mortality, we hope that you will 

consider the adoption and inclusion of our guidelines in this strategy. We fully support the work of the 

Secretary’s Advisory Committee on Infant Mortality (SACIM), but think the SACIM’s report in January 

2013 made note of many, but not all, of the above statistics and strategies.  Most notably, progesterone 

treatment to prevent preterm birth in select high risk populations was missing.  

 

Research conducted by NICHD on 17-OHCP dating back to 2003 showed a 33% reduction in 

preterm birth for singleton pregnancies with a history of spontaneous preterm birth.
5
  This therapy has 

been in use since then, and an ACOG Practice Bulletin recommending it was published in 2008.  

Identification of the eligible patient population relies on maternal history at the first prenatal visit but can 

be supplemented with data tracking systems.  Sadly, this intervention is still profoundly under-utilized in 

many places – and that means pregnant women are missing opportunities for healthier outcomes.  This is 

unacceptable.   

 

There is also now another progesterone strategy to add to our arsenal: universal cervical length 

screening and vaginal progesterone treatment for prematurely short cervix.  A worldwide study conducted 

by the NICHD
6
 and published in 2011 demonstrates the efficacy of this strategy, validating and 

expanding upon the results of prior clinical trials.  For singleton pregnancies without a prior preterm birth 

with a mid-pregnancy short cervical length, vaginal progesterone treatment showed significant reductions 

in preterm birth and improvements in infant outcomes, which translate to significant reductions in short- 

and long-term costs, including:  

 

• 45% reduction in preterm birth ≤ 33 weeks
6
 

• 50% reduction in preterm birth ≤ 28 weeks
6
 

• 43% reduction in neonatal morbidity and mortality
6
 

• 61% reduction in respiratory distress syndrome
6
 

• 25% reduction in NICU admissions
20

 

 

Beyond ACIM, HHS’s ability to bring leaders together and encourage states to include these 

evidence-based strategies is fundamental to improving the health and well-being of our mothers and 

babies. We look forward to working with you as HHS works to expand and execute a national strategy to 
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reduce infant mortality. Again, infant mortality cannot be addressed without addressing preterm birth – 

and our guidelines are a major piece of this puzzle. HHS’s work on this matter thus far is commendable, 

and it is well positioned to help obstetrics providers and payers add universal cervical length screening 

and vaginal progesterone treatment as recommended by SMFM, ACOG, and ACNM in the future.  The 

lives and livelihood of our nation’s babies are at stake.  We appreciate your consideration of this, and 

should you have any questions please contact the Society for Maternal-Fetal Medicine’s Washington 

Representative, Katie Schubert, at (202) 484-1100 or kschubert@dc-crd.com.  

 

Sincerely, 

 

 

 
     Vincenzo Berghella, MD 

     President 

     Society for Maternal-Fetal Medicine 

 
Gerald F. Joseph, Jr., MD, FACOG 

Vice President, Practice Activities 

American College of Obstetricians & 

Gynecologists 

 
Ginger Breedlove, PhD, CNM, APRN, FACNM 

President 

American College of Nurse-Midwives 

 

     

 

 

cc. Marilyn Tavenner, CMS 

 Cindy Mann, JD CMCS 

Stephen Cha, MD, MHSR, CMS 

Mary Wakefield, PhD, RN, HRSA 

Michael Lu, MD, MPH, HRSA 

Alan E. Guttmacher, MD, NICHD 

Tonse N.K. Raju, MD, DCH, NICHD 

Roberto Romero, MD, DMedSci, NICHD 

Nancy C. Lee, MD, HHS OWH 

Hon. Lamar Alexander 

Hon. Richard Burr 

Hon. Rosa DeLauro 

Hon. Tom Harkin 

Hon. Jack Kingston 

Hon. Nita Lowey 

Hon. Barbara Mikulski 

Hon. Jerry Moran 

Hon. Frank Pallone 

Hon. Joe Pitts 

Hon. Harold Rogers 

Hon. Bernard Sanders 

Hon. Richard Shelby 

Hon. Fred Upton 

Hon. Henry Waxman 

  

 

 

 

__________________________ 
 

mailto:kschubert@dc-crd.com
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