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EATING FOR TWO: THE CASE FOR TIGHTENING FDA 
REGULATION OF PRENATAL VITAMINS 

EMICA KIM* 

Ensuring adequate intake of vitamins and minerals is an important 
component of any healthy lifestyle. For most individuals, simply eating a 
varied diet is enough to meet these nutrient needs. During pregnancy, how-
ever, recommended daily intake of folic acid, iron, calcium, and other nu-
trients increases substantially. As a result, diet alone is frequently not 
enough to meet these heightened demands. In the 1970s, supplement com-
panies began developing and marketing prenatal vitamins with folic acid 
to pregnant consumers in a bid to fill these nutrient gaps. By the 1980s, new 
research on the correlation between folic acid and neural tube defects in 
developing fetuses drove doctors to prescribe prenatal vitamins to pregnant 
patients with a new sense of urgency.  

Today, prenatal vitamins are considered an essential component of 
prenatal care by physicians, maternal health organizations, and related en-
tities for their ability to significantly reduce birth defects and developmen-
tal delays. Yet despite their purported necessity and serious impact on both 
maternal and fetal health, prenatal vitamins are not subject to the type of 
stringent regulation imposed on drugs. Instead, like other dietary supple-
ments, prenatal vitamins are regulated by the FDA as food, enabling man-
ufacturers to avoid many of the intense premarket safety checks that prevent 
distribution of unsafe drugs and hindering the FDA’s ability to pull sub-
standard products from the shelves. Consequently, many of the most used 
prenatal vitamins have been found to be contaminated with dangerous 
heavy metals or to contain wildly inconsistent levels of labeled nutrients, 
putting both parent and child at risk. To address these issues, this Note 
argues that prenatal vitamins should be elevated to a separate subcategory 
within the category of dietary supplements requiring premarket review for 
safety and providing the FDA stronger postmarket regulatory authority.  
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I. INTRODUCTION 

Imagine waking up one morning and something feels a little different: 

maybe you’re a little nauseous, or you’re suddenly craving apples like nobody’s 

business. In any case, something just seems off. After thinking about it for a bit, 

you decide to get dressed and head off to the local drugstore to buy a home preg-

nancy test, just in case. The store is mostly empty, yet somehow you feel the eyes 

of a thousand people on you as you pick through the seemingly endless options 

on the shelf. You get home, lock yourself in the bathroom, and pee on the stick 

like the instructions tell you to do. As you wait, determinedly averting your gaze 

from the test on the counter, a flurry of emotions run through you—excitement, 

anxiety, wonder, and fear. Three minutes later, you take a deep breath and peek 

at the test, only to discover that life as you once knew it is no more—you’re 

pregnant. 

Scenarios very much like this one unfold every day across the United 

States.1 For those who wish to carry the pregnancy to term, the primary concern 

typically becomes the health of the fetus.2 In pursuit of this, many pregnant peo-

ple seek out prenatal care from an obstetrician-gynecologist,3 who, among other 

things, can give advice on lifestyle changes to support healthy fetal 

 

 1. See Al Tompkins, Why Are Americans Buying So Many Pregnancy Tests?, POYNTER (Nov. 11, 2021), 

https://www.poynter.org/reporting-editing/2021/why-are-americans-buying-so-many-pregnancy-tests/ [https:// 

perma.cc/N72N-UX38]. 

 2. Anne Srisuro, The Top 6 Pregnancy Questions I Hear from First-Time Moms, ACOG (Apr. 2022), 

https://www.acog.org/womens-health/experts-and-stories/the-latest/the-top-6-pregnancy-questions-i-hear-from-

first-time-moms [https://perma.cc/9BZ8-6HSE]. 

 3. Pooja Kanyadan et al., Understanding Factors That Influence Whether a Woman Will Seek Care for 

Reproductive Health: A National Survey, 11 HEALTH PSYCH. RSCH. 1, 3 (2023).  
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development.4 One of the most common pieces of advice given to these individ-

uals is to start taking prenatal vitamins in order to bridge the gap between nutrient 

needs and prevent devastating fetal abnormalities.5  

Given the severity of the consequences these recommended prenatal vita-

mins are meant to prevent and the urgency with which they are recommended, 

one might think—and perhaps even expect—that the United States Food and 

Drug Administration (“FDA”) takes their regulation as seriously as they do 

drugs; in reality, however, prenatal vitamins, as dietary supplements, are regu-

lated under a different and far looser set of rules.6 The permissiveness of these 

regulations has left supplement manufacturers to more or less police themselves, 

with troubling results.7 Studies as recent as 2018 have found unacceptable levels 

of heavy metal contamination in commonly used prenatal vitamin brands.8 Pre-

natal exposure to these elements, especially lead, has been associated with ad-

verse outcomes both in utero and post-birth.9 Even prenatal vitamins free of 

heavy metal contamination are not devoid of other problems; many of these prod-

ucts also contain quantities of nutrients that do not match what is stated on the 

product labels.10 A 2023 study by the U.S. Government Accountability Office 

(“GAO”), testing twelve prenatal vitamins for six of the most essential nutrients 

for pregnancy, found that eleven out of the twelve products—a shocking 92% of 

the testing pool—had at least one inaccuracy between nutrient levels and the cor-

responding labeling.11  

In light of these issues, this Note argues for tighter regulation of prenatal 

vitamins by placing them in an elevated subcategory within the category of die-

tary supplements requiring premarket review for safety and providing stronger 

postmarket regulatory authority. Part II of this Note is split into two Sections to 

provide necessary background information. The first Section delves into what 

prenatal vitamins are, how people take them, and various health concerns when 

things go wrong. The second Section discusses how the FDA regulates vitamins 

generally and how this regulation differs from drug regulation. Part III of this 

Note begins with a discussion of how prenatal vitamins differ from other dietary 

 

 4. 5 Reasons to See Your OBGYN Before, During and After Pregnancy, CARE FOR WOMENS MED. GRP. 

(Jan. 24, 2017), https://cfwmg.com/5-reasons-see-obgyn-pregnancy/ [https://perma.cc/5F6J-WBZQ]. 

 5. Prenatal Vitamins: Why They Matter, How to Choose, MAYO CLINIC (Apr. 19, 2022), https://www. 

mayoclinic.org/healthy-lifestyle/pregnancy-week-by-week/in-depth/prenatal-vitamins/art-20046945 [https:// 

perma.cc/285W-SG8H]. 

 6. Julia Belluz, How Dietary Supplements Evade Regulation—With Dangerous Results, VOX (Apr. 8, 

2015, 7:00 AM), https://www.vox.com/2015/4/8/8366619/dietary-supplement-regulation [https://perma.cc/SW 

A8-3W3V]. 

 7. Julia Rosen, What’s in Your Prenatal Vitamin?, N.Y. TIMES (Oct. 21, 2021), https://www.nytimes. 

com/2021/02/03/parenting/pregnancy/prenatal-vitamins-regulation-fda.html [https://perma.cc/RJK7-7JZC]. 

 8. Gerry Schwalfenberg, Ilia Rodushkin & Stephen J. Genius, Heavy Metal Contamination of Prenatal 

Vitamins, 5 TOXICOLOGY REPS. 390, 390 (2018). 

 9. Id. at 393. 

 10. U.S. GOV’T ACCOUNTABILITY OFF., GAO-24-106689, PRENATAL SUPPLEMENTS: AMOUNTS OF SOME 

KEY NUTRIENTS DIFFERED FROM PRODUCT LABELS 3 (2023). 

 11. Id.; Adrianna Rodriguez, What’s in Your Prenatal Vitamin? Government Report Finds Labels May 

Not Be Accurate, USA TODAY (Jan. 21, 2024, 3:30 PM), https://www.usatoday.com/story/news/health/2024/ 

01/19/prenatal-vitamins-pregnancy-gao-report-fda/72165657007/ [https://perma.cc/E6YX-KJKN]. 
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supplements, particularly multivitamins. Section two of this Part discusses the 

role of third-party testing in supplement development. This is followed by an 

analysis of the problems that this regulatory approach presents. Part IV of this 

Note provides a recommendation for solving the issues discussed in Part III, 

namely, creating a separate subcategory for prenatal vitamins that would give the 

FDA greater regulatory power. Part V briefly concludes. 

II. BACKGROUND 

To better understand why prenatal vitamins should be regulated more 

strictly than other dietary supplements, it is first necessary to explain both what 

prenatal vitamins are generally and how dietary supplements as a whole are cur-

rently regulated. In light of this, this Part is split into two Sections.  

The first Section provides background on the various types of nutrients that 

prenatal vitamins are taken to supplement, who they are marketed towards, who 

recommends them, and why those recommendations are typically heeded. Addi-

tionally, there will be a discussion on the negative health consequences that can 

occur when vitamin deficiencies are present during pregnancy. The second Sec-

tion provides background on the structure of the FDA and how it currently reg-

ulates vitamins on the market. Special attention will also be paid to the contrast 

between the FDA’s approach to drug regulation and its approach to dietary sup-

plement regulation. Together, these Sections create the framework for building 

this Note’s argument for separating prenatal vitamins from other dietary supple-

ments for regulatory purposes. 

A. What Are Prenatal Vitamins? 

During pregnancy, an expectant parent’s nutritional needs increase signifi-

cantly.12 While the critical vitamins and minerals are not necessarily different 

from those that are also needed or, at the very least, beneficial even outside of 

pregnancy, their absence can have far greater consequences during pregnancy.13 

Calcium, for example, is now needed not only to build and maintain the pregnant 

person’s bones and teeth, but also those of the fetus.14 Similarly, in the average 

nonpregnant adult, choline is integral for maintaining a healthy nervous system,15 

iron for hemoglobin and myoglobin production,16 iodine for thyroid hormone 

 

 12. Eat Healthy During Pregnancy: Quick Tips, U.S. DEP’T HEALTH AND HUM. SERVS. (May 19, 2023), 

https://health.gov/myhealthfinder/pregnancy/nutrition-and-physical-activity/eat-healthy-during-pregnancy-

quick-tips [https://perma.cc/7VZQ-TSGC]. 

 13. See Prenatal Vitamins: Why They Matter, How to Choose, supra note 5. 

 14. FAQs Nutrition During Pregnancy, AM. COLL. OBSTETRICIANS & GYNECOLOGISTS (June 2023), 

https://www.acog.org/womens-health/faqs/nutrition-during-pregnancy [https://perma.cc/YY3K-5LAK] (click 

on “What vitamins and minerals do I need during pregnancy?” under the “Key Vitamins and Minerals” section). 

 15. Choline, NAT’L INST. HEALTH (June 2, 2022), https://ods.od.nih.gov/factsheets/Choline-Consumer/ 

[https://perma.cc/VWF5-UR4R]. 

 16. Iron, NAT’L INST. HEALTH (Aug. 17, 2023), https://ods.od.nih.gov/factsheets/Iron-Consumer/ 

[https://perma.cc/S9K8-FLQV]. 
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production,17 and Vitamin D for calcium absorption.18 During pregnancy, cho-

line also becomes necessary to aid in the development of the fetus’s brain and 

spinal cord, iron to deliver oxygen to it, iodine to develop its thyroid, and Vita-

min D to develop its eyesight and skin.19 All of these can be found in the foods 

we eat every day, including dairy products, meat, green leafy vegetables, and 

fruits.20 Vitamin D specifically can even be obtained through exposure to sun-

light.21 

Yet despite the general accessibility of these foods, many pregnant individ-

uals find that they are unable to meet their heightened nutritional demands 

through diet alone.22 For this population, prenatal vitamins serve as a bridge to 

fill these vitamin and mineral gaps.23 These supplements generally contain criti-

cal vitamins and nutrients such as folic acid, iron, calcium, DHA, Vitamin D, 

Vitamin C, Vitamin E, zinc, iodine, and B Vitamins,24 with some variance de-

pending on the brand.25 Generally, they are purchased over the counter,26 taken 

orally,27 and are available in a variety of forms, including tablets, capsules, soft 

gels, gummies, and powders;28 healthcare providers typically give their pregnant 

patients the freedom to choose whichever kind they tolerate best.29 

Although vitamin supplements have been around since the early twentieth 

century,30 prenatal vitamins specifically were not introduced until the 1970s 

when supplement manufacturers began including folic acid in their vitamins.31 

 

 17. Iodine, NAT’L INST. HEALTH (May 1, 2024), https://ods.od.nih.gov/factsheets/Iodine-Consumer/ 

[https://perma.cc/C45A-APX7]. 

 18. Vitamin D, NAT’L INST. HEALTH (July 26, 2024), https://ods.od.nih.gov/factsheets/VitaminD-Health-

Professional/ [https://perma.cc/WTM3-K45R]. 

 19. FAQs Nutrition During Pregnancy, supra note 14; 5 Most Important Prenatal Nutrients for Pregnancy, 

AM. PREGNANCY ASS’N, https://americanpregnancy.org/healthy-pregnancy/pregnancy-health-wellness/5-most-

important-prenatal-nutrients/ (last visited Mar. 28, 2025) [https://perma.cc/6E94-YX3R]. 
 20. FAQs Nutrition During Pregnancy, supra note 14. 

 21. Id. 

 22. See Prenatal Vitamins: Why They Matter, How to Choose, supra note 5. 

 23. What Are Prenatal Vitamins?, PLANNED PARENTHOOD, https://www.plannedparenthood.org/learn/ 

pregnancy/pre-pregnancy-health/what-are-prenatal-vitamins (last visited Mar. 28, 2025) [https://perma.cc/6838-

QL82]. 

 24. 10 Things You Should Look for in a Prenatal Vitamin, S. DENVER OB/GYN & MIDWIVES, https:// 
southdenverobgyn.com/2015/09/10-things-you-should-look-for-in-a-prenatal-vitamin/ (last visited Mar. 28, 

2025) [https://perma.cc/AYS5-HPD8]. 

 25. See, e.g., Jillian Kubala, 8 Best Prenatal Vitamins of 2025: Dietitian-Selected and Mom-Approved, 

HEALTHLINE (Mar. 25, 2025), https://www.healthline.com/health/pregnancy/best-prenatal-vitamins [https:// 

perma.cc/NR2A-QZS3]. 

 26. Prenatal Vitamins: Why They Matter, How to Choose, supra note 5. 

 27. Prenatal Multivitamin Oral Dosage Forms, CLEV. CLINIC, https://my.clevelandclinic.org/health/ 

drugs/18016-prenatal-multivitamin-oral-dosage-forms (last visited Mar. 28, 2025) [https://perma.cc/QW5B-EW 

8Z]. 

 28. See Kubala, supra note 25. 

 29. See Make Taking Prenatal Vitamins Easier, AM. PREGNANCY ASS’N, https://americanpregnancy.org/ 

healthy-pregnancy/pregnancy-health-wellness/make-taking-prenatal-vitamins-easier/ (last visited Mar. 28, 

2025) [https://perma.cc/KQ8P-YGY5]. 

 30. The History of Vitamins, SUPPLEMENT FACTORY, https://supplementfactoryuk.com/blog/2018/05/the-

history-of-vitamins/ (last updated Sept. 19, 2024) [https://perma.cc/SW86-PAJ5]. 

 31. Gena V. Biossat, Prenatal Vitamins: A Small Introduction to a Big Pill, CHI. HEALTH (July 31, 2019), 

https://chicagohealthonline.com/prenatal-vitamins-a-small-introduction-to-a-big-pill/ [https://perma.cc/35BQ-

8H25]. 
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By the 1980s, new research on the correlation between folic acid and neural tube 

defects in developing fetuses pushed doctors to begin routinely recommending 

or prescribing prenatal vitamins to their pregnant patients.32 Prenatal vitamins 

continue to be presented as a necessity by individual healthcare providers,33 and 

parents delving into their own research will find similar views being advocated 

by March of Dimes34—a maternal health advocacy group—university hospital 

groups,35 and the American College of Obstetricians and Gynecologists,36 

among other entities.37 The pervasiveness of this attitude towards prenatal vita-

mins is particularly evident in the frequency with which healthcare providers 

recommend that women of reproductive age begin taking them even before con-

ception, with some recommending starting up to six months before trying to con-

ceive.38 

That is not to suggest that providers are giving these recommendations in 

bad faith or with ulterior motives; on the contrary, the science behind them is 

powerful in its support of supplementation.39 The effects of certain nutrient de-

ficiencies during pregnancy can have far more devastating consequences than 

they might otherwise.40 A folate deficiency in an average nonpregnant adult, for 

example, can lead to health issues that—while serious—are generally reversi-

ble.41 In contrast, the effect of a folate deficiency in a fetus can result in irreversi-

ble neural tube defects such as spina bifida, a spinal cord defect that can cause 

mild to severe physical and intellectual disabilities, and anencephaly, a serious 

brain defect whereby parts of the baby’s skull and brain are missing at birth.42 

 

 32. Id.; Hillary Bennetts, When Did Prenatals Become All the Rage?, NEEDED, https://thisisneeded.com/ 

blogs/the-science-of-nutrition/why-your-grandma-didn-t-take-a-prenatal-but-you-should (last visited Mar. 28, 

2025) [https://perma.cc/SM5H-QYZ9]. 

 33. Prenatal Vitamins: Why They Matter, How to Choose, supra note 5. 

 34. Vitamins and Other Nutrients During Pregnancy, MARCH OF DIMES (Sept. 2020), https://www.mar-

chofdimes.org/find-support/topics/pregnancy/vitamins-and-other-nutrients-during-pregnancy [https://perma.cc/ 

G9MB-UAEC]. 

 35. See, e.g., Everything You Need to Know About Prenatal Vitamins, PENN MED. LANCASTER GEN. 

HEALTH: HEALTHHUB, https://www.lancastergeneralhealth.org/health-hub-home/motherhood/getting-pregnant/ 

everything-you-need-to-know-about-prenatal-vitamins (last visited Mar. 28, 2025) [https://perma.cc/4HQE-

XSBR]. 

 36. FAQs Nutrition During Pregnancy, supra note 14. 

 37. See, e.g., Kirk Humanitarian Supports UNICEF’s Drive to Improve Nutrition for Women and Babies, 

UNICEF (May 31, 2024) https://www.unicef.org/partnerships/kirk-humanitarian-supports-unicefs-drive-im-

prove-nutrition-women-and-babies [https://perma.cc/W42L-VG5L]. 

 38. Prenatal Vitamins: Why They Matter, How to Choose, supra note 5. 

 39. See id. 

 40. See Micronutrient Facts, CDC (Mar. 9, 2024), https://www.cdc.gov/nutrition/features/micronutrient-

facts.html?CDC_AAref_Val=https://www.cdc.gov/nutrition/micronutrient-malnutrition/micronutrients/ 

index.html [https://perma.cc/BSM8-PGSL]. 

 41. Folate Deficiency, CLEV. CLINIC (Dec. 14, 2021), https://my.clevelandclinic.org/health/diseases/ 

22198-folate-deficiency [https://perma.cc/NWJ5-2V2R]. 

 42. Nicholas D.E. Greene & Andrew J. Copp, Neural Tube Defects, 37 ANN. REV. NEUROSCIENCE 221, 

234 (2014) (discussing the irreversible nature of neural tube defects); Facts About Neural Tube Defects, CDC 

(May 16, 2024), https://www.cdc.gov/birth-defects/about/neural-tube-defects.html?CDC_AAref_Val=https:// 

www.cdc.gov/ncbddd/birthdefects/facts-about-neural-tube-defects.html [https://perma.cc/72FX-G27J]; What Is 

Spina Bifida?, CDC (Oct. 4, 2023), https://www.cdc.gov/spina-bifida/about/?CDC_AAref_Val=https://www. 

cdc.gov/ncbddd/spinabifida/facts.html [https://perma.cc/8Y8H-A7VS]; Anencephaly, CDC (June 28, 2023), 
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Babies born with the latter defect will nearly all die within hours of birth, if they 

are not stillborn.43 For the parent themselves, deficiencies during pregnancy lead 

to a heightened risk of anemia and infections, which in turn may result in low 

birth weight, preterm birth, birth defects, learning disabilities, or even pregnancy 

loss.44 Research has shown that prenatal vitamin supplementation is effective in 

significantly reducing the chances of a child being born with birth defects and/or 

developmental delays.45 Ensuring that nutrient needs are met during pregnancy 

is therefore not a duty to be taken lightly. 

B. FDA Regulation of Vitamins 

The FDA as we know it was established in 1906 with the passage of the 

Pure Food and Drugs Act.46 Since that time, the FDA has worked towards the 

basic aims of protecting “public health” and providing “accurate, science-based 

health information to the public.”47 To that end, the FDA is made up of a total of 

six “centers”: Center for Biologics Evaluation and Research, Center for Device 

and Radiological Health, Center for Drug Evaluation and Research, Center for 

Food Safety and Applied Nutrition, Center for Tobacco Products, and Center for 

Veterinary Medicine.48 As the names suggest, each center regulates a different 

category of product, including but not limited to biologics, medical devices, elec-

tronic products that emit radiation, cosmetics, drugs, food, tobacco products, and 

veterinary products.49 For the purposes of this Note, the Center for Drug Evalu-

ation and Research (“CDER”) and the Center for Food Safety and Applied Nu-

trition (“CFSAN”) and their regulation of drugs and dietary supplements, respec-

tively, are most relevant. Even though drugs and dietary supplements can both 

be found over the counter and can come in similar packaging and shapes, they 

are viewed and regulated very differently by the FDA.50 

Although it may seem obvious, “drugs” and “food” are distinct from one 

another for the purposes of FDA regulation. The Federal Food, Drug and Cos-

metic Act (“FDCA”) defines “drugs” as  

 

https://www.cdc.gov/birth-defects/about/anencephaly.html?CDC_AAref_Val=https://www.cdc.gov/ncbddd 

/birthdefects/anencephaly.html [https://perma.cc/4GUW-M6KV]. 

 43. Anencephaly, supra note 42; Anencephalus (Also Called Anencephaly), MINN. DEP’T HEALTH (Sept. 

6, 2024), https://www.health.state.mn.us/diseases/cy/anencephalus.html [https://perma.cc/SAU4-5FGF]. 

 44. Vitamins and Other Nutrients During Pregnancy, supra note 3; Seema Ledan, Infectious Diseases in 

Pregnancy, U.S. PHARMACIST (Sept. 16, 2020), https://www.uspharmacist.com/article/infectious-diseases-in-

pregnancy [https://perma.cc/GU8L-GELJ]. 

 45. Biossat, supra note 31. 

 46. FDA History, FDA (June 29, 2018), https://www.fda.gov/about-fda/fda-history [https://perma.cc/ 

FMW4-SGHV]. 

 47. Food and Drug Administration (FDA), USAGOV, https://www.usa.gov/agencies/food-and-drug-ad-

ministration (last visited Mar. 28, 2025) [https://perma.cc/A5CA-GVUV]. 

 48. FDA Overview Organization Chart, FDA (June 13, 2024), https://www.fda.gov/about-fda/fda-organ-

ization-charts/fda-overview-organization-chart [https://perma.cc/CP5H-XCA6]. 

 49. What Does FDA Regulate?, FDA (Mar. 29, 2024), https://www.fda.gov/about-fda/fda-basics/what-

does-fda-regulate [https://perma.cc/VWQ7-TMRH]. 

 50. OTC Medicines, Vitamins, and Supplements, NEEDYMEDS: BEMEDWISE, https://www.bemedwise. 

org/otc-medicines-vitamins-dietary-supplements/ (last visited Mar. 28, 2025) [https://perma.cc/WUR4-FEX3]. 
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(A) articles recognized in the official United States Pharmacopoeia, official 
Homoeopathic Pharmacopoeia of the United States, or official National 
Formulary, or any supplement to any of them; and (B) articles intended for 
use in the diagnosis, cure, mitigation, treatment, or prevention of disease in 
man or other animals; and (C) articles (other than food) intended to affect 
the structure or any function of the body of man or other animals; and 
(D) articles intended for use as a component of any article specified in 
clause (A), (B), or (C).51 

Any product that satisfies this definition, then, falls under the regulatory purview 

of the CDER.52 CDER is primarily tasked with evaluating new drugs prior to 

distribution.53 Manufacturers hoping to market their drugs in the United States 

are first required to test them for safety and efficacy through a combination of 

laboratory, animal, and human trials.54 The results of these tests must then be 

sent to CDER for an “independent and unbiased” review by “[a] team of CDER 

physicians, statisticians, chemists, pharmacologists, and other scientists.”55 If the 

health benefits of the drug are found to outweigh the known risks, manufacturers 

are given the green light to distribute.56 The FDA’s approach to protecting con-

sumers from unsafe or ineffective drugs can therefore be thought of as one of 

proactive enforcement rather than reactive enforcement. 

In the United States, dietary supplements, including prenatal vitamins, are 

regulated by the FDA as food rather than drugs; accordingly, they are under the 

regulatory authority of the CFSAN.57 Food is defined by the FDCA as “(1) arti-

cles used for food or drink for man or other animal, (2) chewing gum, and (3) ar-

ticles used for components of any such article.”58 Regulation of food, including 

dietary supplements, is controlled by the FDCA, which gives the FDA the power 

to “regulate[] the processing, manufacture, and labeling of food products.”59 

More specifically, the FDA is authorized to “deem food (and dietary supple-

ments) misbranded (i.e., inaccurately labeled or presenting unapproved claims) 

and adulterated (i.e., containing ingredients that pose a significant or unreasona-

ble risk of illness or injury).”60  

After the rapid expansion of the industry throughout the 1970s and 1980s, 

Congress passed the Dietary Supplement Health and Education Act of 1994 

 

 51. 21 U.S.C. § 321(g)(1). 

 52. Development & Approval Process: Drugs, FDA (Aug. 8, 2022), https://www.fda.gov/drugs/develop-

ment-approval-process-drugs [https://perma.cc/8JTT-KDYT]. 

 53. Id. 

 54. Id. 

 55. Id. 

 56. Id. 

 57. Questions and Answers on Dietary Supplements, FDA (Feb. 21, 2024), https://www.fda.gov/food/in-

formation-consumers-using-dietary-supplements/questions-and-answers-dietary-supplements [https://perma.cc/ 

22QV-3UPF]. 

 58. 21 U.S.C. § 321(f). 

 59. AMALIA K. CORBY-EDWARDS, CONG. RSCH. SERV., R43062, REGULATION OF DIETARY SUPPLEMENTS 

2 (2013); see 21 U.S.C. §§ 321–350m. 

 60. CORBY-EDWARDS, supra note 59, at 2; 21 U.S.C. §§ 342–43. 
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(“DSHEA”).61 This legislation amended the FDCA to create a separate regula-

tory subcategory within food regulation specifically for dietary supplements.62 

The DSHEA defines a dietary supplement as a product “intended to supplement 

the diet” and that contains ingredients such as a vitamin, mineral, herb or botan-

ical, or amino acid, among other possibilities and requirements.63 Notably, it ex-

plicitly excluded dietary supplements ingredients from the definition of food ad-

ditives, which are required to obtain premarket approval before usage in foods.64 

The DSHEA also provided new guidelines to distinguish dietary supplement reg-

ulation from other foods in regards to new dietary ingredients (“NDI”), good 

manufacturing practices (“GMP”), labeling, and the advancement of certain 

health claims.65 These guidelines are discussed in turn. 

An NDI, as the name suggests, encompasses any dietary ingredient that 

began being marketed at any time after October 15, 1994.66 Supplement ingredi-

ents sold in the United States before this date are “presumed safe” and do not 

require review for safety by the FDA; still, manufacturers of these grandfathered 

ingredients must “maintain records that document their use prior to October 15, 

1994.”67 Assuming a manufacturer adheres to this requirement, they are permit-

ted to market their product absent any evidence of the ingredients’ safety or ef-

ficacy.68 These conditions on their face seem simple enough to follow, but the 

inexplicable lack of a comprehensive list of these previously marketed dietary 

ingredients complicates matters.69 In August of 2016, the FDA released an up-

dated draft guidance on NDIs in which they pledged to develop an  

“authoritative list” of grandfathered ingredients.70 As of February 2023, no such 

list appears to have been made.71 Manufacturers therefore continue to be tasked 

with performing the necessary—and cumbersome—research themselves.72 

If a manufacturer determines that the dietary supplement ingredient they 

wish to market is an NDI, they are required to notify the FDA 75 days prior to 

marketing and “provide a history of use or other evidence of safety when used 

 

 61. A Look Back at DSHEA, 27 Years Later, CONSUMER HEALTHCARE PRODS. ASS’N (Oct. 25, 2021), 

https://www.chpa.org/news/2021/10/look-back-dshea-27-years-later [https://perma.cc/6Z7A-P4GN]. 

 62. Id.; Dietary Supplement Health and Education Act of 1994, Pub. L. No. 103-417, 108 Stat. 4325, 4325 

(1994); Questions and Answers on Dietary Supplements, supra note 57.  

 63. 21 U.S.C. § 321(ff). 

 64. 21 U.S.C. § 321(s); Understanding How the FDA Regulates Food Additives and GRAS Ingredients, 

FDA (June 6, 2024), https://www.fda.gov/food/food-additives-and-gras-ingredients-information-consumers/un-

derstanding-how-fda-regulates-food-additives-and-gras-ingredients [https://perma.cc/7N4G-45BK]. 

 65. CORBY-EDWARDS, supra note 59, at 2. 

 66. Id. at 4. 

 67. Id.  

 68. Id. 

 69. Id.; New Dietary Ingredients in Dietary Supplements—Background for Industry, FDA (Feb. 9, 2023), 

https://www.fda.gov/food/new-dietary-ingredient-ndi-notification-process/new-dietary-ingredients-dietary-sup-

plements-background-industry [https://perma.cc/3W6M-SLRD] [hereinafter New Dietary Ingredients]. 

 70. Dietary Supplements: New Dietary Ingredient Notifications and Related Issues; Revised Draft Guid-

ance for Industry; Availability, 81 Fed. Reg. 53486, 53488 (Aug. 12, 2016). 

 71. New Dietary Ingredients, supra note 69. 

 72. Id. 
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under recommended conditions.”73 This evidence will primarily consist of “cita-

tion[s] to published articles or other evidence” upon which the manufacturer 

based their determination of safety.74 Before the enactment of the DSHEA, pre-

market notification of dietary supplement ingredients was not required at all.75 

Today, premarket notification is only required when an NDI is involved; in other 

words, any manufacturer hoping to distribute dietary supplements that do not 

contain any NDI is free to do so without alerting the FDA.76 

Manufacturers must also commit to maintaining GMP, which help to en-

sure the safety and legality of their products by establishing “the minimum stand-

ards for activities related to manufacturing, packaging, [and] labeling.”77 The 

FDA was authorized through the DSHEA to create GMP specific to dietary sup-

plements, requiring manufacturers to adhere to additional quality control and 

recordkeeping procedures to ensure that their final products are free from incor-

rect or inaccurate ingredients, measurements, contaminants, packaging, or label-

ing.78 GMP for dietary supplements are compulsory for all foreign and domestic 

entities that “manufacture, package, label, or hold a dietary supplement for im-

port and sale” anywhere within the United States or its territories.79 Establish-

ments that hold dietary supplements for the “sole purpose” of direct consumer 

retail are exempted from these GMP provisions.80  

Compared to drug GMPs, dietary supplement GMPs are fairly relaxed.81 

Drug manufacturers, for instance, are required to hold reserve samples of each 

ingredient.82 Dietary supplement manufacturers, on the other hand, need only 

maintain a reserve sample of each lot of the finished supplement.83 Drug manu-

facturers are required to label their products with expiration dates and complete 

associated stability testing, but dietary supplement manufacturers are not.84 In 

regards to testing requirements, drug manufacturers must test “each active phar-

maceutical ingredient in each finished drug product batch” while dietary supple-

ment manufacturers have the freedom to choose between testing only a “subset 

of finished batches” or the entirety of the finished batches.85  

 

 73. CORBY-EDWARDS, supra note 59, at 4. 

 74. 21 C.F.R. § 190.6(b)(4). 

 75. CORBY-EDWARDS, supra note 59, at 4. 

 76. See id. at 3–4. 

 77. Id. at 5. 

 78. Id.; Dietary Supplement Health and Education Act of 1994, Pub. L. No. 103-417, § 9, 108 Stat. 4325, 

4332 (1994) (codified as amended at 21 U.S.C. § 342(g)). 

 79. CORBY-EDWARDS, supra note 59, at 5; 21 C.F.R. § 111.1(a)(1)–(2). 

 80. CORBY-EDWARDS, supra note 59, at 6; § 111.1(b). 

 81. DEAN R. CIROTTA, A SUMMARY OF THE KEY DIFFERENCES BETWEEN THE FDA’S DRUG AND DIETARY 

SUPPLEMENT GMPS (21 CFR PARTS 211 VS. 111) 1, https://www.chpa.org/sites/default/files/media/docs/2020-

10/Summary-of-Key-Differences-Between-FDA-Drug-Dietary-Supplement-GMPs-03042015.pdf (last visited 

Mar. 28, 2025) [https://perma.cc/8BNX-NLTZ]. 

 82. Id.; § 211.170(a). 

 83. CIROTTA, supra note 81, at 1; § 111.83(a). 

 84. CIROTTA, supra note 81, at 1; § 211.137(a); § 211.166. 

 85. CIROTTA, supra note 81, at 1; § 211.165(a); § 111.75(c). 
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Despite being designated as food for FDA regulatory purposes, dietary sup-

plements are subject to different labeling requirements by the FDCA.86 Manu-

facturers must provide a “supplement facts panel” for their products or risk them 

being deemed misbranded.87 Any labels used for dietary supplements are re-

stricted in the types of claims they may display; any claims must also include a 

standard disclaimer and must not “link the supplement or its ingredients to the 

treatment of a specific medical condition.”88 Dietary supplement labels are, in 

general, required to have the following elements: 

[A] statement of identity (name of the dietary supplement); the net quantity 
of contents statement (amount of the dietary supplement); a Supplements 
Facts Panel; an ingredients list, and the quantity of such ingredients in the 
product[,] with the exception of quantities for the ingredients included in 
“proprietary blends,” which do not need to be listed; and the name and 
place of business of the manufacturer, packer, or distributor.89 

As alluded to previously, the FDCA allows supplement manufacturers to 

advance various claims regarding the benefits of supplements.90 Permissible 

claims include nutrient content claims, health claims, and structure or function 

claims; manufacturers are forbidden from making any claims that their products 

will “diagnose, cure, mitigate, treat, or prevent a specific disease” and must in-

clude “FDA-approved disclaimers” for certain other claims.91  

Nutrient content claims expressly or implicitly identify the levels of a given 

nutrient within the supplement.92 Claims that are express utilize direct statements 

indicating the “level (or range) of a nutrient in the food”; a claim that a product 

“contains 100 calories,” for instance, would constitute an express claim.93 Im-

plied nutrient claims use language to suggest that “a nutrient is absent or present 

in a certain amount.”94 A claim of “sugar free,” for example, would imply that 

the food “contains less than 0.5 g of sugars”; any food that does not meet that 

threshold is generally barred from using the phrase “sugar free” unless it is ac-

companied by a disclaimer regarding calorie content or meets other exceptions 

described in 21 U.S.C. §101.60(c)(1).95 

Health claims illustrate relationships between supplement ingredients and 

health-related risk reduction and can be made through various mediums includ-

ing “written statements, symbols, or vignettes.”96 These claims must meet a sig-

nificant scientific agreement (“SSA”) standard to obtain FDA authorization for 

usage on supplement labeling.97 Put succinctly, the FDA will authorize such 

 

 86. CORBY-EDWARDS, supra note 59, at 6. 

 87. Id.; § 101.36(a)–(b)(1)(i). 

 88. CORBY-EDWARDS, supra note 59, at 6. 

 89. Id. at 6–7. 

 90. Id. at 7. 

 91. Id. 

 92. Id. 

 93. Id.; 21 C.F.R. § 101.13(b)(1). 

 94. CORBY-EDWARDS, supra note 59, at 7; § 101.13(b)(2). 

 95. § 101.60(c)(1). 

 96. CORBY-EDWARDS, supra note 59, at 7. 

 97. Id. at 8. 
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claims only when it determines that “‘based on the totality of publicly available 

scientific evidence . . . there is significant scientific agreement . . . that the claim 

is supported by such evidence.’”98 The FDA maintains a list of currently author-

ized health claims for public and manufacturer review.99 Notably, this list in-

cludes authorization for manufacturers to make health claims pointing to the re-

lationship between adequate folate intake during pregnancy and neural tube 

defect risk mitigation.100  

Under the FDA Modernization Act (“FDAMA”), the FDA can also author-

ize health claims based on “authoritative statements from federal scientific bod-

ies,” including the National Academy of Sciences and its subdivisions, the Na-

tional Institute of Health, the Centers for Disease Control and Prevention, the 

Surgeon General through the Department of Health and Human Services, the 

Food and Nutrition Service, the Food Safety and Inspection Service, and the De-

partment of Agriculture’s Agricultural Research Service.101 Out of the sixteen 

health claims the FDA has authorized to date, four were authorized through this 

avenue.102  

Supplement manufacturers also have the option to make what is known as 

a qualified health claim, a type of health claim that is backed by scientific evi-

dence but does not meet the SSA standard needed for FDA authorization.103 

These claims must include a disclaimer indicating the degree to which scientific 

evidence supports them to avoid misleading consumers.104 Like other kinds of 

health claims, qualified health claims require premarket review and approval.105 

Rather than measuring the claims against the SSA standard, however, the FDA 

approves qualified health claims through issuance of “letters of enforcement dis-

cretion” if they find that the evidence is sufficient to support the claim.106 

The final type of claim manufacturers are permitted to make are known as 

structure/function claims.107 These claims are used by manufacturers to describe 

their product’s “intended effect on the structure or function of the body” but are 

forbidden from mentioning any specific diseases or ailments.108 Unlike health 

 

 98. Id. (quoting 21 U.S.C. § 343(r)(3)(B)(i)). 

 99. Authorized Health Claims That Meet the Significant Scientific Agreement (SSA) Standard, FDA (Mar. 

28, 2024), https://www.fda.gov/food/food-labeling-nutrition/authorized-health-claims-meet-significant-scien-

tific-agreement-ssa-standard [https://perma.cc/3HRF-8X6H]. 

 100. 21 C.F.R. § 101.79(c)(2)(i)(A)–(C). 

 101. CORBY-EDWARDS, supra note 59, at 8; Guidance for Industry: Notification of a Health Claim or Nu-

trient Content Claim Based on an Authoritative Statement of a Scientific Body, FDA (Sept. 20, 2018), https:// 

www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-notification-health-

claim-or-nutrient-content-claim-based-authoritative-statement [https://perma.cc/N5PH-A7B7]. 

 102. CORBY-EDWARDS, supra note 59, at 8. 

 103. Id.; Qualified Health Claims, FDA (Mar. 28, 2024), https://www.fda.gov/food/food-labeling-nutri-

tion/qualified-health-claims [https://perma.cc/7AH9-MHU4]. 

 104. Qualified Health Claims, supra note 103. 

 105. Questions and Answers on Health Claims in Food Labeling, FDA (Dec. 13, 2017), https://www. 

fda.gov/food/food-labeling-nutrition/questions-and-answers-health-claims-food-labeling [https://perma.cc/8XR 

Q-F6HU]. 

 106. Id. 

 107. CORBY-EDWARDS, supra note 59, at 8. 

 108. Id.; 21 C.F.R. 101.93(f). 
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claims, structure/function claims do not need any FDA preapproval prior to mar-

keting.109 Nonetheless, they are still required to notify the FDA within thirty days 

of marketing any product containing this type of claim and must also include a 

two-part disclaimer on the label stating that the FDA has not evaluated the claim 

and that the supplement “is not intended to ‘diagnose, treat, cure, or prevent any 

disease.’”110 

Concurrent with the DSHEA, regulatory authority is provided to the FDA 

through various other avenues, including the Public Health Security and Bioter-

rorism Preparedness and Response Act, which requires registration of “food (in-

cluding dietary supplement) manufacturers, processors, and packers with the 

FDA”;111 the Dietary Supplement and Non-Prescription Drug Consumer Protec-

tion Act, which mandated reporting of adverse events involving dietary supple-

ments;112 and the Food Safety Modernization Act, which granted the FDA man-

datory recall authority for adulterated foods and foods that do not “provide 

adequate allergen labeling.”113 The enactment of the Dietary Supplement and 

Non-Prescription Drug Consumer Act in 2006 amended the FDCA to require 

supplement manufacturers to participate in serious adverse event reporting and 

the FDA to establish a system to track these adverse events.114 Submission of 

adverse event reports to this system is also open to the public, albeit in a volun-

tary capacity.115 

Despite the apparent thoroughness of the current regulatory framework, the 

FDA still lacks the authorization to perform the premarket safety, efficacy, and 

labeling approvals for dietary supplements that they enjoy with drug regula-

tion;116 unlike drugs, dietary supplements are presumed to be safe.117 With the 

exception of those marketing products containing NDI and certain claims, man-

ufacturers can even begin marketing supplements without notifying the FDA.118 

As a result, the FDA’s role in regulating supplements is primarily a postmarket 

one in which they have the power to act only after issues have occurred.119 Fur-

ther, the agency bears the burden of proving any claims of misbranding or adul-

teration before punitive actions—such as warnings or recall—can be taken 

 

 109. CORBY-EDWARDS, supra note 59, at 9; 21 U.S.C. § 343(r)(6)(C). 

 110. § 343(r)(6)(C). 

 111. CORBY-EDWARDS, supra note 59, at 2; Public Health Security and Bioterrorism Preparedness and Re-

sponse Act of 2002, Pub. L. No. 107-188, § 305, 116 Stat. 594, 667 (2002). 

 112. CORBY-EDWARDS, supra note 59, at 2; Dietary Supplement and Non-Prescription Drug Consumer 

Protection Act, Pub. L. No. 109-462, § 3, 120 Stat. 3469, 3472 (2006). 

 113. CORBY-EDWARDS, supra note 59, at 2; FDA Food Safety Modernization Act, Pub. L. No. 111-353, 

§ 206, 124 Stat. 3885, 3939–40 (2011). 

 114. CORBY-EDWARDS, supra note 59, at 9.885 

 115. Id. 

 116. Information for Consumers on Using Dietary Supplements, FDA (Oct. 21, 2022), https://www.fda. 

gov/food/dietary-supplements/information-consumers-using-dietary-supplements [https://perma.cc/MHP7-8X 

E6]. 

 117. CORBY-EDWARDS, supra note 59, at 3. 

 118. Id. at 4; Information for Consumers on Using Dietary Supplements, supra note 116. 

 119. See Information for Consumers on Using Dietary Supplements, supra note 116; CORBY-EDWARDS, 

supra note 59, at 4. 
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against the product and manufacturer.120 With this reactive approach to supple-

ment regulation, manufacturers are more or less left to police themselves.121  

III. ANALYSIS 

With the foundational background information now provided, this Note 

will proceed into the analysis portion, in which it will argue that prenatal vita-

mins can and should be distinguished from other dietary supplements for regu-

latory purposes. This Part begins with a discussion on how prenatal vitamins 

differ from other supplements, particularly multivitamins. This will be followed 

by an overview of the FDA’s approach to the regulation of prenatal vitamins and 

will then move into an analysis of the problems with the current approach. 

Through these areas of discussion, this Part provides the justification behind the 

argument for increasing the FDA’s regulatory power over prenatal vitamins.  

A. How Do Prenatal Vitamins Differ from Other Supplements? 

The first key difference between prenatal vitamins and other supplements, 

particularly multivitamins, is in who they are purported to benefit. Prenatal vita-

mins are similar in many ways to general multivitamins—both are dietary sup-

plements available in various forms and contain nutrients designed to support a 

healthy lifestyle.122 Nonetheless, these supplements are not interchangeable.123 

While multivitamins are generally formulated to benefit the general population, 

prenatal vitamins are made specifically with the health of pregnant people and, 

critically, their fetuses in mind.124 People who choose to take a multivitamin dur-

ing pregnancy instead of a prenatal vitamin are at risk of falling short of their 

increased nutritional needs and consequently putting the fetus’s development at 

risk.125 On the other side, nonpregnant people and those not trying or planning 

to conceive may face unwelcome side effects from taking prenatal vitamins un-

necessarily.126 Too much iron, for example, can lead to stomach lining inflam-

mation, ulcers, or liver damage.127 Excessive folic acid intake can obscure a 

 

 120. CORBY-EDWARDS, supra note 59, at 4. 

 121. Questions and Answers on Dietary Supplements, supra note 57. 

 122. Emily Hirsch, Multivitamin vs. Prenatal: How They Differ, GARDEN OF LIFE, https://www.gardenof-

life.com/blog/multivitamin-vs-prenatal-how-they-differ (last visited Mar. 28, 2025) [https://perma.cc/KR3J-

9JWK].  

 123. See id. 

 124. Id. 

 125. Id. 

 126. Katherine Zeratsky, Healthy Lifestyle: Nutrition and Healthy Eating, Mayo Clinic (Dec. 28, 2022), 

https://www.mayoclinic.org/healthy-lifestyle/nutrition-and-healthy-eating/expert-answers/prenatal-vitamins/ 

faq-20057922 [https://perma.cc/AST9-PAVY]; Sherri Gordon, Can You Take Prenatal Vitamins if You’re Not 

Pregnant?, PARENTS: PREGNANCY (Jan. 29, 2024), https://www.parents.com/benefits-and-safety-of-taking-pre-

natal-vitamins-when-not-pregnant-8549157 [https://perma.cc/DC3D-7FSC]. 

 127. Gordon, supra note 126. 
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deficiency in vitamin B12, which itself can cause irreversible nerve damage.128 

Other side effects can include nausea, constipation, and diarrhea.129  

Side effects are not unheard of even among a given supplement’s intended 

consumers. Individuals who supplement their diets with multivitamins are at risk 

of issues ranging from upset stomach to gout and insomnia.130 As unpleasant as 

these complications are though, the fact remains that they affect only the targeted 

consumer themselves. Conversely, issues that may be caused by the consumption 

of prenatal vitamins by its targeted audience—that is, pregnant people—can af-

fect both the consumer and the fetus, the latter of which lacks any ability to con-

sent to the risk of these issues. This final point is particularly salient when con-

sidering the recent overturning of Roe v. Wade and the subsequent emergence in 

some states of fetal personhood laws,131 but a detailed discussion of this is be-

yond the scope of this Note. Pregnant consumers of prenatal vitamins may expe-

rience side effects that include constipation, stomach cramps or upset, hair loss, 

rashes, increased urination, and headaches, among others.132 Prenatal vitamins 

can also pose a danger to the growing fetus.133 Excess vitamin A, for instance, 

can be toxic and cause birth defects.134 Overconsumption of vitamins D, E, or K 

can also cause serious harm to fetal development.135 

The second key difference between prenatal vitamins and other dietary sup-

plements is the intensity with which they are recommended. As discussed in Part 

II of this Note, prenatal vitamins are strongly recommended by a wide variety of 

trustworthy sources.136 Doctors and other healthcare entities warn of disastrous 

consequences for pregnant people who fail to take prenatal vitamins and high-

light the need to increase prenatal vitamin use in vulnerable populations, of 

whom less than 5% supplement as recommended.137 In fact, prenatal vitamin 

usage is often considered to be a matter of public health and not merely a personal 

 

 128. Id. 

 129. Id. 

 130. Lisa Hodgson, Multivitamin Side Effects: Timespan and When to Be Concerned, HEALTHLINE (Dec. 

14, 2020), https://www.healthline.com/nutrition/multivitamin-side-effects [https://perma.cc/HF3D-MY3F]. 

 131. Madeleine Carlisle, Fetal Personhood Laws Are a New Frontier in the Battle over Reproductive 

Rights, TIME (June 28, 2022, 4:40 PM), https://time.com/6191886/fetal-personhood-laws-roe-abortion/ [https:// 

perma.cc/SDH2-SSPY] (discussing the establishment of fetal personhood laws in various states with abortion 

bans post Dobbs v. Jackson Women’s Health Organization); see Cary Aspinwall, ‘They Railroad Them’: The 

States Using ‘Fetal Personhood’ Laws to Criminalize Mothers, GUARDIAN (July 25, 2023, 6:00 AM), https:// 

www.theguardian.com/world/2023/jul/25/states-using-fetal-personhood-laws-to-criminalize-mothers [https:// 

perma.cc/J4TE-67SX] (discussing how the concept of fetal personhood has led to prosecution of women for 

chemical endangerment of a child after they consume illicit substances during pregnancy). 

 132. Noreen Iftikhar, Side Effects of Prenatal Vitamins: What They Are and How to Treat Them, 

HEALTHLINE (Sept. 25, 2020), https://www.healthline.com/health/pregnancy/prenatal-vitamins-side-effects 

[https://perma.cc/KF64-CGS3]. 

 133. Id. 

 134. Id. 

 135. Id. 

 136. See discussion supra Section II.A.  

 137. Vast Majority of Poor, Urban Women Don’t Use Prenatal Vitamins Before Pregnancy, Study Shows, 

JOHNS HOPKINS MED. (May 24, 2018), https://www.hopkinsmedicine.org/news/newsroom/news-releases/2018/ 

05/vast-majority-of-poor-urban-women-dont-use-prenatal-vitamins-before-pregnancy-study-shows [https:// 

perma.cc/DHK4-BBJQ]. 
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choice.138 Multivitamins and other supplements, in contrast, are generally touted 

as unnecessary, ineffectual, and a “‘waste of money’” for the average con-

sumer.139 Studies conducted on these types of supplements have led some re-

searchers to conclude that not only do they fail to lower the risks for cardiovas-

cular issues, cognitive decline, or other health concerns consumers hope they will 

prevent, but that they can also cause harm at high doses.140 Healthcare providers 

thus generally discourage the use of multivitamins in favor of diet adjustments 

and a closer examination of potential underlying issues.141 

B. Role of Third-Party Testers 

Because prenatal vitamins are considered dietary supplements, they are 

likewise covered under the scope of the DSHEA.142 They are therefore subject 

to the same relative premarket freedom and postmarket constraints as any other 

dietary supplement.143 In other words, prenatal vitamin manufacturers, like other 

dietary supplement manufacturers, are responsible for ensuring the safety of their 

own products.144 

While the FDA itself does not test whether prenatal vitamins are safely 

manufactured prior to distribution, there are several accredited third-party organ-

izations that do, including United States Pharmacopeia (“USP”), National Sani-

tation Foundation (“NSF”), Consumer Labs, and Labdoor.com.145 These third-

party testers work to verify manufacturer GMP compliance through facility au-

dits, product testing, regular monitoring, and other methods.146 Manufacturers 

that successfully navigate this process are rewarded with certification and can 

display the certification seals on their approved products, signaling to consumers 

 

 138. See id. 

 139. What Supplements Do You Need? Probably None., COLUM. UNIV. IRVING MED. CTR. (Jan. 26, 2023), 

https://www.cuimc.columbia.edu/news/what-supplements-do-you-need-probably-none [https://perma.cc/237Y-

5YBK]. 

 140. Is There Really Any Benefit to Multivitamins?, JOHNS HOPKINS MED.: HEALTH, https://www.hopkins-

medicine.org/health/wellness-and-prevention/is-there-really-any-benefit-to-multivitamins (last visited Mar. 28, 

2025) [https://perma.cc/XF28-7B2W]; American Heart Association News, Is There a Link Between Multivita-

mins and Heart Disease?, CENT. GA. HEART & VEIN CTR., https://centralgaheart.com/is-there-a-link-between-

multivitamins-and-heart-disease/ (last visited Mar. 28, 2025) [https://perma.cc/LNU6-DF56] (discussing why 

some consumers take multivitamins). 

 141. See, e.g., Dietary Supplements: Do They Help or Hurt?, HARV. HEALTH. PUBL’G (Jan. 1, 2013), https:// 

www.health.harvard.edu/staying-healthy/dietary-supplements-do-they-help-or-hurt [https://perma.cc/ER8C-L4 

ZE]; American Heart Association News, supra note 140 (“For people who have vitamin deficiencies . . . they 

should find out what’s causing the problem and not rush to take supplements to fill a nutrient gap.”). 

 142. See Memorandum from Carole Kelnhofer, Training Coordinator, Minn. Dep’t. of Health to the WIC 

Program to WIC Coordinators and LA Staff (Oct. 7, 2020), https://www.health.state.mn.us/docs/people/wic/lo-

calagency/wedupdate/moyr/2020/topic/1007prenatals.pdf [https://perma.cc/GJ9R-QXPY]. 

 143. See id. 

 144. See Jana Bounds, Everything You Need to Know About Third-Party Testing for Supplements and Why 

It Matters, HEALTH BY PRINCIPLE (Sept. 19, 2022), https://www.healthbyprinciple.com/blogs/news/everything-

you-need-to-know-about-third-party-testing-of-supplements [https://perma.cc/E88Q-QSYB]. 

 145. What to Look for in Your Prenatal Vitamin: Tips for Choosing a Prenatal Vitamin, FEED YOUR ZEST 

(July 22, 2022), https://www.feedyourzest.com/blog/2022/7/22/what-to-look-for-in-your-prenatal-vitamin 

[https://perma.cc/PD2V-4X2Y]. 

 146. Bounds, supra note 144. 
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that the product contains the ingredients listed on the label.147 With 71% of con-

sumers using these seals to guide their supplement purchases, certification can 

be an invaluable resource for manufacturers hoping to ramp up distribution.148 

The FDA has shown its support for this regulatory avenue with the 2009 

release of industry guidance on Voluntary Third-Party Certification Programs 

for Foods and Feeds.149 This publication, while not binding,150 details the “gen-

eral attributes” that a reputable third-party certification program should have “in 

order to help ensure its certification is a reliable reflection that the [products] 

from certified establishments” satisfy FDA requirements and any other certifica-

tion criteria.151 More specifically, “[t]he guidance,” as the publication refers to 

itself, calls for certification bodies to “immediately notify” the FDA and the man-

ufacturer being certified if an auditor “finds or discovers a situation in which 

there is a reasonable probability that the [product] . . . will cause serious adverse 

health consequences or death to humans . . . .”152 From there, the FDA will in-

tervene to “investigate the situation.”153 The guidance explains the rationale for 

entrusting third-party certifiers with this reporting as helping to “protect public 

health.”154 Presumably, it is also a means through which the FDA can achieve 

the type of premarket surveillance over these manufacturers that it is barred from 

doing directly.  

Additionally, the guidance indicates that the FDA may “provide incen-

tives” for manufacturers to undergo the certification process, though it does not 

specify what those incentives are.155 It goes on to explain that while the FDA has 

the option of providing incentives, those incentives are binding on neither the 

certifying body nor manufacturer and that they are not to be construed as a call-

 

 147. Third-Party Certification: Why It’s Important, DEP’T OF DEF. DIETARY SUPPLEMENT PROGRAM: 

OPERATION SUPPLEMENT SAFETY, https://www.opss.org/article/third-party-certification-why-its-important 

(Sept. 25, 2018) [https://perma.cc/GWY4-FSVR]; see Third-Party Testing Guidance, U.S. ANTI-DOPING 

AGENCY, https://www.usada.org/athletes/substances/supplement-connect/reduce-risk-testing-positive-experi-

encing-adverse-health-effects/third-party-testing-guidance/ (last visited Mar. 28, 2025) [https://perma.cc/4Y9W-

MZB8]. 

 148. Going Global: Measuring the Growth of Informed Choice, INFORMED CHOICE NEWS, https://choice. 

wetestyoutrust.com/news/going-global-measuring-growth-informed-choice (last visited Mar. 28, 2025) [https:// 

perma.cc/Y5SD-WFNF]; see also Michael Rashed, Choose Wisely: Quality Matters when It Comes to Recom-

mending a Dietary Supplement, USP (Oct. 21, 2022), https://qualitymatters.usp.org/choose-wisely-quality-mat-

ters-when-it-comes-recommending-dietary-supplement [https://perma.cc/J7U8-B2CW]; CR RSCH. DEP’T, 

SUPPLEMENTS: A NATIONALLY REPRESENTATIVE MULTI-MODE SURVEY JUNE/JULY 2022 RESULTS 31 (2022) 

(showing that at least some consumers look for third party testing seals of approval when purchasing dietary 

supplements). 

 149. See generally Guidance for Industry on Voluntary Third-Party Certification Programs for Foods and 

Feeds; Availability, 74 Fed. Reg. 3058, 3058–59 (FDA, HHS Jan. 16, 2009) [hereinafter Third-Party Certification 

Guidance]. 

 150. Guidances, FDA (Jan. 17, 2025), https://www.fda.gov/industry/fda-basics-industry/guidances [https:// 

perma.cc/RT8N-M375]. 

 151. Third-Party Certification Guidance, supra note 149, at 3058. 

 152. Id. at 3059. 

 153. Id. 

 154. Id. 

 155. Id. at 3058. 



E. KIM.DOCX (DO NOT DELETE) 5/12/2025  1:21 PM 

1042 UNIVERSITY OF ILLINOIS LAW REVIEW [Vol. 2025 

out against uncertified companies or products “based solely on their lack of cer-

tification.”156  

C. Problems with the FDA’s Current Approach 

There are a number of serious issues that arise with the FDA’s current ap-

proach. First, the FDA’s postmarket enforcement power, while stronger than 

their premarket power, is extremely limited.157 Although the FDA is granted the 

power to initiate mandatory recalls for dietary supplements that are adulterated 

or misbranded, contain unapproved NDI, or are otherwise harmful, the agency is 

required to prove that the product is dangerous before removing it from the mar-

ket.158 Moreover, the agency is generally expected to first issue a Warning Letter 

to manufacturers discovered to have distributed these products and allow them 

to self-correct through voluntary recalls.159 If and until a manufacturer submits 

to a voluntary recall, the product remains on the market and available to consum-

ers who in many cases are unaware of the recall to begin with.160 All too fre-

quently, FDA calls for manufacturers to recall their defective or dangerous prod-

ucts receive sluggish responses and, despite the options to push for a mandatory 

recall or refer the case to the Department of Justice, the FDA nearly always 

shrugs its shoulders and leaves consumers to unknowingly fend for them-

selves.161  

When it comes to adverse event reporting, manufacturers are required to 

report serious adverse events to the FDA and maintain internal records of both 

serious and non-serious adverse events for six years.162 Consumers and 

healthcare providers are also able to submit serious adverse event reports volun-

tarily.163 Manufacturers are required under Section 403(y) of the FDCA to in-

clude either a “domestic address or domestic phone number” for consumers to 

 

 156. Id. at 3059. 

 157. See Victoria Hawekotte, FDA’s Minimal Authority over Dietary Supplements, REGUL. REV. (Jan. 10, 

2024), https://www.theregreview.org/2024/01/10/hawekotte-fdas-minimal-authority-over-dietary-supplements/ 

[https://perma.cc/AM94-7Y8S]. 

 158. C. Michael White, Dietary Supplements Pose Real Dangers to Patients, 54 ANNALS OF 

PHARMACOTHERAPY 815, 815 (2020); CORBY-EDWARDS, supra note 59, at 4. 

 159. What’s New in Dietary Supplements, FDA, https://www.fda.gov/food/dietary-supplements/whats-

new-dietary-supplements (last visited Mar. 28, 2025) [https://perma.cc/K7FT-EPGN]; Jessie L. Bekker, Alex 

Flores & Michael S. Sinha, Note, Re-Regulating Dietary Supplements, 19 J. FOOD L. & POL’Y 1, 2 (2023). 

 160. Bekker et al., supra note 159, at 6–7; Pieter A. Cohen, The FDA and Adulterated Supplements—Der-

eliction of Duty, JAMA NETWORK OPEN (Oct. 12, 2018), https://jamanetwork.com/journals/jamanetworkopen/ 

fullarticle/2706489 [https://perma.cc/HRJ2-9WH2]. 

 161. Cohen, supra note 160; Maggie Fox, FDA Moves Too Slowly on Food Recalls, Report Finds, NBC 

NEWS (June 9, 2016, 10:13 AM), https://www.nbcnews.com/health/health-news/fda-moves-too-slowly-food-re-

calls-report-finds-n588886 [https://perma.cc/8MRN-SVJ9]; Hawekotte, supra note 157. 

 162. Guidance for Industry: Questions and Answers Regarding Adverse Event Reporting and Recordkeep-

ing for Dietary Supplements as Required by the Dietary Supplement and Nonprescription Drug Consumer Pro-

tection Act, FDA (Sept. 20, 2018), https://www.fda.gov/regulatory-information/search-fda-guidance-documents/ 

guidance-industry-questions-and-answers-regarding-adverse-event-reporting-and-recordkeeping-dietary#qa 

[https://perma.cc/PEE2-BQUU] [hereinafter AE Reporting and Recordkeeping].  

 163. Elizabeth Richardson, Farzana Akkas & Amy B. Cadwallader, What Should Dietary Supplement Over-

sight Look Like in the US?, 24 AMA J. ETHICS 402, 403 (2022). 
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report adverse events to or risk being deemed misbranded.164 Theoretically, ad-

verse event reporting is a method through which the FDA is alerted to dangerous 

issues involving a manufacturer’s product, allowing it to take action to safeguard 

public health.165 While this is not necessarily wrong, the FDA’s ability to act on 

the data is hindered by woeful underreporting and incomplete reporting.166 Much 

of this subpar reporting is, perhaps surprisingly, due to ignorance rather than 

malice or laziness; some manufacturers simply fail to realize that the concept of 

adverse events is extremely broad, encompassing “‘any health-related event as-

sociated with the use of a dietary supplement that is adverse.’”167 Some manu-

facturers also inhibit would-be voluntary reporters by failing to list contact in-

formation for these individuals to report adverse events to the company;168 other 

manufacturers, knowingly or otherwise, violate FDA regulations by posting the 

FDA’s MedWatch phone number for voluntary reporters to contact directly in-

stead.169 Ultimately, however, any motivations behind underreporting are largely 

irrelevant compared to the impact; the FDA depends on these reports to catch 

incidences of adulterated or otherwise unsafe products on the market—no reports 

means no response.170 Whether the FDA’s response is effective is arguable, but 

the fact of the matter is that any response—or at least the opportunity to re-

spond—is generally better than no response.  

Second, because the FDA does not have the premarket power to quash non-

compliance, manufacturers can easily sell substandard products in stores.171 

While third-party testing plays some role in bridging the regulatory gap between 

the FDA’s pre- and post-market authority, the testing programs are purely vol-

untary.172 Regardless, even if participation were made mandatory, not all third-

party testing is created equally. In contrast to the uniform approval process in-

volved in FDA-required drug testing, third-party testers vary widely in the rigor 

of their standards and methods.173 As a consequence of this, certification by a 

third-party tester does not necessarily equate to perfection; it is not unheard of 

 

 164. 21 U.S.C. § 343(y); Guidance for Industry: Questions and Answers Regarding the Labeling of Dietary 

Supplements as Required by the Dietary Supplement and Nonprescription Drug Consumer Protection Act, FDA 

(Sept. 20, 2018), https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-indus-

try-questions-and-answers-regarding-labeling-dietary-supplements-required-dietary [https://perma.cc/2BYG-U 

2H7]. 

 165. MARK R. YESSIAN ET AL., OFF. OF INSPECTOR GEN., ADVERSE EVENT REPORTING FOR DIETARY 

SUPPLEMENTS 2 (2001), https://oig.hhs.gov/oei/reports/oei-01-00-00180.pdf [https://perma.cc/G44P-R8GH]. 

 166. Richardson et al., supra note 163, at 403. 

 167. Best Practices in Regulatory Reporting: Are You Compliant with cGMPs?, SAFETY CALL (May 24, 

2012), https://safetycall.com/best-practices-in-regulatory-reporting-are-you-compliant-with-cgmps/ [https:// 

perma.cc/WS83-FNKA]; AE Reporting and Recordkeeping, supra note 162. 

 168. Best Practices in Regulatory Reporting: Are You Compliant with cGMPs?, supra note 167. 

 169. Id. 

 170. Dietary Supplements: Report Adverse Events to FDA, FDA 2 (May 2022), https://www.fda.gov/me-

dia/158339/download [https://perma.cc/B7AN-EE7G]. 

 171. Bounds, supra note 144. 

 172. Id. 

 173. See Supplement and Vitamin Certification, NSF, https://www.nsf.org/consumer-resources/articles/ 

supplement-vitamin-certification (last visited Mar. 28, 2025) [perma.cc/72US-3ZZH]; Development & Approval 

Process: Drugs, supra note 52.  
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for manufacturers who pass third-party inspection with flying colors to then re-

ceive warning letters from the FDA alleging noncompliance.174 These same 

third-party testers promote their ability to “take enforcement actions . . . includ-

ing product recall, public notification or decertification” against manufacturers 

that fail their tests, but when the testing is voluntary to begin with, it is unclear 

what power these threats truly hold.175 Moreover, certification programs can only 

confirm a product’s ingredients at the time of testing; they do not ensure the 

safety or efficacy of the product and cannot “guarantee that future batches will 

have the same test results.”176 

This lack of true premarket regulation has led to serious issues with heavy 

metal contamination that have only been caught post-market.177 A 2018 study on 

prenatal vitamins found that many popular brands contained unacceptable levels 

of heavy metals including “mercury (Hg), lead (Pb), arsenic (As), cadmium (Cd), 

and aluminum (Al), as well as some emerging toxic elements such as Nickel (Ni), 

Titanium (Ti) and Thallium (Tl).”178 While the idea of unknowingly consuming 

these heavy metals is alarming enough in itself, the concern is heightened given 

the sector of the population that, on the advice of medical professionals,179 does 

actively consume them—namely, pregnant people.   

When a pregnant person ingests contaminated prenatal vitamins, the fetus 

is also exposed to these heavy metals via the placenta.180 Heavy metals can easily 

pass through the placenta, which presents only a “weak barrier,” via passive dif-

fusion.181 Once through the placenta, these contaminants can “accumulate in the 

fetus” and lead to serious lifelong—and potentially generational—health conse-

quences.182 

Lead in particular is of major concern for both the expectant parent and the 

fetus.183 According to the CDC and other sources, maternal exposure to lead is 

associated with gestational hypertension and increased miscarriage risk.184 

 

 174. See Hank Schultz, Beehive Botanicals Gets GMP Warning Letter Despite Clean Bill of Health from 

NSF, NUTRAINGREDIENTS USA (Mar. 1, 52, 5:48 PM), https://www.nutraingredients-usa.com/Article/2013/03/ 

01/Beehive-Botanicals-gets-GMP-warning-letter-despite-clean-bill-of-health-from-NSF [https://perma.cc/9PKF 

-BXMQ]. 

 175. What Is NSF Certification?, NSF, https://www.nsf.org/knowledge-library/what-is-nsf-certification 

(last visited Mar. 28, 2025) [https://perma.cc/8NWN-KHWJ]. 

 176. Third-Party Certification: Why It’s Important, supra note 147. 

 177. Schwalfenberg et al., supra note 8, at 393. 

 178. Id. at 391–92. 

 179. See discussion supra Section II.A. 

 180. Surabhi Shah-Kulkarni et al., Prenatal Exposure to Mixtures of Heavy Metals and Neurodevelopment 

in Infants at 6 Months, 182 ENV’T RSCH. 1, 2 (2020). 

 181. Id. 

 182. Aolin Wang, Amy Padula, Marina Sirota & Tracey J. Woodruff, Environmental Influences on Repro-

ductive Health: The Importance of Chemical Exposures, 106 FERTILITY & STERILITY 905, 905 (2016). 

 183. Committee on Obstetric Practice, Lead Screening During Pregnancy and Lactation, AM. COLL. 

OBSTETRICIANS & GYNECOLOGISTS: CLINICAL (2023), https://www.acog.org/clinical/clinical-guidance/commit-

tee-opinion/articles/2012/08/lead-screening-during-pregnancy-and-lactation [https://perma.cc/7QU6-XQNQ]. 

 184. Id.; Pregnant Women and Lead: Effects of Lead Exposure During Pregnancy, W. VA. HEALTH & HUM. 

RES.: W. VA. CHILDHOOD LEAD POISONING PREVENTION PROJECT, https://dhhr.wv.gov/wvchildhoodleadpoison-

ing/Pages/Pregnant-Women-and-Lead.aspx (last visited Mar. 28, 2025) [https://perma.cc/YM4T-YMWV]; 

Pregnant Women, CDC: CHILDHOOD LEAD POISONING PREVENTION (July 21, 2022), https://web.archive.org/ 
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Gestational hypertension, a form of high blood pressure during pregnancy, can 

hinder blood flow to the patient’s critical organ systems, “including the liver, 

kidneys, brain, uterus, and placenta.”185 It can also cause placental abruption 

(“premature detachment of the placenta from the uterus”), “dangerous seizures,” 

and, in a small percentage of people, development of preeclampsia.186 

Preeclampsia, in turn, is a serious high blood pressure condition that, in addition 

to straining the heart and other organs, can “impair liver and kidney func-

tion[,] . . . cause fluid to build up in the lungs[,]” or necessitate early delivery or 

hospitalization for the duration of the pregnancy.187  

Additionally, because the body cannot differentiate between lead and cal-

cium, the parent’s body may begin storing lead in their bones and teeth.188 Dur-

ing pregnancy, this stored lead can be released into the bloodstream and subse-

quently increase maternal blood lead levels.189 Once in the bloodstream, the lead 

can pass through the placenta to the fetus in the manner described earlier in this 

Section.190 

For fetuses, the effects of prenatal lead exposure are even more alarming. 

Exposure can result in preterm birth, low birth weight, stunted neurodevelop-

ment, kidney and nervous system damage, and learning and behavioral prob-

lems.191 Because they are not yet fully developed, fetal brains are particularly 

susceptible to lead toxicity and accumulation.192 Some may argue that because 

the concentration of heavy metal contaminants is generally below the FDA’s 

daily exposure limits, they are not significant enough to be concerning.193 Addi-

tionally, regardless of whether they do exceed exposure limits, the variability in 

absorption rate of supplement ingredients may mean that the contaminants are 

not fully absorbed anyway.194 These points, however, do not negate the fact that 

negative effects, including behavioral and learning issues, have been shown to 

occur even at low levels of exposure.195 A 2006 study showed that first trimester 

lead exposure was particularly indicative of adverse neurodevelopment and is 

 

web/20240515063929/https://www.cdc.gov/nceh/lead/prevention/pregnant.htm [https://perma.cc/PU3K-F4 

ZA]; Risk Factors and Pregnancy, CDC: CHILDHOOD LEAD POISONING PREVENTION (Apr. 2, 2024), https:// 

www.cdc.gov/lead-prevention/risk-factors/pregnancy.html [https://perma.cc/C3YM-2ZSX]. 

 185. Gestational Hypertension, CHILD.’S HOSP. OF PHILA., https://www.chop.edu/conditions-diseases/ges-

tational-hypertension (last visited Mar. 28, 2025) [https://perma.cc/LC67-TTMY]. 

 186. Id.; Preeclampsia and Gestational Hypertension, COLUM. UNIV. DEP’T MED., https://www.colum-

biacardiology.org/patient-care/womens-heart-center/about-heart-disease-women/pregnancy-and-heart-disease/ 

preeclampsia-and-gestational-hypertension (last visited Mar. 28, 2025) [https://perma.cc/GS33-Z3ZB].  

 187. Preeclampsia, CLEV. CLINIC, https://my.clevelandclinic.org/health/diseases/17952-preeclampsia 

(May 28, 2024) [perma.cc/3EMF-SUVJ]. 

 188. Pregnant Women and Lead: Effects of Lead Exposure During Pregnancy, supra note 184. 

 189. Id. 

 190. Id. 

 191. Id. 

 192. Vanda Rísová, The Pathway of Lead Through the Mother’s Body to the Child, 12 INTERDISC. 

TOXICOLOGY 1, 1–2 (2019). 

 193. U.S. GOV’T ACCOUNTABILITY OFF., supra note 10, at 8. 

 194. See id. at 3. 

 195. Rísová, supra note 192, at 1; Elana Pearl Ben-Joseph, Avoiding Lead Exposure During Pregnancy, 

NEMOURS KIDSHEALTH (Jan. 2023), https://kidshealth.org/en/parents/lead.html [perma.cc/VG4K-MF4P].  
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frequently a consequence of maternal bone lead stores, which, as previously dis-

cussed, can be expected in women with earlier lead exposures.196 A study from 

2019 found that prenatal lead exposure can cause “serious neurocognitive dam-

age” and the subsequent development of Attention Deficit Hyperactive Disorder 

(“ADHD”).197 Another study concluded that even “very low” concentrations of 

lead exposure were associated with cognitive function deficits in children ex-

posed prenatally.198 

Lack of consistency in actual and advertised nutrient quantities raises fur-

ther concerns about prenatal vitamin regulation.199 Over 90% of the prenatal vit-

amins studied by the GAO in July and August 2023 contained quantities of at 

least one nutrient that were “outside acceptable deviations from the label,” with 

33% of the products having this issue across the majority of their tested nutri-

ents.200 When pregnant consumers rely on these labels to ensure that they are 

supplementing appropriately, these inconsistencies and the frequency with which 

they occur are a major cause for concern.201 Prenatal vitamins, for instance, are 

generally purported to contain folic acid at precisely the recommended amounts 

for a healthy pregnancy.202 Despite this, multiple GAO-tested products had folic 

acid levels below the labeled amounts.203 One particularly egregious sample con-

tained only 50% of the labeled amount.204 When it came to iodine, other prenatal 

vitamins were found to have discrepancies of over 10% between actual and la-

beled levels of the critical nutrient.205 Deficiencies of either of these nutrients 

have the potential to cause neural tube defects, hypothyroidism, congenital 

anomalies, and other maternal or fetal health issues.206 On the other end of the 

spectrum, some tested lots contained quantities of folic acid above the acceptable 

deviation level.207 Excess folic acid consumption has been linked to masking of 

underlying B12 deficiencies and negative impacts on fetal cognitive develop-

ment.208  

 

 196. Howard Hu et al., Fetal Lead Exposure at Each Stage of Pregnancy as a Predictor of Infant Mental 

Development, 114 ENV’T HEALTH PERSP. 1730, 1734 (2006) (summarizing findings on effects of first-trimester 

fetal lead exposure). 

 197. Rísová, supra note 192. 

 198. Wieslaw Jedrychowski et al., Very Low Prenatal Exposure to Lead and Mental Development of Chil-

dren in Infancy and Early Childhood, 32 NEUROEPIDEMIOLOGY 270, 275 (2009). 

 199. U.S. GOV’T ACCOUNTABILITY OFF., supra note 10, at 2–3. 

 200. Id. at 4. 

 201. Rodriguez, supra note 11. 

 202. Everything You Need to Know About Prenatal Vitamins, supra note 35. 

 203. U.S. GOV’T ACCOUNTABILITY OFF., supra note 10, at 6. 

 204. Id. 

 205. Id. 

 206. See discussion supra Section II.A (discussing effects of folic acid deficiency during pregnancy); Eliz-

abeth N. Pearce, Iodine Supplementation During Pregnancy, WORLD HEALTH ORG. (June 2017), https://www. 

who.int/tools/elena/commentary/iodine-pregnancy [https://perma.cc/7MVX-KCCZ] (discussing effects of io-

dine deficiency during pregnancy).  

 207. U.S. GOV’T ACCOUNTABILITY OFF., supra note 10, at 7. 

 208. Id.; Josh Baxt, High Folic Acid and Low B12 Can Affect Fetal Brain Development in Mice, UC DAVIS 

HEALTH (Jan. 4, 2024), https://health.ucdavis.edu/news/headlines/high-folic-acid-and-low-b12-can-affect-fetal-

brain-development-in-mice/2024/01 [https://perma.cc/2UCL-59ZD]. 
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Even more extreme variations were found in levels of vitamins A and, most 

notably, E.209 Five out of twelve products had levels of Vitamin A equivalent to 

only 59% or less of what was listed on the label.210 Vitamin E levels varied even 

more wildly, with the average amounts ranging from anywhere between 28% to 

332% of the labeled amount.211 Deficiencies in either of these vitamins can play 

a role in causing problems such as parental anemia, preeclampsia, and fetal de-

fects.212 Excess vitamin E and A have been associated with congenital heart de-

fects and fetal malformations, respectively.213  

Pregnant individuals willingly spend the money to consume these often 

“large, foul tasting, and hard to swallow” prenatal vitamins on a daily basis, all 

in the name of avoiding these very complications.214 Because these products are 

hitting the shelves without adequate premarket scrutiny, though, it seems that 

whether a consumer actually receives the purported benefits of a given prenatal 

vitamin is simply the luck of the draw.215 At worst, inconsistent products put the 

consumer and fetus at serious risk of complications that may have otherwise been 

avoided with more stringent premarket testing requirements.216 

IV. RECOMMENDATION 

Prenatal vitamins are, and should be treated as, distinct from other types of 

dietary supplements. For individuals who wish to—or must, in states with abor-

tion bans217—carry their pregnancy to term, the importance of this cannot be 

understated. The FDA must have the power to regulate prenatal vitamins more 

stringently to ensure their safety and efficacy and avoid the ramifications of con-

taminated or inconsistent supplements reaching the consumer as much as possi-

ble. To accomplish this, this Note proposes that Congress should act to amend 

the FDCA to designate prenatal vitamins as their own subcategory under the di-

etary supplement umbrella. This subcategory should mandate elevated premarket 

safety requirements, including requiring premarket notification for any prenatal 

vitamin entering the market and GMP and disclaimer requirements. 

 

 209. U.S. GOV’T ACCOUNTABILITY OFF., supra note 10, at 7. 

 210. Id. 

 211. Id. 

 212. Id. at 4. 

 213. Too Much Vitamin E During Pregnancy May Harm Baby, REUTERS (Feb. 10, 2009, 2:11 PM), https:// 

www.reuters.com/article/idUSTRE5196R9/ [perma.cc/8N7R-X7CR]; Lay Summary of the Statement on the Ef-

fects of Excess Vitamin A on Maternal Health, COMM. ON TOXICITY (Nov. 16, 2022), https://cot.food.gov.uk/ 

Lay%20Summary%20of%20the%20Statement%20on%20the%20effects%20of%20excess%20Vitamin%20A 

%20on%20maternal%20health [https://perma.cc/7L9E-TRYV]. 

 214. U.S. GOV’T ACCOUNTABILITY OFF., supra note 10, at 2; Everything You Need to Know About Prenatal 

Vitamins, supra note 35. 

 215. See U.S. GOV’T ACCOUNTABILITY OFF., supra note 10, at 10. 

 216. See id. at 13 (“Additional testing . . . could help ensure that prenatal supplements contain nutrients 

consistent with the amounts claimed on their labels and that supplements with possible health risks do not enter 

the market.”). 

 217. Allison McCann, et al., Tracking Abortion Bans Across the Country, N.Y. TIMES (Jan. 8, 2024, 9:30 

AM), https://www.nytimes.com/interactive/2022/us/abortion-laws-roe-v-wade.html (Mar. 6, 2025, 5:48 PM) 

[https://perma.cc/3UKY-ZCAN] (listing states with abortion bans or restrictions). 
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Additionally, the burden of proving that a product is unsafe should be shifted 

from the FDA to the manufacturer. These propositions are discussed in turn. 

A. Premarket Notification 

As regulations currently stand, the FDA requires premarket notification 

only for supplements containing NDIs, or ingredients initially marketed after Oc-

tober 15, 1994.218 Any ingredient marketed prior to this date can be used without 

the need to notify the FDA, as long as the manufacturer can produce documen-

tation validating its status.219 While this appears simple enough, many manufac-

turers find themselves confused and unsure of when NDI notification is required, 

leading them to take the backdoor route of filing “generally recognized as safe” 

notifications instead, or, in some cases, even ignoring the NDI requirement alto-

gether.220 By removing this NDI distinction and requiring premarket notification 

for all new prenatal vitamins, two positive outcomes can be achieved. First, con-

fusion over when an NDI notification is required can be reduced or eliminated; 

prenatal vitamin manufacturers must simply submit premarket notifications for 

all products regardless of the date they were first marketed. Second, this will 

allow the FDA greater oversight over the prenatal vitamins entering the market 

and therefore a greater ability to prevent adulterated or misbranded products from 

reaching consumers. 

B. GMP Requirements 

To further ensure the safety of prenatal vitamins prior to distribution, test-

ing requirements must be enhanced. Manufacturers should be required to per-

form heavy metal-specific testing to confirm that contamination remains at or 

below acceptable daily exposure levels. Testing should additionally be con-

ducted to ensure that actual vitamin and nutrient levels match what is shown on 

the label or are within acceptable deviations. Frequency and scope of testing must 

also be adjusted. Currently, manufacturers are permitted to choose between test-

ing all finished product batches or only a subset of finished product batches;221 

Congress should amend the FDCA to remove this choice and require all prenatal 

vitamin manufacturers to test each finished product batch. The study conducted 

by GAO showed that the degree of inconsistency varied between product lots;222 

mandating testing across all completed batches would help to ensure that 

 

 218. See discussion supra Section II.B. 

 219. See discussion supra Section II.B. 

 220. Hank Schultz, FDA Announces Enforcement Discretion, Amnesty Window on Missing NDI Filings, 

NUTRAINGREDIENTS (May 19, 2022, 6:42 PM), https://www.nutraingredients-usa.com/Article/2022/05/19/FDA-

announces-enforcement-discretion-amnesty-window-on-missing-NDI-filings [https://perma.cc/UWY7-HJT9] 

(explaining that many companies choose to either ignore the NDI notification requirement or file GRAS notices); 

About the GRAS Notification Program, FDA (Oct. 2016), https://www.fda.gov/food/generally-recognized-safe-

gras/about-gras-notification-program [perma.cc/XX9Y-9U4E] (“GRAS is the acronym for generally recognized 

as safe.”). 

 221. See discussion supra Section II.B. 

 222. U.S. GOV’T ACCOUNTABILITY OFF., supra note 10, at 7. 
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products with deficient or excessive levels of vitamins or nutrients do not end up 

on store shelves and into the hands of unsuspecting consumers.  

Additionally, the FDCA should contain language requiring all testing to be 

completed by independent and FDA certified third-party labs and not the manu-

facturers themselves. History has shown that, given the opportunity, unscrupu-

lous supplement manufacturers can and will perform inferior tests, test products 

other than the one in question, or fabricate results altogether.223 This requirement 

in tandem with a requirement to test all finished product lots will work to prevent 

manufacturers from subverting proper testing guidelines and ensure a safer prod-

uct for consumers. Moreover, allowing certified third-party testers to perform the 

necessary testing saves the FDA from utilizing its already limited resources to 

do so.224 This framework may also serve to help align the requirements and 

standards that third-party certification bodies adhere to when testing prenatal vit-

amin products.225  

The FDA has already suggested a willingness to provide incentives for 

manufacturers to obtain third-party certification on a voluntary basis.226 As a 

consequence of encouraging manufacturers to get certified by FDA recognized 

programs, these third-party testers can see increased business.227 By making 

third-party testing mandatory, the FDA is relieved of the potential burden of de-

vising effective incentives—at least as far as prenatal vitamin manufacturers 

go—while at the same time managing to increase the level of business third-party 

testing programs see because manufacturers would be obligated to seek them out. 

This in turn may prove to be an incentive for other third-party testing bodies to 

secure FDA recognition, thereby increasing the testing options for manufacturers 

and presumably mitigating any delays in distribution that mandatory third-party 

testing may otherwise cause. Increased competition among testing companies 

may also help to keep prices low for manufacturers, who would be saddled with 

the additional costs of mandatory testing.228  

Notably, third-party testing organizations and FDA officials have already 

expressed interest in working more closely together “to strengthen public-private 

partnerships around dietary supplements.”229 This willingness to work together 
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8K]. 

 224. Questions and Answers on Dietary Supplements, supra note 57; Press Release, Dick Durbin, United 

States Senator, Blumenthal Request Information on FDA’s Proposed Changes to the Office of Dietary Supple-

ment Programs, (Aug. 24, 2023), https://www.durbin.senate.gov/newsroom/press-releases/durbin-blumenthal-

request-information-on-fdas-proposed-changes-to-the-office-of-dietary-supplement-programs [https://perma.cc/ 
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 225. U.S. GOV’T ACCOUNTABILITY OFF., supra note 10, at 11 (explaining that third-party certification bod-

ies vary in the standards used when testing products). 

 226. Third-Party Certification Guidance, supra note 149, at 3058. 

 227. See id. 

 228. See Competition Counts, FTC, https://www.ftc.gov/advice-guidance/competition-guidance/competi-

tion-counts (last visited Oct. 31, 2024) [https://perma.cc/N4MZ-HJR5] (discussing how competition keeps prices 
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may be another avenue through which third-party certifiers can begin to stand-

ardize testing requirements in accordance with FDA specifications and through 

which the FDA can wield greater influence over supplement manufacturers. 

C. Labeling and Disclaimer Requirements 

Should a separate subcategory be successfully implemented, it is not un-

foreseeable that some prenatal vitamin manufacturers may seek to avoid desig-

nation of their products as prenatal vitamins so as to not be subject to increased 

regulation. In other words, because the increased scrutiny would apply only to 

prenatal vitamins and not dietary supplements as a whole, companies may try to 

label their products as multivitamins instead, especially given the similarities be-

tween the two as discussed earlier in this Note.230 To combat this, language 

should be added to the FDCA putting restrictions on permitted claims. Manufac-

turers would be prohibited from distributing multivitamins that advance any 

claims alluding to pregnancy or fetal development, including any health claims 

that meet the SSA standard like that of the relationship between folic acid and 

neural tube defects.231 Any product marketed as a multivitamin that contains lev-

els of ingredients akin to prenatal vitamins should also be required to include a 

disclaimer explaining its exclusion from the prenatal subcategory and resultant 

lower bar for contamination and consistency testing requirements. 

Section 343(s) of the FDCA states that any dietary supplement that “fails 

to identity the product by using the term ‘dietary supplement’” is misbranded.232 

Further language could be added to this section to state that any supplement la-

beled as a prenatal vitamin that has not also gone through the requisite testing 

and premarket notification process described in Sections A and B of this Part will 

also be considered misbranded. Additionally, Section 343(r)(6) could be 

amended to include the aforementioned prohibition on pregnancy and fetal de-

velopment claims and additional disclaimer requirement on multivitamin labels; 

any multivitamin in violation will be deemed misbranded, allowing the FDA to 

take action against the manufacturer.233  

D. Shifting the Burden of Proof 

To further increase the FDA's postmarket power to act, Congress should 

move to shift the burden of proof away from the FDA and onto the manufactur-

ers234—it should be the responsibility of manufacturers to prove that their prod-

ucts are safe and not the FDA’s responsibility to prove that they are unsafe. This 

can be accomplished by implementing a reasonableness standard: if the FDA has 

a reasonable belief that a manufacturer’s product is adulterated, misbranded, or 

 

 230. See discussion supra Section III.A. 

 231. See discussion supra Section II.B. 

 232. 21 U.S.C. § 343(s)(2)(B). 

 233. Illisa B. G. Bernstein & Karin L. Bolte, Is My Patient Taking an Unsafe Dietary Supplement?, 24 

AMA J. ETHICS 390, 392 (2022). 

 234. Id.  
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otherwise unfit for human consumption, it can move to remove it from the mar-

ket. The manufacturer must then take steps to prove otherwise within a desig-

nated amount of time or submit to a voluntary recall. 

To facilitate the usage of this reasonableness standard, it is also necessary 

to improve the adverse event reporting rate. Adverse event reporting is one crit-

ical method by which the FDA can not only be alerted to a potential problem but 

also assess the magnitude of it.235 Of course, this is only possible if adverse 

events are actually reported as they occur. Perhaps unsurprisingly, report rates 

are abysmal; research suggests that only a mere 2% of dietary supplement-related 

adverse events are reported each year.236 Without these reports, the ability of the 

FDA to take any action against manufacturers is severely hampered.237 The lack 

of data effectively prevents the FDA from building a case against manufacturers 

marketing defective products and makes even this Note’s suggested reasonable 

belief standard difficult to achieve, let alone the current burden of proof require-

ment.238 

To improve adverse reporting rates, Congress should amend Section 403(y) 

to require that manufacturers include “a domestic address [and] a domestic phone 

number[.]”239 This would provide consumers with at least two guaranteed report-

ing avenues. Additionally, manufacturers should be strongly encouraged to pro-

vide electronic methods, such as email, for adverse event reporting whenever 

possible. Many pharmaceutical companies already provide for electronic report-

ing via email or online forms,240 implying at least some level of engagement by 

consumers.241 Because ease of reporting has been shown to correlate with a con-

sumer’s likelihood of reporting,242 prenatal vitamin manufacturers should follow 

suit.  
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V. CONCLUSION 

Prenatal vitamins are so frequently touted as a “must” during pregnancy;243 

if we are to require women and other birthing persons via societal pressure to 

consume them under the guise of fetal protection, then we have a responsibility 

to ensure their safety. The current state of dietary supplement regulation, despite 

its good intentions, fails to do so.244 The egregious lack of premarket regulatory 

authority has permitted far too many unsafe products to reach unwitting consum-

ers.245 When it comes to contaminated prenatal vitamins, unscrupulous or care-

less manufacturers put not only the pregnant individual at risk, but also their un-

born child—the very thing these manufacturers and their products claim to 

protect.246 Even if these contaminants are present in levels below the daily expo-

sure limit, low levels of exposure can still have terrible consequences.247  

In addition to heavy metal contamination, prenatal vitamins are plagued by 

consistency issues; manufacturers too frequently fail to provide consumers with 

nutrients consistent with the quantities described on the label.248 As a result, 

pregnant individuals who supplement with these deficient products with the aim 

of meeting their and their fetus’s heightened nutritional needs are unknowingly 

falling short or consuming in excess; in either case, potential health ramifications 

abound.249  

For these reasons, the minimal oversight afforded to dietary supplements is 

not good enough when it comes to prenatal vitamins. Congress must therefore 

act to mitigate these issues by amending the FDCA to grant the FDA the power 

to impose stricter regulations on prenatal vitamin production and distribution. 

Requiring premarket notification for all prenatal vitamins regardless of NDI sta-

tus, enhancing testing requirements with the involvement of third-party certifi-

cation bodies, implementing new labeling and disclaimer requirements, and 

shifting the burden of proving product safety off the FDA and onto manufactur-

ers can all serve to make prenatal vitamins safer for both parent and child. 

 

 

 243. See discussion supra Section II.A. 

 244. See discussion supra Section III.C. 

 245. See discussion supra Section III.C. 

 246. See discussion supra Section III.A. 

 247. See discussion supra Section III.C. 

 248. See discussion supra Section III.C. 

 249. See discussion supra Section III.C. 


