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Abstract

Navigating regulatory challenges and ensuring safety in the development of lactation supplements is crucial for meeting
the needs of breastfeeding mothers. This review examines the regulatory frameworks governing lactation supplements
in Nigeria and the US, highlighting key differences and similarities, as well as challenges and strategies for ensuring
product safety and compliance. In Nigeria, the regulatory landscape for lactation supplements is characterized by a lack
of stringent regulations and enforcement mechanisms, leading to concerns about product safety and quality. In contrast,
the US has a well-established regulatory framework overseen by the Food and Drug Administration (FDA), which sets
strict standards for product safety, efficacy, and labeling. Challenges in Nigeria include limited regulatory capacity,
inadequate enforcement of existing regulations, and a lack of awareness among consumers about product safety. In the
US, challenges include the complex regulatory process, high compliance costs, and the need for continuous monitoring
of safety and efficacy. Strategies for ensuring product safety and compliance in Nigeria include strengthening regulatory
capacity, improving enforcement mechanisms, and raising awareness among consumers about safe product choices. In
the US, strategies include streamlining the regulatory process, enhancing post-market surveillance, and fostering
collaboration between regulators, industry stakeholders, and healthcare providers. Overall, navigating regulatory
challenges and ensuring safety in the development of lactation supplements require a multifaceted approach that
addresses regulatory gaps, enhances enforcement mechanisms, and promotes consumer awareness. Collaboration
between regulatory authorities, industry stakeholders, and healthcare providers is essential to ensure that lactation
supplements are safe, effective, and meet the needs of breastfeeding mothers in Nigeria and the US.
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1. Introduction

Regulatory frameworks play a crucial role in ensuring the safety, efficacy, and quality of products, particularly in the
healthcare sector (Chauhan, Bali & Kaur, 2024, Falaiye, et. al., 2024, Odejide, 2024). Lactation supplements, which are
used to support and enhance breastfeeding mothers' milk production and quality, are subject to regulatory oversight to
protect consumer health. This introduction provides an overview of the importance of regulatory frameworks in
ensuring product safety, defines lactation supplements, and outlines the purpose of comparing the regulatory
frameworks in Nigeria and the US.

Regulatory frameworks serve as a cornerstone of consumer protection, ensuring that products meet established
standards for safety and efficacy (Nwankwo, et. al., 2023, Ogundipe, et. al.,, 2024). In the context of lactation supplements,
regulatory oversight is essential to safeguard the health of breastfeeding mothers and infants. By establishing and
enforcing regulations, regulatory authorities can help prevent the sale of unsafe or ineffective products, thereby
promoting public health. Lactation supplements are products designed to support and enhance the breastfeeding

* Corresponding author: Deborah Aanuoluwa Soyombo.

Copyright © 2024 Author(s) retain the copyright of this article. This article is published under the terms of the Creative Commons Attribution Liscense 4.0.


http://creativecommons.org/licenses/by/4.0/deed.en_US
https://wjbphs.com/
https://doi.org/10.30574/wjbphs.2024.18.1.0165
https://crossmark.crossref.org/dialog/?doi=10.30574/wjbphs.2024.18.1.0165&domain=pdf

World Journal of Biology Pharmacy and Health Sciences, 2024, 18(01), 001-011

process. These supplements may contain various ingredients, such as herbs, vitamins, and minerals, that are believed
to promote lactation or improve the nutritional content of breast milk (Nwokediegwu, et. al.,, 2024, Udokwu, et. al.,
2023)). Lactation supplements are typically available in various forms, including capsules, powders, and teas, and are
often marketed to breastfeeding mothers as a way to address common breastfeeding challenges.

The purpose of comparing the regulatory frameworks governing lactation supplements in Nigeria and the US is to
examine the regulatory challenges and safety considerations involved in the development of these products (Dada, et.
al,, 2024, Udokwu, et. al,, 2023). By comparing the regulatory approaches of these two countries, we can gain insights
into the effectiveness of regulatory frameworks in ensuring product safety and compliance. Additionally, this
comparison can help identify best practices and areas for improvement in regulatory oversight of lactation supplements.

1.1. Historical Perspectives

In Nigeria, the regulation of dietary supplements, including lactation supplements, has evolved over time in response to
various health challenges and regulatory gaps (Abatan, et. al., 2024, Chidiebere, et. al., 2023). Historically, Nigeria's
regulatory framework for dietary supplements was relatively lax, with limited oversight and enforcement mechanisms.
This lack of regulation led to concerns about the safety and quality of dietary supplements, including those marketed
for lactation support.

In 2004, the National Agency for Food and Drug Administration and Control (NAFDAC) was established to regulate the
manufacture, importation, exportation, advertisement, distribution, sale, and use of food, drugs, cosmetics, medical
devices, and packaged water in Nigeria (Adekanmbi, et. al., 2024, Ekwezia, et. al,, 2023). NAFDAC plays a key role in
ensuring the safety and quality of dietary supplements, including lactation supplements, through registration,
inspection, and enforcement activities. Despite these efforts, challenges remain in ensuring the safety and efficacy of
lactation supplements in Nigeria (Ajayi-Nifise, et. al., 2024, Nwokediegwu, et. al., 2024). One major challenge is the
proliferation of unregistered and substandard products in the market, often due to limited regulatory capacity and
enforcement resources. Additionally, consumer awareness about the importance of choosing regulated products and
the risks associated with unregistered supplements is low, further complicating regulatory efforts.

In contrast to Nigeria, the US has a long history of regulating dietary supplements, including lactation supplements
((Ebirim, et. al., 2024, Oladeinde, et. al., 2023). The regulation of dietary supplements in the US is primarily governed by
the Dietary Supplement Health and Education Act (DSHEA) of 1994, which defines dietary supplements and establishes
regulatory requirements for their safety and labeling. Under DSHEA, dietary supplements, including lactation
supplements, are regulated as a category of food and are not subject to pre-market approval by the Food and Drug
Administration (FDA) (Ebirim, et. al., 2024, Majemite, et. al., 2024). Instead, manufacturers are responsible for ensuring
the safety and labeling of their products, and the FDA has the authority to take action against products that are found to
be unsafe or misbranded.

Despite the regulatory framework in place, challenges persist in the regulation of dietary supplements in the US
(Chakrabarti, Guha & Majumder, 2018, Edunjobi & Odejide, 2024, Kerksick, et. al.,, 2018). One ongoing challenge is the
presence of adulterated or misbranded products in the market, often due to inadequate oversight by manufacturers or
intentional adulteration to enhance product efficacy claims.

When comparing the regulatory frameworks for lactation supplements in Nigeria and the US, several key differences
and similarities emerge (Apeh, et. al.,, 2023, Lawrence & Lawrence, 2021, Thakur, et. al., 2023). In Nigeria, the regulatory
framework is relatively nascent, with challenges related to enforcement and consumer awareness. In contrast, the US
has a more established regulatory framework but still faces challenges related to product safety and oversight.

In both countries, strategies for ensuring product safety and compliance include strengthening regulatory capacity,
enhancing post-market surveillance, and raising consumer awareness (Babatunde, et. al., 2024, Badnjevi¢, et. al., 2022,
Nwokike, 2023). However, the specific challenges and strategies vary depending on the regulatory context and the
resources available.

The history of regulatory frameworks for lactation supplements in Nigeria and the US reflects the evolving nature of
dietary supplement regulation (Babatunde, et. al., 2024, Odejide & Edunjobi, 2024). While both countries have made
efforts to ensure the safety and quality of lactation supplements, challenges remain in enforcing regulations and
educating consumers about the importance of choosing regulated products. By learning from each other's experiences,
both countries can improve their regulatory frameworks and better protect the health of breastfeeding mothers and
infants.
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1.2. Regulatory Framework in Nigeria

Nigeria has a regulatory framework in place to oversee the safety and quality of food, drugs, and dietary supplements,
including lactation supplements (Ebirim, et. al., 2024, Nwokediegwu, et. al., 2024). The primary regulatory agency
responsible for regulating dietary supplements in Nigeria is the National Agency for Food and Drug Administration and
Control (NAFDAC). NAFDAC was established in 1993 to regulate the manufacture, importation, exportation,
advertisement, distribution, sale, and use of food, drugs, cosmetics, medical devices, and packaged water in Nigeria.

NAFDAC plays a central role in regulating lactation supplements in Nigeria. The agency is responsible for registering
and approving the sale of dietary supplements, including lactation supplements, ensuring that they meet safety and
quality standards (Adekanmbi, et. al., 2024, Ebirim, et. al., 2024)). NAFDAC also conducts inspections of manufacturing
facilities and enforces regulatory compliance through product sampling and testing. In addition to NAFDAC, other
regulatory agencies, such as the Federal Ministry of Health and the Standards Organisation of Nigeria (SON), play
supporting roles in regulating dietary supplements. The Federal Ministry of Health provides policy direction and
oversight, while SON sets standards for product quality and safety.

NAFDAC regulates lactation supplements in Nigeria under the guidelines for registration of food and dietary
supplements (Ekeanyanwu, Agomo & Nkwocha, 2023, Odeyemi, et. al., 2024). These guidelines outline the requirements
for registration, labeling, and advertising of dietary supplements, including lactation supplements. Manufacturers and
importers are required to submit product dossiers containing information on the composition, safety, and efficacy of
their products for registration.

Additionally, NAFDAC has established maximum limits for certain ingredients in dietary supplements, including
vitamins and minerals, to ensure that products are safe for consumption. The agency also requires that labels on dietary
supplements include information on the product's ingredients, directions for use, and warnings about potential side
effects.

Despite the regulatory framework in place, Nigeria faces challenges in enforcing regulations and ensuring the safety of
dietary supplements, including lactation supplements (Ng, Kim & Suri, 2022, Ogundipe, 2024, Ojonugwa, Gwom &
Gwom, 2021). One major challenge is the proliferation of unregistered and substandard products in the market, which
can pose risks to consumer health. Limited regulatory capacity and resources, as well as the presence of counterfeit
products, further complicate enforcement efforts.

Another challenge is the lack of awareness among consumers about the importance of choosing regulated products
(Ahmad, et. al.,, 2021, Odulaja, et. al., 2023). Many consumers may be unaware of the risks associated with unregistered
or substandard supplements, leading to potential health hazards. Additionally, the lack of standardized testing methods
and facilities for product analysis can hinder regulatory efforts to detect unsafe products.

1.3. Regulatory Framework in the US

In the United States, dietary supplements, including lactation supplements, are regulated by the Food and Drug
Administration (FDA) under the Dietary Supplement Health and Education Act (DSHEA) of 1994 (Ajayi-Nifise, et. al.,
2024, Bailey, 2020). DSHEA defines dietary supplements as products intended to supplement the diet that contain one
or more dietary ingredients, including vitamins, minerals, herbs, amino acids, or other substances.

The FDA plays a key role in regulating lactation supplements in the US. The agency is responsible for overseeing the
safety, efficacy, and labeling of dietary supplements, including lactation supplements (Iwuanyanwu, et. al., 2023, Oriji &
Joel, 2024). While the FDA does not pre-approve dietary supplements before they are marketed, manufacturers are
required to ensure that their products are safe and accurately labeled. The FDA conducts inspections of dietary
supplement facilities to ensure compliance with current good manufacturing practices (cGMPs), which are regulations
that govern the manufacturing, packaging, labeling, and holding of dietary supplements (Olatoye, et. al., 2024, Sarma,
et. al., 2023, Sato, Kodama & Sengoku, 2020). The FDA also monitors the safety of dietary supplements through post-
market surveillance and can take enforcement action against products that are found to be unsafe or misbranded.

Under DSHEA, dietary supplement manufacturers are responsible for ensuring the safety and efficacy of their products
(Bailey, 2020, Dada, et. al., 2024, O'Dwyer & Vegiraju, 2020). Manufacturers must provide evidence to support any
claims made about the benefits of their products, including claims related to lactation support. Additionally, dietary
supplements must be labeled with certain information, including the name and quantity of each ingredient, the serving
size, and the manufacturer's contact information.
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The FDA requires that dietary supplements be produced in a manner that ensures their safety and that they are
accurately labeled (Nwokediegwu, et. al., 2024, Oshioste, Okoye & Udokwu, 2023). This includes conducting appropriate
tests or examinations to verify the identity, purity, strength, and composition of the ingredients used in the supplements.
Manufacturers must also comply with certain labeling requirements, such as including a statement that the product is
a dietary supplement and not a food or drug.

To ensure compliance with regulatory requirements, the FDA employs a variety of strategies. These include conducting
inspections of dietary supplement facilities, monitoring product labeling and advertising, and responding to consumer
complaints and adverse event reports (Darrow, Avorn & Kesselheim, 2020, Ibeh, et. al,, 2024). The FDA also works
closely with other federal agencies, such as the Federal Trade Commission (FTC), to enforce regulations and take
enforcement action against companies that violate the law.

Additionally, the FDA provides guidance and resources to help manufacturers comply with regulatory requirements
(Darrow, Avorn & Kesselheim, 20210gundipe, Odejide & Edunjobi, 2024). This includes guidance documents on topics
such as cGMPs, labeling requirements, and submitting new d, ietary ingredient notifications. By providing clear guidance
and enforcing regulations, the FDA aims to protect consumers and ensure the safety and quality of dietary supplements,
including lactation supplements, in the US.

1.4. Challenges in Regulatory Compliance

Regulatory compliance is a critical aspect of ensuring the safety, efficacy, and quality of lactation supplements. However,
various challenges exist in both Nigeria and the United States that can hinder compliance efforts (Atadoga, et. al., 2024,
Thakkar, et. al., 2020).

Nigeria faces significant regulatory capacity and enforcement challenges regarding dietary supplements, including
lactation supplements (Abatan, et. al, 2024, Bannor, et. al, 2023). The National Agency for Food and Drug
Administration and Control (NAFDAC) is responsible for regulating these products but often struggles with limited
resources and infrastructure. This can lead to difficulties in conducting thorough inspections of manufacturing facilities
and enforcing regulatory compliance. The presence of counterfeit and substandard products in the market further
complicates enforcement efforts, as these products may not meet regulatory standards but are still sold to consumers
(Amankwah-Amoah, Boso & Kutsoati, 2022, Oyewole, et. al., 2023). Improving regulatory capacity and enforcement is
crucial to ensuring the safety and efficacy of lactation supplements in Nigeria.

In the United States, the regulatory process for dietary supplements, including lactation supplements, can be complex
and challenging for manufacturers to navigate (Dada, et. al, 2024, Harnett, et. al, 2019). The Food and Drug
Administration (FDA) requires manufacturers to comply with current good manufacturing practices (cGMPs), which
are detailed regulations governing the manufacturing, packaging, labeling, and holding of dietary supplements. Meeting
these requirements can be costly and time-consuming, especially for small manufacturers with limited resources.
Additionally, the FDA's oversight of dietary supplements is primarily post-market, meaning that products are not
required to undergo pre-market approval before being sold. This can create challenges in ensuring that products are
safe and accurately labeled.

Compliance with regulatory requirements can have a significant impact on the cost of developing and manufacturing
lactation supplements (Binns, Lee & Lee, 2018, Ebirim, et. al,, 2024). Meeting cGMPs and other regulatory requirements
often requires investment in equipment, training, and quality control measures, which can be expensive for
manufacturers. These costs can be particularly burdensome for small manufacturers, potentially limiting their ability
to innovate and develop new products. Additionally, the need to comply with regulatory requirements may result in
higher prices for consumers, further complicating the market for lactation supplements (Cohen & Cassidy, 2022, Hassen,
et. al.,, 2022, Oyewole, et. al., 2023). Finding ways to reduce compliance costs while maintaining product safety and
efficacy is essential for promoting the development and availability of high-quality lactation supplements.

1.5. Strategies for Ensuring Product Safety and Compliance

Ensuring product safety and compliance with regulatory requirements is essential for manufacturers of lactation
supplements. Several strategies can help companies navigate the complex regulatory landscape and meet the necessary
standards: Following current good manufacturing practices (cGMPs) is crucial for ensuring the quality, safety, and
efficacy of lactation supplements. Manufacturers should implement comprehensive quality control systems, including
regular testing of raw materials and finished products, to meet cGMP requirements (Nwokediegwu, et. al., 2024,
Vettorazzi, et. al,, 2020).
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Providing regular training to staff on regulatory requirements and best practices can help ensure that all employees
understand their roles and responsibilities in maintaining compliance (Mhlongo, et. al, 2024, Mughal, 2022).
Implementing robust quality control measures, such as batch testing and product monitoring, can help identify and
address any potential issues with product quality or safety. Ensuring that product labels are accurate, clear, and
compliant with regulatory requirements is essential. Labels should include all required information, such as ingredients,
dosage instructions, and warnings.

Maintaining detailed records of manufacturing processes, testing results, and other relevant information is essential for
demonstrating compliance with regulatory requirements. Establishing open lines of communication with regulatory
agencies can help manufacturers stay informed about regulatory changes and expectations (Hastig & Sodhi, 2020, Ibeh,
et. al.,, 2024). This can also help build a positive relationship with regulators, which can be beneficial in the event of an
inspection or compliance issue. Conducting thorough audits of suppliers and ensuring that they meet regulatory
requirements can help ensure the quality and safety of raw materials used in manufacturing.

Implementing a system for monitoring and reporting adverse events related to lactation supplements can help ensure
that any safety issues are identified and addressed promptly. Regularly reviewing and updating processes and
procedures based on feedback, audits, and new regulatory requirements can help ensure ongoing compliance and
product safety (Klein, et. al, 2021, Ogundipe, Babatunde & Abaku, 2024). By implementing these strategies,
manufacturers of lactation supplements can enhance product safety, maintain compliance with regulatory
requirements, and build trust with consumers and regulatory agencies.

One key strategy for ensuring product safety and compliance with regulatory requirements in Nigeria is to strengthen
the capacity of regulatory agencies, such as the National Agency for Food and Drug Administration and Control
(NAFDAC) (Chukwu & Adibe, 2022, Obaigbena, et. al., 2024, Okoruwa & Onuigbo-Chatta, 2021). This can be achieved
through increased funding, training, and resources for regulatory staff. By enhancing regulatory capacity, Nigeria can
improve its ability to conduct inspections, enforce compliance with regulations, and respond to emerging issues in the
market. Additionally, collaboration with international regulatory bodies and organizations can provide valuable
expertise and support to help strengthen regulatory capacity in Nigeria.

In the United States, streamlining the regulatory process for dietary supplements, including lactation supplements, can
help ensure product safety and compliance (Nwokediegwu, et. al.,, 2024, Sirois, et. al.,, 2023). This can be achieved by
clarifying and simplifying regulatory requirements, reducing unnecessary administrative burdens, and improving
communication between regulatory agencies and manufacturers. Streamlining the regulatory process can help expedite
the approval of new products, reduce compliance costs for manufacturers, and ensure that products meet the necessary
safety and efficacy standards.

Enhancing post-market surveillance and consumer awareness is another important strategy for ensuring product safety
and compliance (Arote, Salade & Patil, 2023, Farayola, et. al,, 2023, Harer, J. (2023). This can include implementing
systems for monitoring and reporting adverse events related to lactation supplements, as well as educating consumers
about the importance of using safe and effective products. By improving post-market surveillance and consumer
awareness, regulatory agencies can more effectively identify and respond to safety concerns, and consumers can make
more informed choices about the products they use.

In conclusion, strengthening regulatory capacity, streamlining the regulatory process, and enhancing post-market
surveillance and consumer awareness are key strategies for ensuring product safety and compliance with regulatory
requirements in Nigeria and the US (Ayorinde, et. al., 2024, Nwokike, 2023, Wang, et. al., 2023). By implementing these
strategies, regulatory agencies can better protect public health and ensure the availability of safe and effective lactation
supplements for consumers.

1.6. Comparative Analysis

In Nigeria, the National Agency for Food and Drug Administration and Control (NAFDAC) is responsible for regulating
lactation supplements, while in the US, the Food and Drug Administration (FDA) oversees the regulation of dietary
supplements, including lactation supplements (Adekanmbi, et. al., 2024, Oshioste, et. al., 2023). Nigeria has specific
regulations governing the registration, labeling, and marketing of food and drug products, including lactation
supplements. The US, on the other hand, has a more comprehensive set of regulations under the Dietary Supplement
Health and Education Act (DSHEA), which includes requirements for product safety, labeling, and good manufacturing
practices.



World Journal of Biology Pharmacy and Health Sciences, 2024, 18(01), 001-011

Enforcement of regulations in Nigeria may face challenges due to limited resources and infrastructure (Ogundipe &
Abaku, 2024, Onokala & Olajide, 2020). In contrast, the FDA in the US has more resources and enforcement powers,
including the ability to conduct inspections and issue recalls (Usman, et. al,, 2024). Both Nigeria and the US face
challenges in ensuring compliance with regulatory requirements, including issues related to product safety, labeling,
and marketing claims. Strategies employed to address these challenges include increasing regulatory oversight,
conducting regular inspections, and issuing guidelines for compliance.

Both countries recognize the importance of consumer awareness in ensuring the safe use of lactation supplements
(Chopra, et. al., 2022, Nwokediegwu, et. al., 2024). Strategies such as public education campaigns and the dissemination
of information through healthcare providers are employed to enhance consumer awareness. Both Nigeria and the US
have systems in place for monitoring the safety of lactation supplements after they have been marketed. These systems
help identify and address safety concerns and ensure that products remain safe for consumer use.

The differences in regulatory frameworks between Nigeria and the US can have significant implications for product
development and market access (Dada, et. al, 2024, Mogaji, et. al., 2021, Osadume & Imide, 2024). Companies
developing lactation supplements must navigate different regulatory requirements and standards in each country,
which can impact product formulation, labeling, and marketing strategies.

Despite these challenges, similarities in the challenges faced and strategies employed by both countries suggest that
there may be opportunities for collaboration and knowledge sharing (Biu, et. al., 2024, Morrison-Smith & Ruiz, 2020).
By learning from each other's experiences, Nigeria and the US can work together to strengthen their regulatory
frameworks and ensure the safe and effective use of lactation supplements for breastfeeding mothers.

2. Conclusion

In conclusion, the regulatory frameworks governing lactation supplements in Nigeria and the US present both
challenges and opportunities for ensuring product safety and compliance. While Nigeria faces issues related to
regulatory capacity and enforcement, the US grapples with the complexity of its regulatory process. Despite these
differences, both countries share common challenges such as ensuring compliance with regulations, enhancing
consumer awareness, and improving post-market surveillance.

To address these challenges, it is essential to strengthen regulatory capacity in Nigeria, streamline the regulatory
process in the US, and enhance post-market surveillance and consumer awareness in both countries. Additionally,
collaboration between regulators, industry stakeholders, and healthcare providers is crucial for sharing knowledge and
best practices, and fostering a culture of safety and compliance.

Provide adequate funding, resources, and training for regulatory agencies in Nigeria to enhance their capacity for
monitoring and enforcement. Simplify and clarify regulatory requirements in the US to reduce administrative burdens
and expedite the approval of new products. Implement robust systems for monitoring and reporting adverse events
related to lactation supplements in both countries to ensure timely identification and response to safety concerns.

Educate consumers about the importance of using safe and effective lactation supplements through public education
campaigns and information dissemination. Collaboration between regulators, industry stakeholders, and healthcare
providers is essential for addressing regulatory challenges and ensuring the safety and efficacy of lactation supplements.
By working together, Nigeria and the US can improve their regulatory frameworks and better protect the health of
breastfeeding mothers and their infants.

In conclusion, navigating regulatory challenges and safety considerations in lactation supplement development requires
a concerted effort from all stakeholders. By implementing the recommendations outlined above and fostering
collaboration, Nigeria and the US can strengthen their regulatory frameworks and ensure the availability of safe and
effective lactation supplements for breastfeeding mothers.
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