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Abstract 

The Modernization of Cosmetics Regulation Act (MoCRA), enacted in 2022, represents a pivotal 

shift in U.S. cosmetics regulation, addressing longstanding gaps in oversight. This research 

focuses on the anticipated impact of MoCRA on Korean cosmetic companies operating in the U.S. 

market. Analyzing compliance strategies, operational challenges, market positioning, and 

strategic adaptations, the study unveils the nuanced ways in which Korean cosmetic companies 

navigate the evolving regulatory landscape. The findings contribute valuable insights for industry 

stakeholders and policymakers, showcasing the resilience and adaptability of Korean cosmetic 

companies in meeting stringent regulatory standards post-MoCRA. 

Keywords- MoCRA Impact, Korean Cosmetics Compliance, Operational Challenges,  Market 

Positioning, Strategic Adaptations 

INTRODUCTION 

The Modernization of Cosmetics Regulation Act (MoCRA), 

enacted by the U.S. Congress on December 23, 2022, 

represents a landmark regulatory shift in the U.S. cosmetics 

industry(FDA, 2023). MoCRA is the first major statutory 

amendment to the regulatory framework governing cosmetics 

since the establishment of the Food, Drug, and Cosmetic Act 

(FDCA) in 1938. This legislative initiative signifies a crucial 

step toward addressing longstanding regulatory gaps and 

modernizing the oversight of cosmetic products in the United 

States. 

Prior to MoCRA, the regulatory framework for cosmetics had 

seen minimal updates, creating a need for a comprehensive 

overhaul to meet the evolving demands of the cosmetics 

industry. The FDCA, which formed the basis of federal 

cosmetics regulation for over eight decades, required cosmetic 

products to be safe and properly labeled but lacked provisions 

to address contemporary challenges and advancements in 

cosmetic science. 

The enactment of MoCRA aims to provide consumers with 

safer cosmetic products, greater transparency in labeling, and 

regulatory measures aligned with international standards. This 

legislative change reflects a commitment to consumer safety 

and product quality in an industry that plays a vital role in the 

lives of millions. MoCRA's significance in the U.S. cosmetics 

industry lies in its ability to modernize regulatory oversight, 

address gaps in the previous regulatory framework, and 

ensure the safety and transparency of cosmetic products for 

both industry stakeholders and consumers. 

The primary aim of this research is to conduct a 

comprehensive analysis of how the Modernization of 

Cosmetics Regulation Act (MoCRA) influences Korean 

cosmetic companies that operate within the U.S. market. The 

specific objectives of the study are as follows:  

1. Compliance Strategies: To examine how Korean 

cosmetic companies have adapted their compliance 

strategies in response to the regulatory changes 

introduced by MoCRA. This includes an 

exploration of any modifications in manufacturing 

processes, labeling practices, and adherence to new 

reporting obligations. 

2. Operational Challenges and Opportunities: To 

identify and analyze the operational challenges 

faced by Korean cosmetic companies due to 

MoCRA and explore potential opportunities that 

may arise as a result of the regulatory changes. This 

involves understanding how MoCRA influences 

product development, testing procedures, and 

supply chain management. 

3. Market Positioning: To investigate how MoCRA 

affects the market positioning of Korean cosmetic 

companies in the U.S. market. This includes 

assessing changes in consumer perceptions, brand 
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reputation, and market competitiveness in light of 

the regulatory landscape. 

4. Strategic Adaptations: To explore the strategic 

adaptations made by Korean cosmetic companies to 

align with MoCRA requirements. This involves 

examining whether companies have implemented 

new technologies, partnerships, or other measures to 

navigate the evolving regulatory environment. 

Through this research, we aim to provide valuable insights 

into the nuanced ways in which MoCRA shapes the 

operations and strategies of Korean cosmetic companies in the 

U.S. market. Understanding these dynamics is crucial for both 

industry stakeholders and policymakers seeking to navigate 

the complexities introduced by regulatory changes in the 

cosmetics sector. 

REGULATORY LANDSCAPE OF THE 

US COSMETICS INDUSTRY  
The history of cosmetic regulation in the United States has 

unfolded over the decades, shaped by evolving societal norms, 

scientific advancements, and the dynamic landscape of the 

beauty industry. While the U.S. beauty industry has a 

regulatory framework in place, it is often characterized by a 

perception of being relatively less regulated compared to other 

sectors. The regulatory landscape for cosmetics, in particular, 

has historically allowed for a considerable degree of 

flexibility. 

In 1938, a pivotal moment occurred with the passage of the 

Federal Food, Drug, and Cosmetic Act (FDCA) (Food, 1938). 

This landmark legislation granted the Food and Drug 

Administration (FDA) authority to oversee cosmetics, 

marking the first systematic attempt to regulate these 

products. The focus was primarily on ensuring the safety of 

cosmetics, and the FDCA defined cosmetics broadly as 

articles intended for beautifying, cleansing, or altering 

appearance. 

As the cosmetic industry continued to expand, the need for 

more comprehensive regulation became evident. In 1967, 

amendments to the FDCA empowered FDA to establish 

standards for cosmetics and introduced requirements for 

product registration. This signaled a move towards increased 

regulatory control over the industry, addressing concerns 

about product quality and safety. 

In 1975, the Fair Packaging and Labeling Act (FPLA) added 

another layer to cosmetic regulation (Angoff, 1966). This act 

mandated specific labeling requirements for cosmetics, 

including details about the product's identity, manufacturer 

information, and net quantity of contents. The FPLA aimed to 

enhance consumer information and transparency. 

The regulatory landscape experienced another significant 

development in 2007 when the FDA issued Good 

Manufacturing Practice (GMP) guidelines for cosmetics 

(Chaloner-Larsson, 1999). These guidelines provided 

recommendations for manufacturers to ensure the quality, 

safety, and consistency of cosmetic products, emphasizing the 

importance of standardized manufacturing practices. 

In the modern era, with the cosmetic industry undergoing 

rapid transformations, discussions around regulatory updates 

gained momentum. Emerging concerns over ingredient safety, 

accurate product claims, and the need for greater transparency 

prompted a reevaluation of existing regulations. 

The culmination of these discussions came in 2022 with the 

enactment of the Modernization of Cosmetics Regulation Act 

(MoCRA). Representing the first major statutory change to 

cosmetic regulations since the FDCA, MoCRA significantly 

expanded the FDA's authority over cosmetics. It introduced 

new requirements related to product safety, ingredient 

reporting, labeling, and other crucial aspects, reflecting a 

comprehensive response to the complexities of the modern 

beauty market. 

The Modernization of Cosmetics Regulation Act (MoCRA) is 

a piece of legislation enacted by the U.S. Congress on 

December 23, 2022. It represents a significant update to the 

regulatory framework governing cosmetics, amending the 

Food, Drug, and Cosmetic Act (FDCA). MoCRA introduces 

substantial changes aimed at enhancing the regulatory 

oversight of the Food and Drug Administration (FDA) over 

cosmetics. 

The Modernization of Cosmetics Regulation Act (MoCRA), 

enacted on December 23, 2022, significantly expanded the 

FDA's authority over cosmetics, introducing new 

requirements related to product safety, ingredient reporting, 

labeling, and other crucial aspects. The enactment aims to 

establish a more stringent system prioritizing the safety and 

transparency of cosmetic products in the U.S. market. 

Representing the first major statutory change to the Food, 

Drug, and Cosmetic Act (FDCA) since 1938, MoCRA 

introduces sweeping reforms aimed at enhancing the oversight 

of cosmetic products by the Food and Drug Administration 

(FDA). 

MoCRA's provisions, emphasizing a comprehensive 

framework for ensuring the safety of cosmetic products, 

mandate the registration of facilities engaged in 

manufacturing or processing cosmetics intended for sale in the 

U.S. with the Food and Drug Administration (FDA). This 

critical requirement signifies a significant stride towards 

ensuring thorough product safety. 

Throughout the registration process, facilities must submit a 

comprehensive set of documents and information. This 

includes basic facility details, detailed product lists, ingredient 

information, quality control and testing procedures, labeling 

and packaging specifics, evidence of compliance with Good 

Manufacturing Practices (GMP), safety data, and details on 

adverse event reporting procedures. This thorough 

documentation not only aligns with regulatory standards but 

also enhances consumer confidence by providing in-depth 

insights into the composition and safety measures of cosmetic 

products. 
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The mandatory registration, coupled with the submission of 

required documents, forms an integral part of MoCRA's 

overarching goal to establish a stringent system prioritizing 

the safety and transparency of cosmetic products in the U.S. 

market.  

In tandem with this, manufacturers, packers, and distributors 

of cosmetics face new obligations, including the submission 

of detailed lists of products and ingredient information to the 

FDA. This heightened transparency not only facilitates 

regulatory oversight but also bolsters consumer confidence by 

providing insights into the composition of cosmetic products. 

MoCRA goes beyond mere registration and information 

submission by imposing expanded recordkeeping obligations 

related to product safety. The Act demands a meticulous 

approach to documenting, reporting, and following up on 

serious adverse events, broadening the scope of information 

considered crucial for regulatory evaluation. 

New labeling requirements further contribute to the Act's 

multifaceted approach. Products intended for professional use 

must now include contact information for adverse event 

reporting, aligning with MoCRA's overarching goal of 

enhancing responsiveness to potential safety concerns. 

Crucially, MoCRA preempts certain state and local 

regulations that deviate from its provisions, underscoring the 

Act's aim to establish uniform standards and practices 

nationwide. This preemption, however, comes with specific 

exceptions, maintaining a balance between federal oversight 

and localized considerations. 

The Modernization of Cosmetics Regulation Act (MoCRA) 

grants the Food and Drug Administration (FDA) mandatory 

recall authority in situations where a cosmetic product is 

deemed adulterated or misbranded, presenting a substantial 

risk of severe health consequences or even death. This 

authority allows the FDA to enforce a mandatory recall if the 

responsible party refuses voluntary compliance. This 

development is significant, ensuring swift and effective 

responses to situations where cosmetics pose potential health 

risks. The provision underscores MoCRA's commitment to 

proactive measures in safeguarding consumer health and 

maintaining the integrity of cosmetic products in the market. 

Looking forward, MoCRA mandates the FDA to develop 

regulations on good manufacturing practices (GMP), 

fragrance allergens, and testing methods for asbestos in talc-

containing products. These regulatory developments signal a 

proactive approach to address evolving challenges and align 

U.S. cosmetic regulations with international standards. 

MoCRA's enactment heralds a new era in cosmetic regulation, 

marked by heightened safety measures, increased 

transparency, and a commitment to adapt to the dynamic 

landscape of the cosmetics industry. 

In terms of reporting guidelines for undesirable effects (UEs), 

MoCRA mandates prompt reporting of Fatal or Life-

Threatening UEs within 7 calendar days after first knowledge, 

utilizing various communication methods. Completion of the 

Undesirable Cosmetic Effect Report Form is required within 

the subsequent 8 calendar days. For Other Serious UEs, 

prompt reporting is necessary, taking place no later than 15 

calendar days after initial knowledge. 

The regulation of the beauty industry in the United States is 

often perceived as less stringent compared to other industries, 

leading to the notion that the beauty industry, particularly in 

the realm of cosmetics, is relatively less regulated. The history 

of cosmetic regulation in the U.S. reflects an ongoing effort to 

balance industry innovation with consumer safety, adapt to 

changing societal expectations, and ensure that regulatory 

frameworks remain relevant in a rapidly evolving cosmetic 

landscape. 

THE IMPACT OF MoCRA ENACTMENT 

ON KOREAN COSMETIC COMPANIES 
While the Modernization of Cosmetics Regulation Act 

(MoCRA) is yet to be implemented, its impending enactment 

in 2022 signals a transformative phase for cosmetic 

companies, particularly those of Korean origin, operating in 

the United States. Recognized as pivotal entities in the global 

market, Korean cosmetic companies are gearing up for 

substantial adjustments in their compliance strategies to align 

seamlessly with the forthcoming stringent requirements of 

MoCRA. This section offers a glimpse into the anticipated 

adaptations Korean cosmetic companies are likely to 

undertake in the wake of MoCRA, with a specific focus on 

future modifications in compliance strategies, operational 

challenges and opportunities, market positioning, and strategic 

adaptation.  

1. Compliance Strategies 

One of the primary areas of impact for Korean cosmetic 

companies is the adaptation of manufacturing processes to 

meet the heightened safety standards mandated by MoCRA. 

The Act's stringent requirements necessitate a meticulous 

evaluation and potential restructuring of production 

workflows.  

Korean companies are likely to invest in advanced 

technologies, quality control measures, and standardized 

practices to ensure compliance with MoCRA's safety 

provisions. This shift may involve enhanced testing 

procedures, quality assurance protocols, and the integration of 

Good Manufacturing Practices (GMP) as stipulated by the 

Act. 

MoCRA's emphasis on transparency and consumer awareness 

places labeling practices under the spotlight. Korean cosmetic 

companies, renowned for innovative product offerings, are 

revisiting and potentially overhauling their labeling strategies. 

Compliance now requires not only meeting traditional 

labeling standards but also incorporating additional 

information such as contact details for adverse event 

reporting. The challenge lies in balancing comprehensive 

disclosures with maintaining aesthetic appeal and consumer 

engagement. Companies may explore creative solutions to 

convey necessary information without compromising brand 

identity. 
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The expanded recordkeeping and reporting obligations 

introduced by MoCRA pose a significant challenge and 

opportunity for Korean cosmetic companies. Adapting to 

these obligations requires the establishment of robust systems 

for documenting, reporting, and following up on serious 

adverse events. Korean companies may need to invest in 

training programs to ensure employees are well-versed in the 

new reporting requirements. Collaboration with regulatory 

experts and the FDA becomes paramount to navigate the 

complexities of compliance in this evolving landscape. 

The impact of MoCRA on Korean cosmetic companies goes 

beyond mere regulatory compliance; it represents a paradigm 

shift in how these companies operate in the U.S. market. By 

examining the intricate details of their compliance strategies, 

particularly in manufacturing, labeling, and reporting, we gain 

insights into the resilience and adaptability of Korean 

cosmetic companies in the face of regulatory transformations. 

As the industry navigates these changes, the strategies 

employed by Korean companies serve as a microcosm of the 

broader evolution occurring in the global cosmetics market. 

2. Operational Challenges and Opportunities 

Korean cosmetic companies, entering the post-MoCRA era, 

are poised to encounter a multitude of challenges and 

opportunities, intricately intertwined and collectively shaping 

their operational landscape. 

In the realm of compliance overhaul, the initial phase 

following MoCRA enactment presents a regulatory learning 

curve. Challenges in comprehending and implementing 

intricate regulatory changes necessitate investments in 

employee training for a seamless transition. Simultaneously, 

the integration of Good Manufacturing Practices (GMP) 

standards prompts companies to reevaluate and potentially 

revamp manufacturing processes, aligning with heightened 

regulatory standards. 

Enhanced reporting obligations further contribute to 

operational dynamics. Adapting to expanded reporting 

requirements demands the establishment of robust reporting 

systems. Challenges may arise in seamlessly integrating these 

systems into operational workflows. Amidst these challenges 

lie operational opportunities. The emphasis on compliance can 

be leveraged through the integration of technology-driven 

solutions, streamlining compliance processes, and reporting 

obligations. Collaborative initiatives within the cosmetic 

industry open avenues for knowledge exchange and the 

development of best practices, addressing shared compliance 

challenges.  

The focus on product development and safety introduces 

refined formulation practices as an opportunity. The 

heightened commitment to product safety may drive 

companies to invest in practices enhancing the quality and 

safety of their offerings. Leveraging compliance with MoCRA 

as a unique selling proposition allows differentiation in the 

market, highlighting adherence to stringent regulatory 

standards. 

As Korean cosmetic companies stand at this juncture, 

operational challenges and opportunities take center stage in 

strategic planning. This preliminary exploration sets the 

foundation for a more comprehensive analysis in subsequent 

sections. Subsequent discussions will delve into market 

positioning and strategic adaptations, providing a holistic 

understanding of how Korean cosmetic companies navigate 

the evolving regulatory landscape, maximizing operational 

resilience, and unlocking growth potential. 

3. Market Positioning 

In the wake of MoCRA enactment, Korean cosmetic 

companies undergo a paradigm shift that significantly impacts 

their market positioning strategies. This segment explores the 

nuanced dynamics of market positioning, taking into account 

the evolving regulatory landscape and its sway on consumer 

perceptions. 

The stringent regulatory framework introduced by MoCRA 

creates an opportunity for Korean cosmetic companies to 

strategically differentiate themselves in the market. 

Adherence to these regulations becomes a key element in 

establishing trust and credibility among consumers. 

Companies can position themselves as industry leaders in 

compliance, emphasizing a commitment to safety and 

transparency. 

Market positioning post-MoCRA requires effective consumer 

education and communication strategies. Korean cosmetic 

companies need to articulate the changes in regulatory 

compliance, assuring consumers of the safety and quality of 

their products. Transparency in communication builds 

consumer trust and reinforces the brand's commitment to 

meeting the highest standards. 

Market positioning can be enhanced through innovation. 

Korean cosmetic companies can leverage technological 

advancements and research to introduce innovative products 

that not only comply with MoCRA but also align with 

evolving consumer preferences. Innovation becomes a 

strategic tool for staying ahead in a competitive market. 

MoCRA's impact extends beyond the U.S. market, influencing 

global perceptions. Korean cosmetic companies can 

strategically position themselves for global recognition by 

aligning with international regulatory standards. Expansion 

into new markets becomes viable as companies project 

themselves as global players with a commitment to regulatory 

excellence. 

Market positioning emerges as a critical aspect of Korean 

cosmetic companies' strategies in the post-MoCRA landscape. 

By strategically differentiating themselves through 

compliance, effective communication, innovation, and global 

recognition, companies can not only navigate the regulatory 

changes but also thrive in an increasingly competitive and 

dynamic market environment. This exploration sets the stage 

for further analysis of strategic adaptations, providing a 

comprehensive derstanding of the holistic impact of MoCRA 

on Korean cosmetic companies. 
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4. Strategic Adaptations 

In response to MoCRA enactment, Korean cosmetic 

companies have embarked on a journey of strategic 

adaptation, recognizing the imperative to align their 

approaches with the evolving regulatory landscape. This 

section explores the multifaceted dimensions of strategic 

adaptation and its pivotal role in shaping the trajectory of 

these companies within the post-MoCRA era. 

A fundamental aspect of strategic adaptation involves the 

recalibration of compliance strategies. This process extends 

beyond mere alignment with heightened standards; it 

encompasses addressing challenges associated with 

understanding and implementing intricate regulatory changes. 

Investment in employee training emerges as a crucial step, 

smoothing the transition and mitigating the regulatory 

learning curve. 

Within this landscape, innovation becomes a cornerstone of 

strategic adaptation. Korean cosmetic companies showcase a 

proactive stance by exploring innovative, technology-driven 

solutions to streamline compliance processes. The integration 

of software and tools is not merely a response to regulatory 

demands; it represents a strategic move to enhance 

compliance and reporting obligations, positioning companies 

as dynamic and forward-thinking. 

Expanded reporting obligations under MoCRA necessitate the 

establishment of robust reporting systems. Negotiating the 

associated challenges requires the seamless integration of new 

requirements into operational workflows. Adherence to these 

reporting obligations goes beyond regulatory compliance; it 

reflects a commitment to transparency and accountability, 

reinforcing consumer trust. 

Strategic partnerships and collaborations within the industry 

emerge as instrumental in facilitating compliance and 

strategic adaptation. Collaborative initiatives foster 

knowledge exchange and the development of best practices, 

positioning Korean cosmetic companies as contributors to 

industry-wide advancements. Successful partnerships become 

exemplars of how collective efforts can ease the transition 

into the post-MoCRA era. 

Operational challenges are inherent in the process of strategic 

adaptation. Proactive solutions to address these challenges 

become opportunities for growth and refinement of 

operational processes. Leadership and organizational culture 

play pivotal roles in driving successful strategic adaptation, 

positioning companies as resilient and forward-thinking 

entities within the evolving regulatory landscape. 

The exploration of strategic adaptation underscores its 

indispensable role in shaping the positioning of Korean 

cosmetic companies post-MoCRA. Recalibrating compliance 

strategies, innovating in compliance processes, adhering to 

reporting obligations, leveraging partnerships, and 

overcoming operational challenges collectively contribute to a 

strategic position that ensures competitiveness and resilience 

in the dynamic regulatory environment. 

CONCLUSION 
In conclusion, the enactment of the Modernization of 

Cosmetics Regulation Act (MoCRA) in 2022 marks a 

transformative milestone in the U.S. cosmetics industry, 

representing the first major statutory amendment since the 

establishment of the Food, Drug, and Cosmetic Act (FDCA) 

in 1938. This legislative initiative addresses longstanding 

regulatory gaps, modernizing oversight and aligning with 

international standards. 

The research focuses on the anticipated impact of MoCRA on 

Korean cosmetic companies operating in the U.S. market. 

Through an in-depth analysis of compliance strategies, 

operational challenges and opportunities, market positioning, 

and strategic adaptations, the study aims to provide valuable 

insights into how Korean cosmetic companies navigate the 

evolving regulatory landscape. 

Compliance strategies are expected to witness substantial 

adjustments, particularly in manufacturing processes, labeling 

practices, and adherence to new reporting obligations. 

Operational challenges and opportunities arise as companies 

navigate the regulatory learning curve, integrate Good 

Manufacturing Practices (GMP), and establish robust 

reporting systems. Market positioning becomes crucial as 

companies differentiate themselves through compliance, 

effective communication, innovation, and global recognition. 

Strategic adaptations involve recalibrating compliance 

strategies, embracing innovation, establishing reporting 

systems, and forming strategic partnerships. 

As Korean cosmetic companies stand at the brink of the post- 

 

MoCRA era, the operational challenges and opportunities, 

market positioning strategies, and strategic adaptations 

become pivotal aspects of strategic planning. The holistic 

impact of  

 

MoCRA on these companies reflects their resilience, 

adaptability, and commitment to meeting the highest 

regulatory standards. 

This research provides a comprehensive understanding of the 

nuanced ways in which MoCRA shapes the operations and 

strategies of Korean cosmetic companies in the U.S. market. 

The findings contribute to the broader discourse on the impact 

of regulatory changes in the cosmetics sector, offering 

insights for industry stakeholders and policymakers alike. As 

the industry evolves in response to MoCRA, Korean cosmetic 

companies play a central role in shaping the future of the 

cosmetics market in the United States. 
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