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Treatment of Nausea and Vomiting of
Pregnancy

+ Nausea and vomiting affect up
to 80% of pregnant women

+ Historical (unsubstantiated)
concerns regarding safety of ¥ -
treatments - i.e., the Bendectin Bendectin
story

aaBirth Defects

* Recently, ondansetron has
been commonly used as an
“off-label” treatment

The Chollenges of

Woss Toxic Substonces
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Ondansetron use in the first trimester of
pregnancy and the risk of neonatal ventricular
septal defect
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Treatment of Nausea and Vomiting of

Pregnancy
Abstract

Background: Literature is divided regarding the risk of neonatal ventricular septal defect
(VSD) associated with first trimester ondansetron use in pregnancy.

Methods: We evaluated the risk of VSD associated with first trimester exposure to intra-
venous or oral ondansetron in 33 677 deliveries at Magee-Womens Hospital in
Pittsburgh, PA (2006-2014). Using log-binomial regression, we evaluated the risk: (1) in
the full cohort, (2) using propensity score deswgns with both matching and inverse proba-
bility weighting and (3) utilizing cl ha]ectory lysi luating the role of dose.
Sensitivity analyses d the ondansetron and all recorded
birth defects in aggregate.

Results: A total of 3733 (11%) pregnancies were exposed to ondansetron in the first tri-
mester (dose range: 2.4-1008 mg). Ondansetron was associated with increased risk of
VSD with risk ratios ranging from 1.7 [95% confidence interval (Cl) 1.0-2.9] to 2.1 (95% CI
1.1-4.0) across methods. Risks correspond to one additional VSD for approximately ev-
ery 330 pregnancies exposed in the first trimester. The association was dose-dependent
with increased risk in women receiving highest cumulative doses compared with lowest
doses [adjusted risk ratio: 3.2 (95% Cl 1.0-9.9)]. The association between ondansetron
and congenital malformations was
defects.

UL anDiego

SCHOOL o MEDICINE




2/17/2020

What are the alternatives?

Trends in California

Research Letter

December 26, 2017

Trends in Self-reported and Biochemically
Tested Marijuana Use Among Pregnant Fe-
males in California From 2009-2016

Kelly . Young-Wolff, PhD, MPH'; Lue-Yen Tucker, BA'; Stacey Alexeeff, PhD'; et al

> Auther Affiliatiens
JAMA. 2017318 . doi:10.1001/jama. 201717

Marijuana is the most commonly used illicit drug during pregnancy, and its use is increasing.
From 2002 to 2014, the prevalence of self-reported, past-month marijuana use ameng US
adult pregnant women increased from 2.4% to 3.9%.' In aggregated 2002-2012 data, 14.6%
of US pregnant adolescents reported past-month use.2 However, studies are limited to self-
reported surveys and likely underestimate use due to social desirability bias and underreport-
ing, leaving the scope of the problem unclear. We investigated trends of prenatal marijuana
use from 2009-2016 using data from a large California health care system with universal
screening via self-report and urine toxicology.
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Trends in Marijuana Use In Pregnant
Women in California

* 241,952 pregnancies Kaiser

Figure 1. Adjusted Prevalence of Marijuana Use Among 279 457 Pregnant
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Marijuana Use in Pregnancy
National Survey on Drug Use and Health 2007-2012

« 7.0% of pregnant respondents used in the last 2-12 months; 16.2%
reporting almost daily use

* 92% of pregnant respondents thought access to marijuana was easy

* 70% of pregnant past-year users perceived slight or no risk of harm
from using marijuana 1-2 times a week in pregnancy

Marijuana Use in Pregnancy

« Safety data are lacking

» Data mostly from older studies with no biomarkers of
exposure and limited numbers of pregnancies

» Today’s marijuana products are at least 3-4 times more
potent (higher concentration of THC) than products available
in the past

Ko JY et al. American Journal of Obstetrics and Gynecology. 2015:213(2):201 e1- 10
ElSohly MA et al. Biological Psychiatry. 2016;79(7):613-9
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Neurocognitive and Behavioural Effects l ! I

U.S. Surgeon General's Advisory: Marijuana Use
and the Developing Brain

El Marroun H et al. Drug and Alcohol Dependence. 2011;118(2-3)470-4. SCHOOL o MEDICINE
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Smth AM et al. Neurotoxicology and Teratology. 2016;26(4):532-42.
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What You Should Know About Using Cannabis,
Including CBD, When Pregnant or Breastfeeding

FDA 1 the use of
; M :
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Response to Emerging Epidemics
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Response to Emerging Epidemics
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Research and research capacity strengthening in the context of
an emerging epidemic: Zika virus in Latin America
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Response to Emerging Epidemics

Research

JAMA Pediatrics | Original Investigation
Neurodevelopmental Abnormalities in Children With In Utero
Zika Virus Exposure Without Congenital Zika Syndrome

Sarah B. Mulkey. MD. it MFH: C PT. DPT: Dorothy . Bulas. MD:
‘Yarnil Fourzali, MD: JliJiang. MS: Steshanie Russo, BS: Robert McCarter, SCD; Michael E. Meall, MD;
Adre ). du Plessis, MBChB, MPH; Roberta L DeBiasi, MO, MS; Carlos Cure, MD
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without congenital Zika syndrome (CZS).
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P < 003) and selfcare domain score (coefficents: age = -0.238 vs ags” = 0,01, F < 0O8)

WIDEA. those

039) ininfants with
Ronspeciic cranial Uitrasonography findings (-0.49; P x 07)

Key Points

Question Do newborns with in utero Zika virus exposure, normal
fetalimaging result, and average head circumference
measurement at birth have normal neurodevelopmental
outcomes?

Findings In this cohort study of 70 Colombian infants with in
utero Zika virus exposure but without congenital Zika syndrome
at birth, multidomain neurodevelopmental assessment scores
deviated from normal scores as the children became older.

Meaning Findings from this study suggest long-term
neurodevelopmental monitoring should be performed for all
infants with Zika virus exposure to ascertain the
neurodevelopmental implications of the virus that may manifest
with older age.
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Actual Data on Safety of Prescription
Medications in Pregnancy and Lactation
are Limited
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Opioids as an Example

* Most commonly prescribed opioids
-Hydrocodone
-Codeine
-Oxycodone

» >25% privately insured and >33% of Medicaid-enrolled women of
childbearing age filled a prescription for an opioid each year
between 2008-2012

Limited information on effects of early pregnancy exposure on
pregnancy outcome, infant and child health

* Why and what can be done?

Ailes et al; MMWR Morb Mortal Wkly Rep. 2015;64
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Research ants & Contracts Cl

Home > About NICHD > Advisory Groups
> Task Force on Research Specific to Pregnant Women and Lactating Women (PRGLAC)

Task Force on Research Specific to Pregnant
Women and Lactating Women (PRGLAC)

The 21st Century Cures Act established

PRGLAC to advise the Secretary of Health and

Human Services (HHS) regarding gaps in

knowledge and research on safe and effective

therapies for pregnant women and lactating

. Women. PRGLAC was tasked with identifying
these gaps and reporting its findings back to
the Secretary.

Federal members include the directors of NIH, NICHD, the Centers for Disease Control
and Prevention, the HHS Office on Women's Health, and the Commissioner of Food
and Drugs. Non-federal members include representatives from relevant medical
societies, non-profit organizations, and industry.

PRGLAC Task Force Roster as of October 29, 2019 -

Thank you

https://betterbeginnings.org/

https://mommysmilkresearch.org/

https://mothertobaby.org/

chchambers@ucsd.edu
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