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Public Commentary 
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To The Commission: 

On behalf of Advocates for Informed Choice (AIC), a non-profit organization that 
advocates for the legal and human rights of children born with disorders of sex development 
(DSD) and their families, we seek to draw the attention of the Commission to the ethical 
concerns raised by the practices described in this letter that affect these vulnerable children. We 
write to express AIC’s grave concern over ethically questionable clinical research involving 
pregnant women that has been reportedly conducted under the auspices of Mount Sinai Medical 
Center and Weill-Cornell Medical College, Cornell University, under the direction of Dr. Maria 
New. Specifically, we are concerned about the off-label use of dexamethasone on pregnant 
women for the purpose of preventing genital virilization in fetuses who might be 46,XX fetuses 
affected by 21-hydoxylase deficiency, a form of Congenital Adrenal Hyperplasia (CAH).  

This treatment raises significant ethical dilemmas that have gone unaddressed for over 20 
years, involving a vulnerable population. Prenatal treatment with dexamethasone is an 
unapproved use of a strong steroid in pregnant women, intended to avoid a cosmetic issue 
associated with CAH, rather than to treat the medical issues that should be the primary concern 
of physicians.i Use of prenatal dexamethasone has been demonstrated to bear significant 
iatrogenic risk.ii Studies have demonstrated that prenatal dexamethasone treatment results in 
detrimental changes to the brains of children,iii specifically, problems with working memory, 
verbal processing, and anxiety.iv Severe and long-lasting adverse effects on treated pregnant 
women have also been reported.v Pregnant women are considered a vulnerable population in the 
research context, and they are being exposed to risky and experimental treatment in order to 
potentially benefit the fetus. However, 90% of fetuses so treated will not benefit from this 
treatment. Only 1 in 8 fetuses started on this treatment are actually 46,XX CAH, which means 
that the 7 in 8 who are not are being treated unnecessarily. We are also particularly concerned 
that Dr. New’s studies were intended, at least in part, to determine whether prenatal 
dexamethasone treatment would prevent lesbianism and tomboyish behavior.vi



 

The Maria New Children’s Hormone Foundation webpage claims that “with 
nearly 20 years’ experience, the treatment has been found safe for mother and child,”vii 

despite the fact that Dr. New has simultaneously been conducting follow-up studies to 
determine the unknown long-term effects of prenatal dexamethasone treatment. Although 
Dr. New appears to have consistently had IRB approval to do post-natal follow-up 
observational and survey studies of women and children exposed to prenatal 
dexamethasone, she seems to have conducted no proper clinical trials and thus obtained 
no IRB oversight for the actual prenatal treatment of the 600+ pregnant women and their 
fetuses involved. In public correspondence with Dr. New in 2001, a committee of the 
American Academy of Pediatrics urged that “prenatal glucocorticoid therapy for CAH 
should be confined to centers doing controlled prospective, long-term studies.,” pointing 
out that “[t]he memory of the tragedies associated with prenatal use of … thalidomide 
demands no less.”viii  

We have alerted the federal Office of Human Research Protections (OHRP) and 
the Food and Drug Administration to the controversy surrounding Dr. New’s studies, 
and, while they have investigated, they have taken no action.   In fact, the National 
Institutes for Health has funded these studies for decades, without insisting on proper 
clinical trials.  The federal government continued to fund this ethically troubling project 
even while suing Weill-Cornell for fraud over Dr. New’s use of federal funds, and even 
after uncovering serious problems with Weill-Cornell’s IRB process.ix   

In spite of considerable public outcryx neither the OHRP nor Weill-Cornell will 
reveal what the pregnant women who were prescribed dexamethasone were told or why 
Cornell’s IRB approved this research.  The OHRP has not responded to Freedom of 
Information Act requests on these points.   

In closing, it is important to note that this is not the only ethical issue affecting 
children with DSD with which AIC is concerned presently. There are numerous 
situations in which children with DSD become the subjects of questionable methods of 
medical inquiry and practice.  

As another example, we also have grave ethical concerns about the follow-up tests 
used by Dr. Dix P. Poppas under the auspices of New York-Presbyterian Hospital and 
Weill-Cornell for assessing clitoral sensitivity in young girls after conducting clitoral 
reduction surgeries on them. Dr. Poppas’s unorthodox follow-up tests consist of applying 
medical vibratory devices to the genitals of girls as young as age 5 to collect data on post-
operative clitoral sensitivity.xi Given the well-documented psychological harm that can 
come to girls with DSD simply as a result of excessive visual genital exams,xii it seems 
likely that Poppas’s far more invasive tests pose substantial risk of psychological harm to 
young girls. Dr. Poppas’s follow-up tests may have been conducted without IRB scrutiny; 
it is difficult to see how an IRB could have approved such a study considering the 
controversy around genital surgery in general, let alone follow-up tests which seem to 
have no benefit for the patient.  Again, in spite of considerable public outcryxiii, neither 
Weill-Cornell nor the OHRP have taken action in this matter. 



 

AIC seeks to alert the Commission to the ethical issues that concern us as 
advocates for the legal and human rights of children born with DSD and their families. 
Children with DSD and their families constitute a particularly vulnerable population that 
has long been considered subject to exceptions to the usual ethical rules for medical 
practice and research. These children and their families deserve the protections that all 
patients and human subjects of research are entitled to receive. 

Thank you for your attention to these matters. 

Sincerely,  
 
 
Anne Tamar-Mattis, JD         Johanna Michael 
Executive Director          Legal Intern 
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