Congress of the nited States
Washington, DC 20515

October 29, 2024

The Honorable Chiquita Brooks-LaSure
Administrator

Centers for Medicare & Medicaid Services
Hubert H. Humphrey Building

200 Independence Avenue, S.W.
Washington, DC 20201

Re: Medicare and Medicaid Programs: Hospital Outpatient Prospective Payment and
Ambulatory Surgical Center Payment Systems; Quality Reporting Programs, Including the
Hospital Inpatient Quality Reporting Program; Health and Safety Standards for Obstetrical
Services in Hospitals and Critical Access Hospitals; Prior Authorization; Requests for
Information; Medicaid and CHIP Continuous Eligibility; Medicaid Clinic Services Four
Walls Exceptions; Individuals Currently or Formerly in Custody of Penal Authorities;
Revision to Medicare Special Enrollment Period for Formerly Incarcerated Individuals; and
All-Inclusive Rate Add-On Payment for High-Cost Drugs Provided by Indian Health Service
and Tribal Facilities

Dear Administrator Brooks-LaSure:

As members of Congress committed to improving the health and safety of our pregnant, birthing,
and postpartum constituents, we write to commend the Centers for Medicare & Medicaid
Services (CMS) for promulgating a thoughtfully considered proposed rule that establishes
obstetric care Medicare Conditions of Participation (CoPs) for hospitals and critical access
hospitals (CAHs). As part of our efforts to advance the health and safety of all patients, we
encourage CMS to incorporate guidance into the final rule that reduces roadblocks for pregnant
patients with substance use disorder (SUD) seeking prenatal care.

SUD is a leading cause of maternal death and can also have severe health consequences for
infants.' > However, research has shown that increasing prenatal care for pregnant people with
SUD can improve both maternal health outcomes and birth outcomes.? Therefore, we encourage
CMS to incorporate the following recommendations into the proposed obstetric care Medicare
CoPs relative to organization, delivery of services, and staff training to improve maternal and
fetal health outcomes:
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1. Provide guidance for providers on how to obtain informed consent for drug testing during
the prenatal period and during labor and delivery.

2. Prohibit drug testing of people during pregnancy and labor and delivery without the
patient’s informed consent.

3. Enhance provider training requirements regarding SUD during pregnancy.

Provide guidance for providers on how to obtain informed consent for drug testing during
the prenatal period and during labor and delivery.

CMS should include guidance for medical providers in the obstetric care CoPs on obtaining
informed consent for drug toxicology testing during the prenatal period and during labor and
delivery. The risk of arrest, prosecution, or family separation following a positive toxicology test
makes patients afraid to access health and medical services during pregnancy, putting them and
their fetus at an increased risk of harm.*

Maternal toxicology testing often takes the form of a verbal screen or urine test to monitor for
conditions such as diabetes or preeclampsia. However, many pregnant patients are not informed
that the urine tests can also be used to screen for substance use.” Additionally, doctors have
reported that because urine tests are regularly provided in prenatal care, patients are not given an
option to refuse urine drug testing.

The requirement for providers to obtain informed consent prior to medical intervention is both a
legal and ethical requirement that is outlined in the American Medical Association’s Code of
Medical Ethics.” However, it is also important for providers to have guidance on how to obtain
informed consent specifically for drug testing of pregnant and postpartum patients, as these
patients may face additional consequences following a positive toxicology test. At least 24 states
and the District of Columbia consider prenatal substance exposure to be child abuse or neglect,
requiring the provider to file a report to the state child welfare system after a positive maternal
toxicology test.® Some states allow these reports to be used for cases of criminal prosecution or
for involuntary commitment related to prenatal substance use.’

* American College of Obstetricians & Gynecologists. (2020, December). Opposition to criminalization of individuals during
pregnancy and the postpartum period. https://www.acog.org/clinical-information/policy-and-position-statements/statements-of-
policy/2020/opposition-criminalization-of-individuals-pregnancy-and-postpartum-period
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Ensuring providers have guidance on how to obtain informed consent for drug testing during
pregnancy is also a matter of health equity. There are significant racial disparities in those who
are subjected to maternal toxicology testing without consent. Research shows that Black patients
are much more likely to be drug tested during pregnancy, despite not having a higher probability
of a positive test result than other racial groups."

CMS might consider incorporating guidance from the American College of Obstetricians and
Gynecologists (ACOG) on how to obtain informed consent for routine testing and other potential
drug testing during the prenatal period and during labor and delivery. ACOG recommends that
pregnant women should be made aware of “the potential ramifications of a positive test result,
including any mandatory reporting requirements.”'! Patients should also understand that they are
able to refuse drug testing and still receive all routine prenatal tests.

Prohibit drug testing of people during pregnancy and labor and delivery without their
informed consent.

CMS should also include policies that specifically prohibit drug testing of people during
pregnancy and labor and delivery without their informed consent. While the Supreme Court
determined in 2001 that diagnostic tests on pregnant patients without the patient’s consent
constitutes an unreasonable search, drug testing of pregnant patients without their consent is still
a relatively common practice.'? ”* In fact, a 2022 study of 5 Massachusetts hospitals found that
verbal consent was obtained for less than a third of maternal toxicology tests.'*

This high occurrence of drug testing of people during pregnancy and labor and delivery without
informed consent is concerning, as experts warn that nonconsensual drug testing can undermine
trust between patients and providers." In fact, research found that the most common strategy that
pregnant patients with SUD employ to avoid their provider detecting their substance use is to
skip medical visits or avoid prenatal care altogether.'®
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Additionally, patients’ fear of their provider reporting their substance use to law enforcement or
other government agencies deters pregnant people from seeking prenatal care, which ends up
increasing risks to maternal, child, and fetal health.'” Providers may be required to report results
of non-consensual drug testing to child welfare services or law enforcement depending on state
law. These reports can lead to criminal charges against the patient. A report documenting over
1,800 cases of pregnancy related criminalization between 2006 and 2022 found that, in 92% of
cases, law enforcement officials used alleged illegal substance use as a basis for charging
pregnant people with criminal child neglect or endangerment.'® Pregnant people were also
charged with criminal child neglect or endangerment for allegations of using legal substances,
including alcohol and nicotine."

Ensuring that pregnant patients are aware of all potential ramifications that could result from any
medical test in advance of a patient consenting to that test will assuage fears and encourage
patients to seek essential prenatal care. Therefore, CMS should incorporate guidance into the
obstetric care CoPs that specifically prohibits drug testing of pregnant, birthing, and postpartum
patients without their informed consent. CMS should ensure that any updated guidance related to
informed consent and drug testing of pregnant patients is not redundant with or in conflict with
current requirements mandated by existing state or federal policy.

Enhance provider training requirements regarding SUD during pregnancy.

In the proposed rule, CMS proposes a core set of training requirements for providers offering
obstetrics services. CMS should consider expanding this core set of training requirements to
include instruction for providers related to the drug testing of pregnant, birthing, and postpartum
patients. These training requirements should include:

¢ How and when to obtain informed consent for drug testing of pregnant, birthing, and
postpartum patients, in accordance with the guidance that CMS may incorporate into the
obstetric care Medicare CoPs.

® The federal, state, and local laws in which providers practice. Providers should know if
the state in which they practice has mandatory reporting laws following a positive
toxicology test during pregnancy, which will allow them to convey this information to
the patient. This knowledge will in turn allow that patient to give informed consent.

e Relevant clinical considerations for treating pregnant patients with SUD, including
applicable hospital guidance and clinical guidance from relevant medical agencies, such
as ACOG.
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* The effect of social determinants of health in treating patients with SUD, including the
racial disparities of who is most subjected to negative outcomes due to substance use
during pregnancy. CMS might consider co-developing trainings with people who have
experienced criminalization due to pregnancy and SUD. Research has shown that
trainings that are co-developed with people with lived experience may prevent
overreporting of the co-occurrence of pregnancy and substance use.*

CMS should ensure that these training requirements are not overly burdensome or impossible for

facilities to meet. CMS should also provide support to providers to implement these
requirements.

In closing, we commend CMS for taking these important steps to improve maternal health care.
We encourage CMS to consider these proposals in an effort to improve maternal health care for
all patients, including those pregnant, birthing, and postpartum patients with SUD.

Sincerely,

et Dt MM/M

#rrold Nadler ce ﬂeatty

Member of Congress ember of Congress
Nikema Williams Bonnie Watson Coleman

Member of Congress Member of Congress
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