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Preface

Food is not merely sustenance; it is integral to our cultural identity, social fabric, and
national wellbeing. In a nation as diverse as India, with its rich tapestry of culinary
traditions spanning thousands of years, food represents heritage, community, and
shared history. Yet beyond these cultural dimensions lies a fundamental truth: the
safety and integrity of our food supply directly impacts public health, economic

prosperity, and social welfare across every stratum of society.

India's food ecosystem presents a study in contrasts and complexities. Our nation
supports the world's second-largest agricultural production system, encompasses
millions of food business operators ranging from street vendors to multinational
corporations, and feeds a population of over 1.4 billion citizens with vastly different
dietary preferences, economic circumstances, and nutritional needs. This elaborate
ecosystem operates amid rapid urbanization, evolving consumption patterns, and
increasing integration with global food supply chains, creating unprecedented

challenges and opportunities for ensuring food safety.

The establishment of the Food Safety and Standards Authority of India (FSSAI) in
2006 marked a watershed moment in our national approach to food safety governance.
By consolidating previously fragmented regulatory frameworks under a unified,
science-based system, this legislation created the institutional architecture necessary
for comprehensive oversight of our food supply. Nearly two decades later, the
implementation of this ambitious regulatory vision continues to evolve, shaped by
scientific advancements, emerging food safety risks, and increasing consumer

awarcncss.

We extend our sincere gratitude to the regulatory officials, food safety professionals,

scientific researchers, industry representatives, and consumer advocates whose
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insights have informed this work. Their collective expertise—gained through daily
engagement with the practical challenges of ensuring food safety across India's
diverse contexts—has provided invaluable perspective on the gap between regulatory
ideals and implementation realities. Any shortcomings in capturing these complexities

remain entirely our responsibility.

Finally, we dedicate this book to India's food producers and handlers—from farmers
and fishers to processors, transporters, retailers, and food service workers—whose
daily decisions and practices ultimately determine the safety of our national food
supply. May the analyses offered in these pages contribute, however modestly, to
systems that support their vital work while protecting the health and wellbeing of all

who depend upon it.

Sincerely

Bhatt & Joshi Associates
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Disclaimer

The information contained in this booklet is for general guidance only. Readers should
obtain professional advice before taking any action based on its contents. Neither the
authors nor the firm assume any liability for actions taken by any person based on this
booklet's contents. We expressly disclaim all responsibility for any consequences

resulting from reliance on the information presented herein.

Contact

For any help or assistance please email us on office(@bhattandjoshiassociates.com or

visit us at www.bhattandjoshiassociates.com
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Chapter 1: Introduction - The Legal
Imperative of Food Safety

The public health and economic rationale for food safety

regulation

Food safety stands as one of the most fundamental public health imperatives in any
modern society. The consumption of food and water is universal and unavoidable,
making the safety of these substances a matter of paramount importance for public
welfare. Every individual, regardless of socioeconomic status, age, or location, must
consume food daily, creating an inescapable vulnerability that necessitates robust

regulatory frameworks to ensure that what reaches our plates is safe for consumption.

The public health case for food safety regulation is compelling and multifaceted.
Foodborne illnesses represent a significant global health burden, with the World
Health Organization estimating that approximately 600 million people fall ill annually
after consuming contaminated food, resulting in 420,000 deaths worldwide. In India
alone, the burden of foodborne diseases remains substantial, with millions of cases
reported each year ranging from mild gastrointestinal distress to severe conditions
requiring hospitalization. Children under five years, pregnant women, the elderly, and
immunocompromised individuals bear a disproportionate burden of these illnesses,

highlighting the equity dimensions of food safety regulation.

The health consequences of inadequate food safety extend beyond acute foodborne
illnesses to encompass long-term health impacts. Chronic exposure to chemical
contaminants, including pesticide residues, heavy metals, and industrial pollutants in

food can lead to developmental issues, endocrine disruption, neurological damage,
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and increased cancer risks. Additionally, the inappropriate use of antibiotics in
food-producing animals contributes to the global crisis of antimicrobial resistance,
threatening to undermine decades of progress in combating infectious diseases. These
long-term health impacts often remain invisible in immediate public discourse but
represent significant public health concerns that justify comprehensive regulatory

approaches.

Beyond the compelling human health arguments, food safety regulation finds
economic justification in multiple dimensions. At the most direct level, foodborne
illnesses impose substantial economic costs through medical expenses, lost
productivity, and premature mortality. Studies estimate that food safety incidents cost
the Indian economy billions of rupees annually through direct healthcare expenditures
and lost workdays. For individual families, especially those without adequate health
insurance or social protection, a serious food safety incident can trigger catastrophic

health expenditures that drive households into poverty.

From a business perspective, food safety incidents can devastate individual companies
and even entire sectors of the food industry. The reputational damage from
high-profile contamination incidents can persist for years, with consumer trust eroding
rapidly and rebuilding slowly. The 2015 Maggi noodles incident in India, where
allegations of lead contamination led to a nationwide ban and product recall,
illustrates how food safety concerns can rapidly transform from a regulatory matter to
an existential business crisis. Nestlé India reported losses exceeding Rs. 320 crores
due to the recall, with market share and consumer confidence taking years to recover

despite the eventual clearance of the product by regulatory authorities.

At a macro-economic level, food safety regulation contributes to economic
development through multiple pathways. Strong food safety systems facilitate trade by
ensuring that exported food products meet international standards, preventing costly

rejections at borders and enabling access to premium markets. For India, with its

© Bhatt & Joshi Associates 2024 10


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

significant agricultural production and food processing industry, robust food safety
standards are essential for expanding export opportunities and participating in global
value chains. Domestically, consumer confidence in food safety underpins the growth
of formal food retail, food service, and food processing sectors, driving economic

diversification and employment creation.

Food safety regulation also intersects with broader economic efficiency concerns
through its impact on market failures. In unregulated markets, consumers face
significant information asymmetries regarding the safety of food products, unable to
detect many hazards through inspection, smell, or taste. These asymmetries create
market failures where lower-quality, potentially hazardous products can drive out safer
alternatives through price competition — a classic "market for lemons" scenario.
Regulatory interventions that establish minimum safety standards, verification
mechanisms, and traceability requirements help correct these market failures, enabling

well-functioning markets that reward quality and safety.

The economic case for food safety regulation extends to considerations of system
resilience and sustainability. Food systems vulnerable to contamination events face
disruptions that ripple through supply chains, affecting farmers, processors,
distributors, retailers, and ultimately consumers. Robust preventive approaches to food
safety reduce the frequency and severity of such disruptions, contributing to more
stable and resilient food systems. Furthermore, food safety approaches that emphasize
resource efficiency, waste reduction, and environmental sustainability create positive

externalities for climate adaptation and mitigation efforts.

Importantly, the public health and economic rationales for food safety regulation are
not in opposition but rather mutually reinforcing. Effective food safety systems protect
consumer health while simultaneously safeguarding industry reputation, preventing
costly recalls, facilitating trade, and building consumer confidence in food markets.

This alignment of public health and economic interests creates opportunities for
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collaborative approaches to food safety governance that engage government agencies,
food businesses, scientific institutions, and consumer groups in shared responsibility

frameworks.

Despite these compelling rationales, the implementation of food safety regulation
involves complex tradeoffs and considerations. Regulatory requirements impose
compliance costs on food businesses that may be particularly challenging for
small-scale operators with limited resources and technical capacity. Finding the right
balance between stringent safety standards and practical implementation realities
remains an ongoing challenge for food safety authorities worldwide, including in
India. The most effective regulatory approaches combine clear standards with capacity
building support, phased implementation timelines for smaller businesses, and

risk-based allocation of enforcement resources.

The evolution of food safety regulation in India reflects a growing recognition of these
public health and economic imperatives, with frameworks increasingly aligning with
international best practices while adapting to local contexts. The journey from narrow
anti-adulteration measures to comprehensive, risk-based food safety systems
illustrates a maturing understanding of the multifaceted role that food safety plays in

protecting public health and enabling economic development.

Evolution from the Prevention of Food Adulteration Act to

the FSSAI regime

The legal framework governing food safety in India has undergone a remarkable
transformation over the decades, reflecting evolving scientific understanding,
changing economic structures, and shifting governance paradigms. This evolution

represents not merely a change in legal provisions but a fundamental
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reconceptualization of how food safety should be regulated in a complex, modernizing

food system.

The colonial and early post-independence era saw a fragmented approach to food
safety regulation, with various enactments addressing specific aspects of food control.
The most significant of these was the Prevention of Food Adulteration Act, 1954
(PFA), which remained the central legislation governing food safety in India for over
five decades. The PFA emerged from the specific historical context of its time,
focusing primarily on addressing deliberate adulteration of food items through
punitive measures. Its emphasis on detection and punishment rather than prevention
reflected both the prevalent regulatory philosophy of the era and the nature of food
safety concerns in a less complex food system dominated by local production and

distribution channels.

The PFA operated through a prescriptive framework that established detailed
compositional and quality standards for various food categories, with governmental
food inspectors empowered to collect and test samples for compliance. Violations
triggered criminal penalties, including imprisonment, reflecting the law's
conceptualization of food adulteration primarily as a criminal offense rather than a
systemic safety issue. While this approach addressed certain forms of deliberate
adulteration, it proved increasingly inadequate for addressing the complex food safety
challenges emerging from the modernization and globalization of India's food

systems.

By the 1990s, the limitations of the PFA approach were becoming increasingly
apparent. The fragmentation of food safety authority across multiple ministries and
departments created coordination challenges and regulatory gaps. The emphasis on
end-product testing rather than process controls failed to prevent contamination
proactively. The prescriptive standards struggled to keep pace with product innovation

and emerging scientific knowledge about food hazards. Most fundamentally, the
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reactive, punitive approach did not foster a culture of safety within the food industry

or effectively engage food businesses as partners in ensuring food safety.

Internationally, food safety regulation was undergoing a paradigm shift during this
period, moving toward risk-based approaches informed by advances in food science
and systems thinking. The Codex Alimentarius Commission, established by the Food
and Agriculture Organization (FAO) and World Health Organization (WHO),
developed international food standards based on scientific risk assessment. The
Hazard Analysis Critical Control Point (HACCP) system emerged as a preventive
approach to food safety management, focusing on identifying and controlling hazards
at critical points in food production processes. These developments influenced global
best practices, making the gap between India's PFA regime and international

approaches increasingly apparent.

The process of reforming India's food safety system gained momentum in the early
2000s, driven by a combination of internal and external factors. Domestically,
economic liberalization had transformed India's food landscape, with organized retail,
processed foods, and out-of-home consumption growing rapidly. Emerging health
concerns, including pesticide residues, chemical contaminants, and antibiotic
resistance, highlighted the need for more sophisticated regulatory approaches.
Internationally, India's growing food exports faced scrutiny in global markets with
increasingly stringent safety requirements, while WTO agreements created

expectations for science-based food safety measures.

Against this backdrop, the Food Safety and Standards Act, 2006 (FSSA) emerged as a
landmark legislation representing a fundamental reconceptualization of food safety
regulation in India. Moving beyond the narrow adulteration focus of the PFA, the
FSSA established a comprehensive framework addressing all aspects of food safety
across the entire food supply chain from "farm to fork." The Act consolidated various

existing food laws, creating a unified legal framework and establishing the Food
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Safety and Standards Authority of India (FSSAI) as the apex regulatory body with a
mandate spanning standard-setting, licensing, surveillance, enforcement, and capacity

building.

The FSSAI regime introduced several paradigm shifts in India's approach to food
safety regulation. First, it embraced risk-based approaches to standard setting and
enforcement, prioritizing attention to high-risk products and processes. Second, it
shifted emphasis from purely prescriptive standards to include performance-based
standards focused on safety outcomes rather than rigid compositional requirements.
Third, it recognized the primary responsibility of food business operators for ensuring
the safety of their products, requiring preventive food safety management systems
rather than relying solely on governmental inspection. Fourth, it emphasized scientific
risk assessment as the foundation for regulatory decision-making, establishing
scientific panels to evaluate evidence on food hazards and appropriate control

measurcs.

The implementation of this transformative legislation has unfolded gradually over the
past decade and a half, with the FSSAI progressively developing the institutional
architecture and regulatory frameworks envisioned in the Act. Key milestones in this
journey include the notification of the Food Safety and Standards Rules (2011), the
operationalization of the food licensing and registration system, the development of
science-based standards for various food categories, the establishment of a national
network of reference and referral laboratories, and the introduction of food safety

management system requirements for different categories of food businesses.

The FSSAI's approach has evolved beyond traditional command-and-control
regulation to encompass collaborative initiatives that build food safety capacity across
the ecosystem. Programs like the Clean Street Food Hub, Eat Right Campus, and
BHOG (Blissful Hygienic Offering to God) initiatives engage diverse stakeholders in

improving food safety in specific contexts. The Food Safety Training and Certification
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(FoSTaC) program has trained hundreds of thousands of food handlers in basic
hygiene and safety practices. Digital platforms like the Food Safety Compliance
System (FoSCoS) have streamlined licensing processes and improved regulatory

transparency.

Despite this progress, the transition from the PFA mindset to the FSSAI paradigm
remains a work in progress, with implementation challenges persisting at various
levels. The vast informal sector in India's food system continues to operate largely
outside the formal regulatory framework. Capacity constraints at the state and local
levels limit effective enforcement, particularly in rural areas. Coordination between
FSSAI and other regulatory agencies with overlapping mandates sometimes creates
confusion for food businesses. Public awareness of food safety rights and

responsibilities remains limited in many communities.

Looking forward, the FSSAI regime continues to evolve in response to emerging
challenges and opportunities. Recent years have seen increased attention to nutrition
and sustainable food systems alongside traditional safety concerns, reflecting a more
holistic understanding of food quality. New standards for organic foods,
nutraceuticals, and novel food ingredients respond to evolving consumer preferences
and market innovations. The COVID-19 pandemic accelerated attention to digital
solutions, contactless inspections, and e-commerce food safety considerations. These
developments suggest that the evolution of India's food safety system continues,
building on the foundational shift from the PFA to the FSSAI regime while adapting

to new contexts.

This evolution from a narrow anti-adulteration focus to a comprehensive food safety
system represents not merely a change in legal provisions but a fundamental
reconceptualization of the relationship between the state, food businesses, and
consumers in ensuring safe food. The journey reflects broader shifts in regulatory

philosophy from punitive to preventive approaches, from prescriptive to
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outcome-based standards, and from governmental inspection to shared responsibility
models. While implementation challenges persist, the trajectory of this evolution
aligns India's food safety system increasingly with global best practices while

adapting to the unique contexts of Indian food systems.

Role of law firms in guiding clients through licensing, risk,

and recall issues

Within the evolving food safety regulatory landscape, law firms have emerged as
critical intermediaries bridging the gap between complex legal requirements and
practical business realities. Their role transcends traditional legal representation to
encompass strategic advisory services that help food businesses navigate regulatory
pathways, anticipate compliance challenges, implement risk management frameworks,

and respond effectively to food safety incidents when they occur.

The licensing and registration processes established under the FSSAI regime represent
the entry point into the formal food safety regulatory system for food business
operators (FBOs). While these processes aim to ensure that businesses meet basic
safety and hygiene requirements before commencing operations, they often present
practical challenges for businesses unfamiliar with regulatory procedures or struggling
to interpret technical requirements. Law firms specializing in food regulation play a
crucial role in demystifying these processes, helping clients determine the appropriate
license category for their operations, compile the necessary documentation, address
technical questions in application forms, and navigate the approval pathway

efficiently.

Beyond the initial licensing hurdle, law firms assist food businesses in understanding
and implementing the substantive regulatory requirements applicable to their specific
operations. This includes interpreting horizontal standards that apply across food

categories as well as vertical standards specific to particular food products. The
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translation of these technical standards into operational procedures requires a blend of
legal interpretation skills and practical business understanding that food regulatory
lawyers cultivate through specialized practice. Effective counsel in this domain goes
beyond mere compliance checklists to help businesses integrate regulatory
requirements into their operational systems in ways that minimize disruption while

ensuring safety.

Product development and innovation represent areas where legal guidance can be
particularly valuable in the food sector. New product formulations, novel ingredients,
innovative processing technologies, and creative marketing claims all intersect with
regulatory requirements in complex ways. Law firms with food regulatory expertise
help businesses navigate the pathway to market for innovative products, identifying
applicable standards, assessing whether proposed formulations or processes comply
with existing regulations, evaluating whether new ingredients require pre-market
approval, and determining how products should be labeled to comply with disclosure

requirements while effectively communicating value propositions to consumers.

Risk assessment and management constitute another critical domain where legal
counsel adds significant value to food businesses. While food safety scientists and
quality professionals typically lead the technical aspects of hazard analysis, lawyers
contribute essential perspectives on regulatory risk, potential liability exposure, and
appropriate risk mitigation strategies. The most effective food safety legal advisors
work collaboratively with technical teams to develop comprehensive risk management
approaches that address both safety hazards and compliance risks, documenting
control measures in ways that not only ensure product safety but also create defensible

records in the event of regulatory scrutiny or litigation.

The management of supplier relationships represents a particular challenge for many
food businesses, especially those with complex supply chains involving multiple

ingredients or components. FSSAI regulations increasingly emphasize the
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responsibility of food businesses for ensuring the safety of their entire supply chain,
not merely their immediate operations. Law firms help clients develop robust supplier
qualification programs, draft contracts with appropriate food safety provisions,
establish verification mechanisms for supplier compliance, and create contingency
plans for supply chain disruptions related to food safety concerns. These structured
approaches to supply chain management help prevent safety issues while creating
documented due diligence that can prove critical in defending against regulatory

actions or third-party claims.

When food safety incidents occur despite preventive efforts, the response management
process engages multiple legal dimensions where specialized counsel proves
invaluable. The decision-making around product holds, market withdrawals, or recalls
involves complex risk assessments balancing public health considerations, regulatory
compliance obligations, brand reputation concerns, and liability exposure. Law firms
help clients navigate these decisions, interacting with regulatory authorities, drafting
appropriate consumer notifications, managing communications with business partners,
documenting corrective actions, and preserving evidence that may be relevant to
subsequent investigations or litigation. The quality of legal guidance during these
crisis periods often determines whether an incident becomes a manageable challenge

or an existential threat to the business.

Beyond incident response, food safety litigation represents an arena where specialized
legal representation is essential. While the FSSAI regime emphasizes administrative
enforcement over criminal penalties, litigation risks for food businesses extend
beyond regulatory actions to include consumer complaints, class action lawsuits, and
commercial disputes with business partners. Food regulatory lawyers work with
litigation teams to develop defense strategies grounded in technical compliance
evidence, scientific risk assessments, documented due diligence, and procedural
adherence. Increasingly, alternative dispute resolution approaches such as mediation

or settlement discussions feature prominently in food safety litigation strategy,
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requiring lawyers skilled in negotiating resolutions that address legitimate concerns

while protecting client interests.

The advisory role of law firms extends to emerging areas of food regulation that
overlap with adjacent legal domains. These include intellectual property
considerations for innovative food technologies, environmental compliance issues
related to food processing operations, international trade requirements for food
exports, advertising law constraints on marketing claims, data privacy concerns in
consumer interaction, and corporate governance obligations regarding food safety
oversight. The interconnection of these regulatory domains creates a complex
compliance landscape that benefits from integrated legal perspectives spanning

multiple practice areas.

Food safety training represents another area where law firms contribute value beyond
traditional legal representation. Recognizing that regulatory compliance ultimately
depends on implementation by individuals throughout an organization, many law
firms develop training programs that translate complex legal requirements into
practical guidance for employees at various levels. These programs often highlight the
legal consequences of non-compliance while providing actionable steps for meeting
requirements, creating a compliance culture that permeates operational
decision-making rather than remaining confined to legal or quality assurance

departments.

Looking forward, law firms focused on food regulation are increasingly engaging with
emerging issues at the frontier of food safety governance. These include regulatory
approaches to novel food technologies such as cultured meat, gene-edited crops, and
nanotechnology applications; governance frameworks for food e-commerce platforms
and digital marketing channels; standards for sustainable packaging innovations; and
international regulatory convergence initiatives that affect global food businesses. By

monitoring these emerging areas, forward-thinking law firms help clients not merely
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comply with current requirements but anticipate and shape the regulatory landscape of

the future.

The practice of food regulatory law has thus evolved into a specialized field requiring
deep substantive knowledge, practical industry understanding, and the ability to
translate between technical, regulatory, and business perspectives. Law firms that
develop this specialized expertise serve not merely as compliance advisors but as
strategic partners helping food businesses navigate a complex and evolving regulatory

landscape while achieving their business objectives.

Growing scrutiny of food business operators (FBOs) in the

digital age

The digital transformation of our information ecosystem has fundamentally altered the
dynamics of food safety governance, subjecting food business operators (FBOs) to
unprecedented levels of scrutiny from multiple stakeholders. This intensified scrutiny
emerges from the convergence of technological, social, and regulatory developments
that have dramatically increased the visibility of food safety practices, accelerated the
spread of information about food safety incidents, and empowered consumers to
engage more actively with food safety issues. For FBOs navigating this transformed
landscape, understanding these new dynamics has become essential for effective risk

management and reputation protection.

Social media platforms have emerged as powerful forces reshaping the food safety
information environment. These platforms enable near-instantaneous sharing of food
safety concerns, with images of foreign objects in food products, accounts of
foodborne illness experiences, or allegations of unhygienic practices able to reach
thousands or millions of viewers before companies can even become aware of an
issue. The viral nature of compelling food safety content creates visibility far beyond

what traditional media coverage would generate, while algorithmic amplification can
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further boost controversial claims regardless of their accuracy or context. For FBOs,
this means that even isolated incidents can rapidly escalate into major reputational

challenges requiring immediate response.

Restaurant review platforms and food delivery apps have created new channels of
consumer feedback that often include food safety dimensions. Reviews commenting
on hygiene practices, temperature of delivered food, or suspected illness after
consumption are visible to potential customers making purchasing decisions. The
aggregation of these reviews creates an informal but influential rating system for food
safety that exists alongside official regulatory compliance statuses. Increasingly, these
platforms incorporate official hygiene ratings or inspection results, creating greater
visibility for regulatory compliance information that previously remained in

government databases with limited public accessibility.

Food safety advocacy organizations have leveraged digital tools to enhance their
monitoring and campaigning capabilities. Organizations like the Consumer Guidance
Society of India or the Consumers Association of India now operate sophisticated
digital platforms that collect consumer complaints, conduct independent testing, and
publicize findings about food safety concerns. Campaigns highlighting issues such as
pesticide residues, antibiotic use in animal products, or misleading food labels gain
traction through strategic use of digital media, generating public pressure on both food

businesses and regulatory authorities.

Regulatory transparency initiatives have moved food safety compliance information
increasingly into the public domain. The FSSAI's online portals now make license
statuses, inspection results, and enforcement actions more accessible to the public,
while transparency requirements increasingly mandate disclosure of food safety
information directly to consumers. The food supply chain transparency enabled by

technologies like QR codes and blockchain creates opportunities for consumers to
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access detailed information about sourcing, processing, and testing of food products,

with non-transparency increasingly interpreted as suggesting something to hide.

E-commerce platforms have created new visibility challenges for food brands, with
product listings aggregating reviews and questions that often include food safety
concerns. The algorithmic organization of these platforms means that products flagged
with safety concerns may be automatically downranked or flagged, while the
permanence of online reviews means that historical safety issues remain visible long
after they have been resolved. For food businesses, managing their digital presence
across these platforms has become an essential aspect of food safety reputation

management.

Mobile technology has transformed how consumers interact with food safety
information at the point of purchase or consumption. Smartphone applications that
scan barcodes to provide food safety information, check for product recalls, or
translate ingredient lists enable consumers to make more informed decisions in
real-time. Social media "check-ins" at food establishments create location-based
information flows where reports of safety concerns can immediately affect customer
traffic. The ability to capture and share images of food safety issues through mobile
devices creates a virtually unlimited network of potential food safety monitors

documenting conditions in food establishments.

Media coverage of food safety has evolved in the digital environment, with
specialized food publications, health and wellness websites, and general news outlets
all contributing to increased visibility of food safety issues. The 24/7 news cycle
creates pressure for continuous content, with food safety incidents providing
compelling stories that combine health concerns, consumer interest, and often
elements of corporate accountability. Digital news platforms leverage engagement

metrics to determine coverage priorities, with food safety stories that generate clicks
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and shares receiving amplified attention regardless of their objective significance from

a public health perspective.

Scientific information about food safety has become more accessible to non-specialist
audiences through digital platforms. Academic journals increasingly provide open
access to food safety research, while science communication websites translate
technical findings for general audiences. This democratization of scientific
information enables consumers, advocates, and media to engage more deeply with
food safety evidence, sometimes leading to identification of emerging concerns before
they are fully addressed by regulatory frameworks. For food businesses, this means
that the scientific basis for food safety practices faces greater scrutiny from multiple

stakeholders.

Corporate transparency expectations have increased dramatically in the digital
environment, with stakeholders expecting food businesses to proactively disclose food
safety approaches rather than merely comply with minimum regulatory requirements.
Sustainability reports, corporate social responsibility communications, and brand
websites increasingly include detailed information about food safety management
systems, testing protocols, and supply chain verification approaches. This voluntary
transparency becomes effectively mandatory as competitors establish new disclosure

norms that realign stakeholder expectations across the industry.

The internationalization of food safety scrutiny represents another dimension of the
digital transformation. Geographic boundaries that previously limited information
flows have largely dissolved in the digital environment, enabling food safety concerns
identified in one jurisdiction to rapidly generate attention in others. Regulatory actions
by authorities in major markets like the European Union or the United States receive
global attention through digital media, creating pressure on food businesses and
regulatory authorities in other jurisdictions to address similar concerns. For

multinational food corporations, this means that food safety incidents must be

© Bhatt & Joshi Associates 2024 24


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

managed with awareness of their potential global implications rather than as isolated

local matters.

These converging forces have created what might be termed a "transparency
imperative" for food businesses, where proactive disclosure and engagement around
food safety have become essential elements of risk management rather than optional
communication strategies. FBOs increasingly recognize that in the digital
environment, attempting to minimize visibility of food safety issues often proves
counterproductive, with lack of transparency interpreted as confirmation of problems
and delayed responses allowing others to control the narrative. Instead, leading food
businesses are embracing strategic transparency, proactively sharing information
about their food safety approaches, acknowledging issues when they occur, and

communicating corrective actions transparently.

For food businesses navigating this transformed landscape, several strategic
approaches have emerged as particularly valuable. First, integrated monitoring
systems that track food safety mentions across social media, review platforms,
e-commerce sites, and news outlets enable early detection of emerging issues before
they escalate. Second, crisis response protocols specifically designed for the speed of
digital information flows help organizations respond effectively when food safety
concerns arise, addressing legitimate issues promptly while correcting misinformation.
Third, proactive transparency initiatives that share food safety practices, verification
data, and continuous improvement efforts help build trust reserves that prove valuable

when challenges occur.

The legal dimensions of this digital scrutiny are still evolving, creating novel
challenges for food businesses and their legal advisors. Determining when social
media allegations rise to the level requiring regulatory reporting, managing liability
risks associated with voluntary digital communications about food safety, responding

to defamatory online claims while maintaining brand reputation, and navigating the
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global regulatory implications of digitally amplified incidents all require sophisticated
legal judgment informed by understanding of both food regulatory frameworks and

digital information dynamics.

Looking forward, the scrutiny of food businesses in the digital environment appears
likely to intensify further as technological capabilities expand and stakeholder
expectations continue to evolve. Emerging technologies such as portable sensing
devices that detect contaminants, artificial intelligence systems that identify patterns
in food safety data, and augmented reality applications that visualize food safety
information will likely create new dimensions of transparency and scrutiny. Food
businesses that adapt effectively to these evolving dynamics will be those that
embrace the transparency imperative as an opportunity to demonstrate their

commitment to food safety rather than a threat to be managed defensively.

Conclusion

The legal landscape of food safety in India reflects a dynamic interplay between
public health imperatives, economic considerations, regulatory evolution, private
sector responsibilities, and growing public scrutiny. As we have explored throughout
this chapter, food safety regulation serves fundamental societal interests in protecting
health, enabling commerce, and fostering consumer confidence in the food supply.
The evolution from the limited focus of the Prevention of Food Adulteration Act to
the comprehensive framework of the FSSAI regime demonstrates the maturing
understanding of food safety as a complex systemic challenge requiring multi-faceted

governance approaches.

In this evolving landscape, law firms play an increasingly crucial role in translating
regulatory requirements into practical compliance strategies, helping food businesses
navigate licensing processes, manage risks effectively, and respond appropriately

when safety incidents occur. The specialized expertise that food regulatory lawyers
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bring to these interactions helps bridge the gap between regulatory intentions and
operational realities, enabling food safety objectives to be achieved without

unnecessarily impeding innovation or commercial viability.

The digital transformation of our information ecosystem has fundamentally altered
how food safety is governed, scrutinized, and communicated. Food businesses now
operate in an environment where transparency is no longer optional but essential,
where information about safety practices and incidents flows instantaneously across
platforms and jurisdictions, and where multiple stakeholders participate actively in
food safety discourse. Navigating this transformed landscape requires new strategies
that embrace transparency while ensuring accuracy and context in food safety

communications.

Looking forward, the legal framework for food safety in India will continue to evolve
in response to emerging scientific knowledge, changing food production and
distribution systems, shifting consumer expectations, and global regulatory
developments. Food businesses that approach this evolution with proactive
engagement rather than reluctant compliance will be best positioned to thrive,
protecting both public health and their own commercial interests through genuine

commitment to food safety excellence.

The remainder of this book will explore specific dimensions of the food safety legal
landscape in greater detail, examining particular regulatory requirements, enforcement
mechanisms, compliance strategies, and emerging challenges. Throughout this
exploration, we maintain focus on the fundamental objective that unites all
stakeholders in the food system: ensuring that the food we consume nourishes rather
than harms, builds trust rather than doubt, and contributes to individual and public

wellbeing.
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Chapter 2: Core Legal Framework — The
Food Safety and Standards Act, 2006

Introduction

The liberalization of the Indian economy in the early 1990s led to significant changes
in the food industry, with an influx of processed and packaged food products entering
the market. This transformation necessitated a comprehensive legal framework to
ensure food safety and quality standards. Prior to 2006, food safety in India was
governed by multiple laws including the Prevention of Food Adulteration Act, 1954,
the Fruit Products Order, 1955, the Meat Food Products Order, 1973, and several other
regulations. This fragmented approach created jurisdictional ambiguities, regulatory

overlap, and enforcement challenges.

Recognizing these limitations, the Government of India enacted the Food Safety and
Standards Act in 2006, representing a paradigm shift in the country's approach to food
regulation. The Act consolidated all existing laws and established a single reference
point for all matters relating to food safety and standards. This comprehensive
legislation was designed not only to ensure the availability of safe and wholesome
food for human consumption but also to facilitate the growth of the food processing

industry through science-based standards.

The Food Safety and Standards Act, 2006 (FSSA) draws inspiration from international
best practices, particularly the Codex Alimentarius established by the Food and
Agriculture Organization (FAO) and the World Health Organization (WHO). The Act
embodied a transition from a purely punitive approach to a more preventive and
compliance-oriented regulatory framework. By emphasizing risk assessment,

transparency, and consistency in enforcement, the FSSA sought to align India's food
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safety regulations with global standards while addressing the unique challenges of the

Indian food ecosystem.

This chapter examines the core components of this landmark legislation, including the
establishment and mandate of the Food Safety and Standards Authority of India
(FSSAI), key definitional parameters that guide regulatory interpretation, the licensing
and registration mechanisms that bring food businesses under regulatory oversight, the
range of penalties for non-compliance, and the quasi-judicial powers vested in the

authorities to ensure effective implementation.

Establishment of FSSAI and Its Mandate

Formation and Structure of the Authority

The Food Safety and Standards Authority of India (FSSAI) was established under
Section 4 of the Food Safety and Standards Act, 2006. The Authority became
operational in 2008 with its headquarters in Delhi. As the apex food regulatory body
in India, the FSSAI functions under the administrative control of the Ministry of
Health and Family Welfare, Government of India. This institutional positioning

reflects the recognition of food safety as fundamentally a public health concern.

The FSSAI is constituted as a multi-member body with a Chairperson and twenty-two
members, including representatives from central ministries, state governments,
scientific and consumer organizations, and the food industry. This diverse composition
ensures that multiple stakeholders and perspectives are represented in the
decision-making process. The Authority is supported by a Scientific Committee and
Scientific Panels comprising experts from various fields related to food science,
technology, nutrition, toxicology, and public health. This science-based approach
distinguishes the FSSAI from its predecessor regulatory frameworks by ensuring that

regulations are founded on scientific evidence rather than administrative convenience.
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The organizational structure of the FSSAI includes central and regional offices across
the country. The implementation of the Act at the state level is facilitated through
State Food Safety Commissioners appointed by the respective state governments. This
federal structure acknowledges the shared responsibility between the central and state

authorities in ensuring food safety across India's diverse and complex food ecosystem.

Core Regulatory Functions

The primary mandate of the FSSAI, as defined in Section 16 of the Act, is to establish
science-based standards for food articles and regulate their manufacture, storage,
distribution, sale, and import. This broad mandate encompasses several specific
functions that collectively form a comprehensive regulatory framework for ensuring

food safety in India.

One of the FSSAI's fundamental functions is the formulation and notification of food
standards and regulations. These standards specify the permissible limits for food
additives, contaminants, pesticide residues, heavy metals, antibiotic residues, and
other substances in food products. They also establish requirements for food labeling,
packaging, and advertising to ensure that consumers receive accurate information
about the food they consume. Through these standards, the FSSAI creates a

benchmark against which food products can be evaluated for safety and quality.

The FSSAI is also responsible for developing mechanisms and guidelines for
accreditation of certification bodies engaged in certification of food safety
management systems. This function is crucial for ensuring that third-party
certification, increasingly important in the food industry, meets consistent and credible
standards. By establishing frameworks for certification of laboratories, food safety
auditors, and food safety management systems, the FSSAI creates an ecosystem of

quality assurance beyond direct regulatory oversight.

Scientific and Risk Assessment Activities
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A distinctive feature of the FSSAI's mandate is its emphasis on scientific research and
risk assessment. The Authority is empowered to undertake survey and research
activities related to food safety and nutrition. This research-oriented approach enables
the development of regulations based on scientific evidence rather than perception or
tradition. By conducting risk assessments for food hazards, the FSSAI can identify
emerging risks, prioritize regulatory interventions, and establish appropriate safety

standards.

The FSSAI also serves as a critical node in international networks of food safety,
representing India in international forums and contributing to the development of
international standards. This role enables the Authority to harmonize Indian food
standards with global best practices while ensuring that these standards reflect India's
specific challenges and priorities. Through participation in international
standard-setting bodies like the Codex Alimentarius Commission, the FSSAI
influences global food safety standards while simultaneously learning from

international experiences.

The Authority's mandate extends to capacity building for food safety across the
country. This includes training food safety officers, educating food business operators
about regulatory requirements, and raising consumer awareness about food safety
issues. Through initiatives like the Food Safety Training and Certification (FoSTaC)
program, the FSSAI works to build a culture of food safety that extends beyond mere
regulatory compliance to a shared commitment to safe food practices throughout the

food value chain.

Information and Education Initiatives

Beyond its regulatory functions, the FSSAI plays a crucial role in food safety
education and awareness. The Authority is mandated to provide scientific advice and

technical support to the Central Government and State Governments in matters of
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framing policies and rules relating to food safety and nutrition. This advisory function
ensures that food safety considerations are integrated into broader public health and

economic policies.

The FSSAI has established an information network across the country to facilitate the
rapid exchange of information on food safety incidents and emerging risks. This
network enables coordinated responses to food safety emergencies and the
dissemination of alerts about unsafe food products. Through its online portal and
mobile applications, the FSSAI also provides consumers with information about food
safety standards, registered food businesses, and mechanisms for reporting food safety

concerns.

Public education campaigns form a significant component of the FSSAI's work.
Initiatives like "Eat Right India" aim to transform the country's food ecosystem by
promoting safe, healthy, and sustainable food practices among all stakeholders.
Through such campaigns, the FSSAI seeks to influence consumer behavior,
encouraging informed choices about food and promoting a culture of self-regulation

within the food industry.

Key Definitions: '"Food", "Misbranded", "Substandard",

"Unsafe"

The Concept of "Food" under the Act

The definition of "food" under the Food Safety and Standards Act, 2006 is
foundational to the Act's jurisdiction and application. Section 3(1)(j) defines "food" as
any substance, whether processed, partially processed, or unprocessed, that is intended
for human consumption. This includes drinks, chewing gum, and any substance that
has been used in the manufacture, preparation, or treatment of food. The definition

explicitly excludes animal feed, live animals unless prepared for marketing for human
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consumption, plants prior to harvesting, drugs and medicinal products, cosmetics,

narcotic or psychotropic substances, and residues and contaminants.

This comprehensive definition represents a significant expansion from previous food
safety legislation in India, which often focused primarily on specific categories of
food products or particular forms of adulteration. By adopting a broad and inclusive
definition, the Act ensures that virtually all substances consumed by humans fall
within regulatory purview, regardless of their level of processing or commercial
status. This approach reflects an understanding that food safety risks can arise at any

point in the food chain and from any type of food product.

The definition's explicit exclusions are also noteworthy for delineating the boundaries
between food regulation and other regulatory domains such as pharmaceuticals,
cosmetics, and narcotics. These exclusions prevent regulatory overlap and clarify
jurisdictional boundaries between different authorities. However, the definition does
encompass substances used in food manufacture or preparation, ensuring that food
additives, processing aids, and other ingredients that may affect food safety are subject

to regulation even if they are not directly consumed as food.

Understanding '""Misbranded' Food

Section 3(1)(zf) of the Act defines "misbranded" food, a concept that addresses the
presentation and marketing of food products rather than their inherent safety or
quality. According to this definition, food is considered misbranded if it is falsely
labeled, packaged, or advertised in a manner that misleads consumers regarding its
character, nature, substance, quality, or nutritional value. This includes false or

misleading claims about the food's origin, ingredients, or health benefits.

The concept of misbranding encompasses a range of deceptive practices. These
include falsely representing that a food contains ingredients that it does not actually

contain, misleading consumers about the quantity or proportion of ingredients,

© Bhatt & Joshi Associates 2024 33


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

suggesting therapeutic or prophylactic properties without adequate scientific
substantiation, and using packaging that could mislead consumers about the true
nature or quantity of the food. The definition also covers situations where the label
does not conform to the specific labeling requirements prescribed under the Act and

its regulations.

The provisions against misbranding serve multiple purposes within the regulatory
framework. Most fundamentally, they protect consumers from deception and enable
informed decision-making by ensuring that the information provided about food
products is accurate and reliable. These provisions also maintain fair competition
within the food industry by preventing unscrupulous businesses from gaining market
advantage through misleading claims. Additionally, by regulating health and nutrition
claims, the provisions against misbranding help prevent the exploitation of consumers'

health concerns through unsubstantiated marketing claims.

The Concept of "Substandard' Food

Section 3(1)(zx) defines "substandard" food as an article of food that does not meet
the specified standards but does not render the article unsafe for human consumption.
This definition creates a distinct category for food products that fail to meet quality or
compositional standards without posing actual safety risks to consumers. The concept
of substandard food acknowledges a gradation of non-compliance, distinguishing

between quality deficiencies and safety hazards.

Substandard food typically involves compositional or quality deficiencies rather than
contamination or adulteration that would make the food unsafe. For example, a food
product might contain less than the required proportion of a key ingredient, or might
not meet specified criteria for physical or chemical characteristics, without presenting
any risk to consumer health. The legal recognition of this category allows for

proportionate regulatory responses to different forms of non-compliance.
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The regulatory approach to substandard food reflects a balance between consumer
protection and practical enforcement. While substandard food is subject to regulatory
action, the penalties are generally less severe than those for unsafe or adulterated food.
This graduated approach incentivizes food businesses to comply with quality
standards while focusing the most stringent enforcement measures on genuine safety
risks. It also recognizes that minor compositional variations or quality shortfalls are
sometimes unavoidable in food production and should not be equated with deliberate

adulteration or safety violations.

Defining "Unsafe' Food

The concept of "unsafe" food, defined in Section 3(1)(zz) read with Section 58 of the
Act, represents the most serious category of non-compliance. According to these
provisions, food is deemed unsafe if it is likely to cause harm or is injurious to health,
either immediately or over time. The determination of whether food is unsafe
considers several factors, including the normal conditions of use, information
provided to consumers, probable immediate or short-term effects, cumulative toxic

effects, and particular health sensitivities of specific consumer groups.

The definition of unsafe food encompasses various types of hazards. These include
biological hazards such as pathogenic microorganisms, chemical hazards such as
pesticide residues and heavy metals, and physical hazards such as foreign objects or
materials. The definition also covers food that has been prepared, packed, or stored
under unsanitary conditions that may render it contaminated or injurious to health, as
well as food that contains prohibited substances or substances in excess of prescribed

limits.

A notable aspect of the definition is its comprehensive approach to safety assessment.
Rather than focusing solely on immediate harm, the definition encompasses long-term

or cumulative effects, acknowledging that some food hazards may not cause
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immediate illness but can pose chronic health risks. The definition also considers the
specific vulnerabilities of particular consumer groups, recognizing that what is safe for
the general population may pose risks to individuals with certain health conditions,

allergies, or age-related vulnerabilities.

Licensing and Registration under FSS Regulations, 2011

The Two-Tier System of Regulation

The Food Safety and Standards (Licensing and Registration of Food Businesses)
Regulations, 2011, establish a two-tier system for bringing food businesses under
regulatory oversight. This system consists of registration for small food businesses
and licensing for larger operations. The differentiation is based primarily on the scale
of operation, with registration applying to petty food manufacturers, petty retailers,
hawkers, itinerant vendors, and temporary stall holders with an annual turnover below
a specified threshold (currently Rs. 12 lakhs), and licensing required for all other food

businesses.

This two-tier approach reflects a recognition of the diverse nature of India's food
ecosystem, which ranges from multinational food corporations to street vendors and
home-based food businesses. By creating distinct regulatory requirements for different
scales of operation, the regulations seek to ensure comprehensive oversight without
imposing disproportionate burdens on small food businesses that form the backbone

of India's food economy.

The registration process is designed to be relatively simple and accessible, requiring
basic information about the food business operator and the type of food activity. In
contrast, the licensing process is more comprehensive, requiring detailed information

about the premises, equipment, food safety management systems, and product

© Bhatt & Joshi Associates 2024 36


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

categories. This differentiation allows regulatory resources to be focused on

higher-risk operations while maintaining basic oversight of smaller businesses.

Central and State Licensing Authorities

The licensing framework further distinguishes between central and state licensing
based on the nature and scale of the food business. Central licensing, administered
directly by the FSSAI, applies to food businesses that operate across multiple states,
engage in food import or export, operate large-scale food manufacturing facilities
above specified capacity thresholds, or deal with certain high-risk food categories.
State licensing, administered by State Food Safety Authorities, applies to most other
food businesses that require licensing but do not fall under the central licensing

criteria.

This division of regulatory responsibilities between central and state authorities
reflects India's federal structure and allows for more effective administration of the
licensing system. The central authority focuses on businesses with national or
international operations and those involving complex or high-risk processes, while
state authorities oversee the majority of food businesses operating within their
territorial jurisdiction. This arrangement enables more localized monitoring and

enforcement while maintaining consistency in standards and requirements.

The licensing regulations specify distinct procedures and documentation requirements
for central and state licenses, though the fundamental requirements for food safety
remain consistent. Both central and state licenses are valid for a period of one to five
years and must be renewed before expiry. The licensing authorities at both levels have
the power to modify, suspend, or revoke licenses in cases of non-compliance,
providing a mechanism for ongoing regulatory oversight beyond the initial licensing

process.

Documentation and Compliance Requirements
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The licensing and registration process requires food business operators to submit
various documents and comply with specific requirements depending on their
category and scale of operation. For licensing, these typically include detailed
information about the business entity, the food products, manufacturing processes,
water and waste management systems, pest control mechanisms, and personnel
hygiene practices. Food businesses seeking licenses must also demonstrate
compliance with Schedule 4 of the regulations, which specifies general hygienic and

sanitary practices to be followed by all food businesses.

The regulations require licensed food businesses to implement appropriate food safety
management systems based on the principles of Hazard Analysis and Critical Control
Points (HACCP) or ISO 22000. This requirement represents a shift from a purely
inspection-based approach to one that emphasizes preventive controls and
self-regulation by food businesses. By requiring documented food safety management
systems, the regulations aim to ensure that food safety is integrated into the
operational procedures of food businesses rather than being addressed solely through

external inspections.

For certain high-risk food categories or large-scale operations, the regulations require
additional compliance measures such as laboratory testing, third-party audits, and
specialized documentation. These enhanced requirements reflect a risk-based
approach to regulation, allocating greater regulatory scrutiny to operations that present
higher potential risks to public health. This approach allows regulatory resources to be
used more efficiently while ensuring that all food businesses operate under appropriate

oversight.

Food Safety Management Systems

A central aspect of the licensing requirements is the implementation of appropriate

food safety management systems. Schedule 4 of the Licensing Regulations provides
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detailed guidelines for general hygienic and sanitary practices to be followed by food
businesses in various categories, including manufacturing, processing, storage,
transportation, and retail. These guidelines cover aspects such as location and
surroundings, premises and layout, equipment and containers, facilities and utilities,
food operations and controls, management and supervision, and documentation and

records.

For larger food businesses, particularly those involved in manufacturing or processing,
the regulations require more comprehensive food safety management systems based
on HACCP principles. These systems involve systematic identification of potential
hazards, determination of critical control points, establishment of critical limits,
implementation of monitoring procedures, corrective actions, verification procedures,
and documentation. By requiring such systems, the regulations aim to ensure that food
safety is approached proactively through hazard prevention rather than reactively

through product testing.

The implementation of food safety management systems represents a significant shift
in the regulatory approach to food safety in India. Rather than relying solely on
end-product testing and inspection, which can identify problems only after they have
occurred, the focus on management systems aims to prevent safety issues through
systematic process controls. This approach aligns with international best practices and
recognizes that ensuring food safety requires ongoing attention to processes and

practices rather than merely periodic verification of compliance.

Offences and Penalties: Section 50 to 67 — Civil and Criminal

Liability

Graded System of Penalties
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The Food Safety and Standards Act establishes a comprehensive framework of
penalties for various offences related to food safety, spanning from Sections 50 to 67.
This framework represents a graded approach to enforcement, with penalties that
escalate based on the nature and severity of the violation. The Act distinguishes
between different categories of offences, including selling misbranded or substandard
food, manufacturing food in unhygienic conditions, misleading advertising, and

selling unsafe or adulterated food that causes harm to consumers.

For relatively minor violations such as selling misbranded food or operating without a
proper license, the penalties typically involve monetary fines. For substandard food,
the penalty can extend up to Rs. 5 lakhs. For more serious offences involving unsafe
food, the penalties are significantly higher and may include imprisonment. The most
severe penalties are reserved for offences that result in death or grievous harm to
consumers, with imprisonment terms that can extend to life imprisonment and fines up

to Rs. 10 lakhs.

This graduated approach to penalties reflects a recognition that food safety violations
vary widely in their potential impact on public health. By establishing different
penalty levels for different categories of offences, the Act aims to ensure that the legal
consequences are proportionate to the nature of the violation. This approach also
creates incentives for food businesses to address any non-compliance promptly, as

continued or repeated violations can lead to escalating penalties.

Civil and Criminal Penalties

The Act establishes both civil and criminal penalties for food safety violations. Civil
penalties, primarily in the form of monetary fines, can be imposed through
administrative mechanisms without necessarily involving criminal prosecution. These

civil penalties apply to various violations including operating without a license, selling
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misbranded or substandard food, and failing to comply with directives issued by food

safety authorities.

Criminal penalties, which may include imprisonment in addition to fines, are reserved
for more severe offences, particularly those involving unsafe or adulterated food that
poses genuine risks to consumer health. Criminal liability under the Act requires
prosecution through the criminal justice system, with all the attendant procedural
safeguards. The Act establishes different levels of criminal penalties based on the
severity of the offence and its consequences, with the most severe penalties reserved

for cases resulting in death or grievous injury.

The dual system of civil and criminal penalties provides regulatory authorities with
flexibility in enforcement, allowing them to select the appropriate response based on
the nature and context of the violation. For technical or minor violations that do not
pose significant health risks, civil penalties may be sufficient to achieve compliance.
For more serious violations, particularly those involving deliberate adulteration or
gross negligence, criminal prosecution may be necessary both for deterrence and to

reflect the social condemnation of such behavior.

Corporate Liability and Due Diligence Defence

Section 66 of the Act addresses corporate liability, establishing that when a company
commits an offence under the Act, every person who was in charge of and responsible
for the company's operations at the time of the offence shall be deemed guilty along
with the company. This provision ensures that responsibility for food safety violations
extends to individuals in positions of authority within corporate entities, preventing

the diffusion of accountability that can occur in organizational contexts.

The Act, however, provides a due diligence defence for individuals charged under this
provision. If a person can prove that the offence was committed without their

knowledge or that they exercised all due diligence to prevent the commission of the

© Bhatt & Joshi Associates 2024 41


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

offence, they may be exempt from liability. This defence encourages proactive
measures to ensure food safety by rewarding genuine efforts to prevent violations,

even if such violations ultimately occur despite these efforts.

The combination of corporate liability provisions and the due diligence defence
creates a balanced approach to accountability in organizational contexts. It
acknowledges that food safety is ultimately the responsibility of individuals in
positions of authority while recognizing that in complex organizations, not every
violation can be directly attributed to specific individuals, particularly if they have

implemented reasonable systems to prevent such violations.

Adjudication and Appeal Mechanisms

The Act establishes a specialized adjudication mechanism for certain categories of
offences, primarily those subject to civil penalties. Section 68 provides for the
appointment of Adjudicating Officers, typically senior food safety officials, who are
empowered to determine whether a violation has occurred and impose appropriate
penalties. This administrative adjudication process provides a more streamlined and
specialized forum for addressing food safety violations compared to traditional court

proceedings.

The Act also establishes a comprehensive appeal mechanism for decisions made by
food safety authorities or Adjudicating Officers. Section 70 provides for the
establishment of a Food Safety Appellate Tribunal at the state level to hear appeals
against decisions of the Adjudicating Officer. Further appeals from the Tribunal's
decisions lie with the High Court. This multi-tier appeal mechanism ensures that food
businesses have adequate recourse against potentially arbitrary or unjustified

regulatory actions while maintaining specialized oversight of food safety matters.

The adjudication and appeal mechanisms under the Act reflect a balance between

effective enforcement and procedural fairness. They provide specialized forums for
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addressing food safety violations while ensuring that food businesses have access to
independent review of regulatory decisions. This approach acknowledges that
effective food safety regulation requires both robust enforcement powers and

appropriate checks on the exercise of those powers.

FSSAI's Quasi-Judicial Powers: Inspection, Sampling,

Prosecution

Inspection and Seizure Powers

The Food Safety and Standards Act vests Food Safety Officers with significant
inspection and seizure powers to ensure compliance with food safety requirements.
Under Section 38 of the Act, Food Safety Officers are authorized to enter and inspect
any place where food is manufactured, stored, or sold, take samples of food articles,
and seize adulterated or misbranded food. These powers are fundamental to the
enforcement architecture of the Act, enabling direct verification of compliance with

food safety standards.

The inspection powers extend to examining books, documents, and records related to
food business operations, as well as inspecting equipment, packaging materials,
labeling, and advertising materials. Food Safety Officers can also examine any person
found in the premises who may be employed in the handling of food articles. These
broad inspection powers reflect the recognition that food safety requires oversight of
not just the food products themselves but also the conditions, processes, and

documentation associated with their production and distribution.

The Act establishes specific procedures for the exercise of seizure powers to ensure
both effectiveness and fairness. When food articles are seized, the Food Safety Officer
must prepare a detailed seizure memo and provide a copy to the person from whom

the articles were seized. Seized articles must be stored in a manner that prevents
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deterioration and maintains their evidentiary value. The Act also provides for the
disposal of seized articles through appropriate mechanisms, taking into account both

public health considerations and the rights of the food business operator.

Sampling Procedures and Analysis

The process of sampling and analysis forms a critical component of food safety
enforcement under the Act. Section 47 establishes detailed procedures for the
collection, sealing, and analysis of food samples. When a Food Safety Officer collects
a sample for analysis, it must be divided into four parts, with one part sent to the Food
Analyst for testing, one part provided to the food business operator, one part sent to
the Designated Officer for reference, and one part retained for production in case of

legal proceedings.

The Act ensures procedural fairness in sampling by requiring that samples be
collected in the presence of the food business operator or a witness, and that the
containers be sealed and labeled appropriately. The food business operator has the
right to request that the sample be analyzed by a notified laboratory, providing an
independent verification of the findings. These procedural safeguards help ensure that
enforcement actions based on sample analysis rest on reliable and fairly obtained

evidence.

The scientific analysis of food samples is conducted by Food Analysts appointed
under the Act or by notified laboratories accredited by the FSSAI. These laboratories
follow standardized testing methodologies prescribed in the Food Safety and
Standards Regulations to ensure consistency and reliability in analysis. The analysis
report prepared by the Food Analyst serves as evidence in proceedings under the Act,
though it can be challenged through counter-analysis by another notified laboratory if

the food business operator disputes the findings.

Prosecution Mechanisms
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The Act establishes specific mechanisms for the prosecution of offences that require
criminal proceedings rather than administrative adjudication. Under Section 42, the
responsibility for launching prosecutions typically rests with the Designated Officer,
who may file a complaint before the appropriate court after gathering evidence of the
violation. The Act specifies that no court shall take cognizance of an offence under the
Act except upon a complaint made by the Designated Officer or an officer authorized

by the Food Authority.

To ensure a fair and balanced approach to prosecution, the Act includes provisions for
the distribution of the burden of proof between the prosecution and the accused. While
the prosecution must establish the basic elements of the offence, certain presumptions
operate in food safety cases. For instance, Section 72 establishes that if a food article
is found to be adulterated or misbranded, it shall be presumed that the article was
intended for sale as such, shifting the burden to the accused to prove otherwise. These
presumptions reflect the practical challenges of proving intent in food safety cases

while maintaining overall fairness in the prosecution process.

The Act also establishes specific courts for the trial of offences under the Act. Section
71 provides that offences under the Act shall be tried by a Court of Metropolitan
Magistrate or a Judicial Magistrate of the First Class. By designating specific courts
for food safety offences, the Act aims to ensure that these cases are handled by
judicial officers with appropriate expertise and sensitivity to the technical aspects of
food safety regulation. This specialized judicial approach complements the

administrative enforcement mechanisms established elsewhere in the Act.

Quasi-Judicial Functions and Procedural Safeguards

Beyond specific enforcement powers, the FSSAI and its officers exercise various
quasi-judicial functions in the implementation of the Act. These include the issuance

of improvement notices under Section 32, which direct food business operators to take
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specific measures to remedy non-compliance; prohibition orders under Section 33,
which can restrict the manufacture, storage, distribution, or sale of food articles that
pose risks to public health; and emergency prohibition notices under Section 34,

which address imminent risks to public health.

The exercise of these quasi-judicial powers is subject to various procedural safeguards
to protect the rights of food business operators. These include requirements for written
notices specifying the grounds for action, opportunities for the food business operator
to make representations before final orders are issued, time limits for compliance, and
mechanisms for appeal against orders. These safeguards reflect the recognition that
effective food safety regulation requires not only robust enforcement powers but also

fair procedures that respect the rights of regulated entities.

The Act also establishes specific grounds for challenging administrative decisions and
quasi-judicial orders. These include lack of jurisdiction, procedural irregularities,
violations of natural justice principles, and substantive errors in the application of
food safety standards. By providing clear grounds for challenging regulatory actions,
the Act creates a framework for accountability in the exercise of administrative
powers, ensuring that food safety enforcement remains within legal boundaries and

respects the rights of food business operators.

Conclusion

The Food Safety and Standards Act, 2006, represents a landmark in India's approach
to food regulation, establishing a comprehensive framework for ensuring the safety
and quality of food products throughout the country. By consolidating previously
fragmented laws, creating a dedicated regulatory authority with scientific foundations,
establishing clear definitional parameters, implementing a nationwide licensing

system, providing a graded framework of penalties, and vesting appropriate

© Bhatt & Joshi Associates 2024 46


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

enforcement powers in regulatory authorities, the Act has fundamentally transformed

food safety governance in India.

The Act's implementation has faced various challenges, including capacity constraints
at both central and state levels, inconsistent enforcement across different regions, and
the complexity of regulating India's diverse and largely unorganized food sector.
Despite these challenges, the Act has achieved significant improvements in food
safety standards and regulatory oversight. The FSSAI has developed into a mature
regulatory institution with growing scientific capability and increasing public
recognition, while food businesses have gradually adapted to the more structured and

science-based regulatory approach.

Looking forward, the food safety regulatory framework in India continues to evolve in
response to emerging challenges and opportunities. The increasing digitalization of
regulatory processes, greater emphasis on risk-based approaches to inspection and
enforcement, growing focus on food fraud prevention, and enhanced attention to
sustainability and nutrition alongside safety represent important trends in this
evolution. As the FSSAI celebrates over fifteen years of operation, the Food Safety
and Standards Act remains the cornerstone of India's efforts to ensure that its

billion-plus citizens have access to safe and wholesome food.

© Bhatt & Joshi Associates 2024 47


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

Chapter 3: Labelling, Claims, and Packaging

Compliance

Introduction

Food labelling serves as the primary interface between producers and consumers,
providing essential information that guides purchasing decisions and ensures
consumer safety. In India, a comprehensive regulatory framework governs food
labelling, packaging, and claims, aiming to protect consumer interests while
facilitating fair trade practices. This chapter explores the intricate legal landscape
surrounding food labelling in India, with particular emphasis on the Food Safety and
Standards (Packaging and Labelling) Regulations, 2011, emerging reforms like
Front-of-Pack Nutrition Labelling (FOPNL), guidelines for health and nutrition claims,
and specific requirements for specialty foods such as vegan, organic, and fortified

products.

The importance of compliant food labelling extends beyond mere regulatory
adherence. Accurate and transparent labelling builds consumer trust, promotes
informed choice, protects public health, and prevents market distortion through
misleading claims. In an increasingly health-conscious market with growing consumer
awareness about nutrition and sustainability, food labelling has become a critical
competitive factor for food businesses. Simultaneously, regulators worldwide,
including the Food Safety and Standards Authority of India (FSSAI), have
progressively strengthened labelling requirements to address emerging concerns
related to non-communicable diseases, allergen awareness, and environmental

sustainability.
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This chapter provides a comprehensive examination of the legal framework governing
food labelling in India, analyzing key regulatory provisions, upcoming reforms, and
enforcement actions. We will explore the mandatory labelling requirements under the
2011 Regulations, the rationale and proposed models for Front-of-Pack Nutrition
Labelling, the regulatory boundaries for health and nutrition claims, and the
specialized requirements for products marketed as vegan, organic, or fortified.
Throughout, we will highlight the balance between consumer protection, industry
interests, and public health objectives that shapes the regulatory approach to food

labelling in India.

Mandatory Labelling Norms under FSS (Packaging and
Labelling) Regulations, 2011

Overview of the Regulatory Framework

The Food Safety and Standards (Packaging and Labelling) Regulations, 2011,
promulgated under the Food Safety and Standards Act, 2006, establish the cornerstone
of India's food labelling regime. These regulations replaced the earlier patchwork of
provisions under the Prevention of Food Adulteration Act, 1954, and various Orders
issued under the Essential Commodities Act, 1955, creating a unified, comprehensive
framework for food labelling requirements. The regulations apply to all prepackaged
foods sold in India, whether produced domestically or imported, and aim to ensure
that consumers receive adequate and accurate information about the foods they

purchase.

The 2011 Regulations operate within a broader ecosystem of food laws in India. The
parent legislation, the Food Safety and Standards Act, 2006, established the Food
Safety and Standards Authority of India (FSSAI) as the apex regulatory body for food

safety and standards. The FSSAI issues regulations, guidelines, and advisories that
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collectively govern various aspects of food safety, including labelling. The 2011
Regulations must therefore be read in conjunction with other relevant regulations,
such as the Food Safety and Standards (Food Products Standards and Food Additives)
Regulations, 2011, the Food Safety and Standards (Contaminants, Toxins and
Residues) Regulations, 2011, and the Food Safety and Standards (Prohibition and

Restrictions on Sales) Regulations, 2011.

It is worth noting that the regulatory framework for food labelling in India has been
undergoing significant evolution. In 2018, the FSSAI proposed the Food Safety and
Standards (Labelling and Display) Regulations to replace the 2011 Regulations,
introducing several new requirements and refinements. While these proposed
regulations are yet to be fully implemented, certain provisions have been incorporated
into the existing framework through amendments to the 2011 Regulations. This
ongoing regulatory evolution reflects the FSSAI's responsive approach to emerging
consumer concerns, scientific developments, and international best practices in food

labelling.

General Labelling Requirements

The 2011 Regulations prescribe a comprehensive set of general labelling requirements
that apply to all prepackaged foods. These requirements ensure that consumers receive

basic, essential information about the food products they purchase:

Every package of food must bear a label containing information about the identity of
the food (name, trade name, or description), the name and complete address of the
manufacturer or packer, the net quantity (by weight or measure), the lot/code/batch
identification number, the date of manufacture or packing, the best before or expiry
date, the vegetarian or non-vegetarian symbol, and the FSSAI license number of the

manufacturer or packer.
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The name of the food must indicate the true nature of the food and is typically
prescribed in the relevant vertical standards under the Food Products Standards and
Food Additives Regulations. Where no standard exists, the name should not be
misleading and should provide sufficient information about the nature of the food to

enable consumers to distinguish it from other similar products.

The label must include a complete list of ingredients in descending order of their
composition by weight or volume. Certain ingredients, such as food additives, must be
declared with both their class name and specific name or recognized international
numerical identification (INS Number). Compound ingredients (ingredients composed
of two or more ingredients) must be declared with their constituent ingredients in

parentheses in descending order of proportion.

The net quantity must be declared in terms of standard units of weight or measure, as
prescribed under the Legal Metrology Act, 2009, and the Rules framed thereunder.
For foods packed in a liquid medium, both the net weight and the drained weight must

be declared.

The date marking requirements vary depending on the shelf life of the product.
Products with a shelf life of more than three months must declare the month and year
of manufacture or packing. Products with a shelf life of less than three months must
declare the day, month, and year. The best before or expiry date must be declared in

clear terms.

Every package must bear a vegetarian or non-vegetarian symbol. The vegetarian
symbol consists of a green circle, while the non-vegetarian symbol consists of a brown

circle. These symbols must be prominently displayed on the package.
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The FSSAI license number must be displayed on the label in the format "FSSAI
License No. XXXXXXXXXX." This requirement helps ensure traceability and
accountability in the food supply chain.

Nutritional Information Requirements

Beyond the general labelling requirements, the 2011 Regulations mandate the
declaration of nutritional information on food labels, reflecting the growing emphasis

on nutrition awareness and informed dietary choices:

Every package of food must declare nutritional information per 100 grams or 100
milliliters or per serving of the product. The nutritional information must include the
energy value in kilocalories (kcal), the amounts of protein, carbohydrate (specifying
the quantity of sugar), and fat in grams, and the amount of any other nutrient for

which a nutrition or health claim is made.

For certain nutrients, the declaration must include specific components. For instance,
the declaration of carbohydrates must specify the quantity of sugar. Similarly, the
declaration of fat must specify the quantities of saturated fatty acids, trans fatty acids,

monounsaturated fatty acids, polyunsaturated fatty acids, and cholesterol.

The nutritional information may additionally include the quantities of vitamins and
minerals if they are present in significant amounts, defined as 15% or more of the
recommended daily allowance (RDA) as prescribed by the Indian Council of Medical
Research (ICMR).

The regulations provide specific formats for the declaration of nutritional information,
ensuring consistency and comparability across products. The information must be

presented in a tabular format with clearly legible font sizes.

Certain foods are exempted from the requirement to declare nutritional information.

These include unprocessed products that comprise a single ingredient, herbs, spices,
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salt, and other similar products. Additionally, foods sold loose or in small packages
(with a surface area of less than 100 square centimeters) are also exempted, reflecting
the practical challenges of including detailed nutritional information on such

packages.

Allergen Labelling Requirements

Recognizing the critical importance of allergen information for individuals with food

allergies, the 2011 Regulations include specific provisions for allergen labelling:

The regulations mandate the declaration of known allergens on food labels. These
include cereals containing gluten (wheat, rye, barley, oats, spelt, or their hybridized
strains), crustacean and their products, eggs and egg products, fish and fish products,
peanuts, tree nuts and nut products, soybeans and soy products, milk and milk

products (including lactose), and sulphite in concentrations of 10 mg/kg or more.

Allergens must be declared in the list of ingredients. Where an ingredient is derived
from a known allergen, the allergen must be declared in parentheses. For instance, if

lecithin is derived from soy, it must be declared as "lecithin (soy)."

The regulations also require a separate "Contains" statement for allergens that may not
be obvious from the list of ingredients. This statement must appear immediately after

the list of ingredients.

In 2021, an amendment to the regulations introduced additional requirements for
allergen labelling. The amendment mandated that allergens must be declared in a
specific format, with the name of the allergen highlighted through a different font
style or background color. This enhancement aims to make allergen information more

prominent and easily identifiable for allergic consumers.

Prohibition of Misleading Labelling
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The 2011 Regulations include several provisions aimed at preventing misleading
labelling practices, recognizing the potential for labels to deceive consumers about the

nature, quality, or composition of foods:

The regulations prohibit the use of any statement, claim, design, device, fancy name,
or abbreviation that is false, misleading, or deceptive, or is likely to create an
erroneous impression about the character, quality, quantity, or place of origin of the

food.

Words suggesting the suitability of a food for special dietary uses (such as "diabetic,"
"low calorie," or "low fat") cannot be used unless the food complies with the specific

compositional and labelling requirements prescribed for such foods.

nn

Terms like "natural," "fresh," "original," "traditional," "authentic," "genuine," or "real"
are restricted to foods that meet specific criteria. For instance, "natural" can only be
used for foods that do not contain any added color, artificial flavor, or synthetic

substances.

The use of pictorial representations on food labels must not be misleading about the
true nature or origin of the food. For example, a package containing
strawberry-flavored yogurt should not display pictures of strawberries if the product

does not contain actual strawberries.

Claims about the absence of specific ingredients, such as "contains no preservatives"
or "contains no artificial colors," can only be made if the food genuinely does not
contain such ingredients. Similarly, comparative claims, such as "reduced fat" or
"higher protein," must be substantiated with evidence and must specify the

comparison product and the difference in the relevant nutrient content.

Specific Labelling Requirements for Certain Foods
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Beyond the general requirements, the 2011 Regulations prescribe specific labelling
requirements for certain categories of foods, reflecting their unique characteristics or

potential health impacts:

Infant foods, including infant milk substitutes, infant foods, and processed
cereal-based complementary foods, are subject to stringent labelling requirements.
These include mandatory statements about the superiority of breast milk, warnings
against the use of the product without medical advice for infants below six months,
and prohibitions against pictures of infants or women or other pictures that may

idealize the use of the product.

Irradiated foods must bear a declaration to that effect, along with the Radura symbol
(a stylized plant in a circle). The label must also specify the purpose of irradiation and

the license number of the irradiation facility.

Genetically modified (GM) foods must be labelled as such if they contain more than
1% GM ingredients. The label must clearly indicate which ingredients are genetically

modified.

Foods containing artificial sweeteners must bear a prominent statement that the
product contains an artificial sweetener and is not recommended for children. The
name of the artificial sweetener must be specified, and in the case of aspartame, a
statement warning phenylketonurics about the presence of phenylalanine must be

included.

Alcoholic beverages must bear a statutory warning stating "Consumption of alcohol is
injurious to health" and "Be safe — Don't drink and drive." These warnings must

appear prominently on the label.
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Front-of-Pack Nutrition Labelling (FoPNL) - Upcoming

Reform

The Rationale for Front-of-Pack Labelling

Front-of-Pack Nutrition Labelling (FoPNL) represents one of the most significant
upcoming reforms in India's food labelling landscape. The initiative aims to provide
simplified, easily interpretable nutritional information on the front of food packages,
complementing the more detailed nutritional information traditionally placed on the
back or side panels. The rationale for FOPNL is multifaceted, reflecting both public

health imperatives and consumer behavior insights:

India faces a growing burden of non-communicable diseases (NCDs), including
diabetes, cardiovascular diseases, and obesity, which are linked to dietary factors. The
World Health Organization (WHO) and other health bodies have identified FOPNL as

a cost-effective policy intervention to promote healthier diets and reduce NCD risk.

Research indicates that traditional back-of-pack nutritional information, while
comprehensive, is often underutilized due to its complexity, small font size, and
placement. Time-constrained shoppers may not have the opportunity or motivation to
scrutinize detailed nutritional panels. FoPNL addresses this gap by providing
at-a-glance nutrition information that can influence purchasing decisions at the point

of sale.

The increasing prevalence of processed and ultra-processed foods in the Indian diet
has created an environment where consumers may struggle to identify healthier
options. FOPNL aims to facilitate meaningful comparisons between products within
the same category, enabling consumers to choose products with more favorable

nutritional profiles.
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International experience with FOPNL systems in countries like Chile, Australia, New
Zealand, and several European nations has demonstrated their potential to influence
both consumer choices and product reformulation. By highlighting products high in
nutrients of concern (like sugar, saturated fat, and sodium), FOPNL can create market

incentives for food manufacturers to improve the nutritional quality of their products.

Proposed Models and International Approaches

The FSSAI has been exploring various FOPNL models, drawing on international
experiences while considering the unique characteristics of the Indian food market and

consumer preferences. Several models have been under consideration:

The Warning Label model, pioneered by Chile and adopted by several Latin American
countries, uses black octagons to highlight products high in nutrients of concern
(sugar, saturated fat, sodium) and calories. This approach is simple, direct, and has
shown measurable impacts on purchasing behavior and product reformulation in

implementing countries.

The Nutri-Score system, developed in France and adopted in several European
countries, assigns products a color-coded letter grade (A to E) based on an algorithm
that considers both beneficial nutrients (protein, fiber, fruits, vegetables, nuts) and
nutrients of concern. This summary score approach provides an overall assessment of

a product's nutritional quality.

The Multiple Traffic Light system, used in the United Kingdom, employs red, amber,
and green colors to indicate high, medium, and low levels of specific nutrients (fat,
saturated fat, sugar, and salt) per portion. This system provides more granular

information than summary scores while remaining visually intuitive.

The Health Star Rating system, implemented in Australia and New Zealand, assigns

products a rating from half a star to five stars based on an algorithm that considers
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both positive and negative nutrients. Like Nutri-Score, it provides a summary

assessment of overall nutritional quality.

The FSSAI has been conducting consumer research to assess the effectiveness of
different FOPNL models in the Indian context. Preliminary findings suggest that
warning labels may be most effective in deterring the purchase of less healthy
products, while positive models like Health Star Ratings may be more acceptable to

industry stakeholders concerned about potential stigmatization of their products.

The Development Process and Stakeholder Positions

The development of India's FOPNL system has involved an extensive consultative

process, reflecting the complexity of the issue and the diverse interests at stake:

In 2018, the FSSAI first proposed mandatory FoPNL as part of the draft Food Safety
and Standards (Labelling and Display) Regulations. The initial proposal suggested a
traffic light-like system for foods high in fat, sugar, or salt. However, following
stakeholder feedback, the FSSAI established an expert committee to review various

FoPNL models and develop recommendations tailored to the Indian context.

In 2021, the FSSAI constituted a Working Group to further refine the FoPNL
proposals. The Working Group included representatives from industry associations,
consumer organizations, nutrition experts, and government bodies. After several
rounds of deliberations, the Working Group proposed the Indian Nutrition Rating
(INR) system, a modified version of the Health Star Rating, as the preferred model for

India.

The proposed INR system assigns products a rating from half a star to five stars based
on an algorithm that considers energy, saturated fat, sugar, sodium (negative

nutrients), and fruit/vegetable/nut/legume content, protein, and fiber (positive
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nutrients). The algorithm also includes scaling factors based on food categories,

recognizing that different types of foods serve different dietary purposes.

The stakeholder positions on FOPNL have been diverse and occasionally divergent.
Consumer organizations and public health advocates have generally supported more
stringent, warning-based systems, arguing that they provide clearer signals about
unhealthy products. The food industry has typically favored more nuanced systems
like Health Star Ratings or Nutri-Score, which acknowledge the positive attributes of

products alongside areas of concern.

International organizations like the WHO have provided technical support to the
FSSAI in developing the FoPNL system, while also advocating for an approach
aligned with emerging global best practices. The Codex Alimentarius Commission,
which sets international food standards, has been working on guidelines for FOPNL

that may influence India's final approach.

Implementation Challenges and Timelines

The implementation of FOPNL in India faces several challenges, reflecting both

practical considerations and more fundamental questions about the approach:

There are methodological challenges in developing nutrient profiles and thresholds
that appropriately classify the diverse Indian food supply, which includes traditional
foods, modern processed foods, and a wide range of culinary traditions from different
regions of the country. The criteria must be scientifically sound, reflective of dietary

guidelines, and practically applicable across this diverse food landscape.

The integration of FoPNL with existing labelling requirements requires careful
consideration to avoid information overload or contradictory messages. The
relationship between FoOPNL and other forms of nutrition and health claims needs

particular attention to ensure consistency and prevent consumer confusion.
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The economic impact on food businesses, especially small and medium enterprises
(SMEs), is a significant concern. The costs of implementing new labelling
requirements, potentially reformulating products, and educating consumers about the
new system may be substantial. Adequate transition periods and support mechanisms

for SMEs may be necessary.

The effectiveness of FoPNL in the Indian context remains to be demonstrated. While
international evidence is promising, factors like literacy levels, nutrition awareness,
cultural food practices, and economic constraints may influence how Indian

consumers interact with and utilize FOPNL information.

The timeline for implementing FOPNL in India has been subject to revisions. Initially
proposed for implementation in 2022, the timeline has been extended to allow for
further consultation, refinement of the system, and preparation by the food industry.
The current expectation is that the final regulations will be notified in 2023, with a

phased implementation period that may extend into 2025 for smaller food businesses.

Guidelines for Health and Nutrition Claims

Regulatory Framework for Claims

Health and nutrition claims on food labels represent powerful marketing tools that can
significantly influence consumer perceptions and purchasing decisions. Recognizing
their potential to both inform and mislead, the FSSAI has established a comprehensive

regulatory framework governing such claims:

The primary regulations governing health and nutrition claims are the Food Safety and
Standards (Advertising and Claims) Regulations, 2018, which came into effect in July

2019. These regulations consolidated and expanded upon the previously scattered
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provisions relating to claims in the 2011 Packaging and Labelling Regulations and

various advisories issued by the FSSAL

The 2018 Regulations define "claim" broadly as "any representation which states,
suggests or implies that a food has particular characteristics relating to its origin,
nutritional properties, nature, processing, composition or otherwise." This expansive
definition captures a wide range of statements, images, and presentations that might

convey explicit or implicit messages about a food's attributes.

The regulations distinguish between different types of claims, including nutrition
claims (which state, suggest, or imply that a food has particular nutritional properties),
health claims (which state, suggest, or imply a relationship between a food or a
constituent of that food and health), and non-addition claims (which state that an

ingredient has not been added to a food).

The overarching principle established by the regulations is that claims must be
truthful, unambiguous, meaningful, and not misleading. Claims must be supported by
scientific evidence and must not encourage or condone excess consumption of any
food. Additionally, claims must not state, suggest, or imply that a balanced and varied

diet cannot provide appropriate quantities of nutrients.

The regulations empower the Food Authority to establish a Food Authority Panel for
Claims and Advertisements, responsible for scientifically evaluating the claims made
by food business operators and determining their validity. This panel serves as a

gatekeeper, ensuring that only substantiated claims reach consumers.

Nutrition Claims: Requirements and Restrictions

Nutrition claims, which describe the nutritional content or properties of a food, are

subject to specific requirements and restrictions under the 2018 Regulations:
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Nutrient content claims, which describe the level of a nutrient contained in a food
(e.g., "low in fat," "high in fiber"), must adhere to the specific conditions outlined in
the regulations. For instance, a "low fat" claim can only be made if the product
contains no more than 3 grams of fat per 100 grams (for solids) or 1.5 grams of fat per

100 milliliters (for liquids).

Nutrient comparative claims, which compare the nutrient levels of two or more foods

"noon;

(e.g., "reduced fat," "increased protein"), must clearly identify the foods being
compared and the difference in the nutrient content. The comparison must be based on
a relative difference of at least 25% in the nutrient value, and the minimum absolute

difference must be equal to the value defined as "low" for the respective nutrient.

Non-addition claims, which state that an ingredient has not been added to a food (e.g.,

nn

"no added sugar," "no preservatives"), can only be made if the ingredient has not been
added directly or indirectly. For example, a "no added sugar" claim requires that no
sugars, ingredients containing sugars (like jam or chocolate), or ingredients used for

their sweetening properties (like honey) have been added.

Negative claims about the absence of specific ingredients, additives, or technologies
(e.g., "GMO-free," "gluten-free") must be factually accurate and not misleading. For
certain claims, such as "gluten-free," specific compositional criteria must be met (in

this case, the gluten content must not exceed 20 mg/kg).

The regulations prohibit certain types of nutrition claims altogether. For instance,
claims suggesting that a food provides "complete" or "balanced" nutrition are
generally not permitted unless specifically provided for in the regulations or under the

Food Safety and Standards Act, 2006, and Rules and Regulations made thereunder.

Health Claims: Categories and Evidence Requirements
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Health claims, which suggest a relationship between a food or its constituent and
health, are categorized and regulated more stringently due to their potential to

influence consumer health behaviors:

The regulations establish three categories of health claims: Reduction of disease risk
claims, which state that a food or its constituent significantly reduces a risk factor for
developing a disease; functional claims, which describe the physiological role of a
nutrient in growth, development, and normal functions of the body; and claims related

to dietary guidelines or healthy diets.

Reduction of disease risk claims are subject to particularly stringent requirements.
They must be based on well-established, generally accepted knowledge evidenced by
the scientific community and must be well understood by the average consumer. Such
claims must consist of two parts: a statement on the importance of a varied and

balanced diet and lifestyle, and the specific beneficial effect of the food or constituent.

All health claims must be supported by scientific evidence and must be approved by
the Food Authority before use. The level of evidence required depends on the type of
claim, with reduction of disease risk claims requiring the highest standard of proof,

typically including intervention studies in humans.

The regulations prohibit certain types of health claims, including claims that suggest
that health could be affected by not consuming the food, claims that reference the rate
or amount of weight loss, and claims that reference recommendations of individual

doctors or health professionals.

Health claims directed at children are particularly restricted. Claims that may exploit
their credulity or encourage overconsumption, or that imply that a food has special

characteristics when similar foods have the same characteristics, are prohibited.

Substantiation and Approval Process
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The substantiation and approval process for claims is a critical component of the
regulatory framework, ensuring that only scientifically validated claims reach

consumers:

Food business operators must possess scientific evidence supporting any claim made
on their products. This evidence must be available for review by the Food Authority
upon request. For nutrition claims, the evidence typically includes compositional
analysis showing that the product meets the specified criteria. For health claims, more

extensive evidence, often including human intervention studies, is required.

The regulations establish a pre-approval requirement for certain types of claims,
particularly novel health claims not previously approved. Food business operators
must submit an application to the Food Authority, providing comprehensive
information about the claimed effect, the relationship between the food or constituent
and the claimed effect, scientific evidence supporting the claim, and proposed wording

of the claim.

The Food Authority evaluates the submitted evidence against several criteria,
including the quality and relevance of the studies, the totality of the available
evidence, the plausibility of the claimed effect given current scientific knowledge, and

whether the claimed effect is significant for human health.

The approval process includes review by the Food Authority Panel for Claims and
Advertisements, which may seek additional information or clarification from the
applicant. The panel makes recommendations to the Food Authority, which then

decides whether to approve the claim, approve it with modifications, or reject it.

Once approved, health claims are added to a register of approved claims maintained
by the Food Authority. This register serves as a reference for food business operators

and enforcement officers, ensuring consistency in the use and evaluation of claims.
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Vegan, Organic, and Fortified Food Labels - Legal
Obligations

Vegan Food Labelling Requirements

The growing interest in plant-based diets has led to an increase in vegan food products
and corresponding labelling claims. Recognizing the need for clear standards, the

FSSALI has established specific regulations for vegan foods:

The Food Safety and Standards (Vegan Foods) Regulations, 2022, provide
comprehensive guidelines for the production, certification, and labelling of vegan
foods. These regulations define "vegan food" as food or food ingredients, including
additives, flavorings, enzymes, and carriers, that do not originate from animals or use

animal-derived products in their processing.

Under these regulations, no person can manufacture, pack, sell, offer for sale, market,
or otherwise distribute or import any food as vegan unless they comply with the
specified requirements. These include ensuring that the food does not contain any
ingredients of animal origin, has not used ingredients or additives processed using

animal-derived products (even for purification), and has not been tested on animals.

Every package of vegan food must bear the vegan logo prescribed by the FSSAI,
consisting of a green-filled circle with a plant leaf and the "V" symbol inside. The

logo serves as a clear, visual identifier for consumers seeking vegan products.

Food business operators must ensure that all stages of production, processing, and
distribution are designed to avoid cross-contamination with non-vegan materials. This
includes maintaining separate production lines or thoroughly cleaning shared

equipment between vegan and non-vegan production runs.
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The regulations require food business operators to comply with any other
requirements specified by the Food Authority through orders or guidelines. This
provision allows for adaptive regulation as the vegan food market evolves and new

issues or considerations emerge.

Organic Food Certification and Labelling

Organic foods, produced without synthetic pesticides, chemical fertilizers, genetically
modified organisms, or growth hormones, are subject to specific certification and

labelling requirements in India:

The Food Safety and Standards (Organic Foods) Regulations, 2017, establish the
regulatory framework for organic foods in India. These regulations apply to
unprocessed plant products, processed agricultural products used as food, animal
husbandry products, aquaculture products, livestock, and poultry products, wines,

hydroponics, mushroom products, sea weeds, algae, and biodynamic agriculture.

The regulations recognize two certification systems for organic foods in India:
Third-party certification under the National Programme for Organic Production
(NPOP) of the Ministry of Commerce and Industry or the Participatory Guarantee
System for India (PGS-India) of the Ministry of Agriculture and Farmers' Welfare.

Foods certified under these systems must bear the respective logo: the "India Organic"
logo for NPOP-certified products or the "PGS-India Organic" logo for PGS-certified
products. Additionally, the name and code number of the certification body must

appear on the label.

Small original producers with an annual turnover not exceeding Rs. 12 lakhs are
exempt from the certification requirement, provided they sell their products directly to
the end consumer. However, they cannot use the term "organic" on their labels or

make any claims suggesting that their products are organic. They can only make
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declarations that their products are grown naturally or are free from synthetic

pesticides or fertilizers.

Organic foods must also comply with all other applicable provisions of the Food
Safety and Standards Act, 2006, and the rules and regulations made thereunder. This
ensures that organic products meet the same safety and quality standards as

conventional products, in addition to their specific organic credentials.

Fortified Food Standards and Symbols

Food fortification, the practice of deliberately increasing the content of essential
micronutrients in a food to improve its nutritional quality, is regulated through specific

standards to ensure safety, efficacy, and proper consumer information:

The Food Safety and Standards (Fortification of Foods) Regulations, 2018, establish
the framework for the fortification of staple foods in India. These regulations cover
the fortification of wheat flour, rice, milk, edible oil, and double fortified salt with

specific micronutrients at specified levels.

Each fortified food must meet the compositional requirements specified in the
regulations. For instance, fortified wheat flour must contain iron (between 20-30
mg/kg), folic acid (between 75-125 pg/kg), and vitamin B12 (between 0.75-1.25

ng/kg), among other micronutrients.

Every package of fortified food must bear the "+F" logo and the statement "fortified
with..." (specific nutrients) prominently on the label. The logo and statement serve as

clear identifiers for consumers seeking fortified products.

The regulations prohibit fortification of certain categories of foods, including infant

formula, food for special dietary uses, food for special medical purposes, and
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nutraceuticals. This restriction reflects the potential risks of over-fortification for

vulnerable populations.

Food business operators engaged in the production, processing, or packaging of
fortified foods must implement quality assurance systems to ensure consistent
compliance with the standards. They must maintain records of the fortificants used,
conduct periodic testing of the fortified foods, and make these records available to the

Food Authority upon request.

Interplay and Potential Conflicts Between Different Labelling Schemes

The proliferation of specialized labelling schemes for vegan, organic, and fortified
foods creates potential for confusion and conflicts, requiring careful navigation by

food business operators and consumers:

Products may simultaneously qualify for multiple specialized labels. For instance, a
product might be both vegan and organic, or organic and fortified. In such cases, food
business operators must ensure compliance with all applicable regulations and

communicate the multiple attributes clearly without creating confusion.

There can be potential conflicts between different labelling schemes. For example,
some organic standards restrict certain food additives that may be permitted in vegan
foods, or organic principles may sometimes conflict with fortification practices. Food
business operators must carefully assess these potential conflicts and ensure

compliance with all applicable regulations.

The proliferation of labels and claims may lead to "label fatigue" among consumers,
potentially diminishing the effectiveness of any single labelling scheme. Clear,
consistent, and intuitive labelling across different schemes can help mitigate this

challenge.

© Bhatt & Joshi Associates 2024 68


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

There is also the risk of "greenwashing" or misleading emphasis on certain attributes
while obscuring others. For instance, a product might prominently display its organic
certification while containing high levels of sugar or salt. The forthcoming FoPNL
system may help address this by providing a more holistic nutritional assessment

alongside specialized claims.

The FSSAI has been working towards greater harmonization of different labelling
schemes to reduce confusion and enhance consumer understanding. This includes
standardizing the placement and presentation of different logos and claims on food

packages.

Case Studies: Misbranding Penalties on Major FMCG

Brands

Legal Framework for Misbranding

Before examining specific cases of misbranding, it is important to understand the legal

framework governing this offense and the penalties it entails:

Section 52 of the Food Safety and Standards Act, 2006, defines "misbranded food"
comprehensively. A food is deemed misbranded if it is falsely described, or if its label
or advertising makes a false or misleading representation about its nature, substance,
or quality. Misbranding also includes selling a food under the name of another article,
creating a false impression about its place of origin, or making a false claim about its

nutritional or special dietary value.

The packaging or labelling of a food in a manner that is misleading, deceptive, or in
contravention of any provision of the Act or the regulations made thereunder also

constitutes misbranding. This includes non-compliance with specific labelling
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requirements, such as the declaration of ingredients, nutritional information, or

allergen warnings.

Section 63 of the Act prescribes penalties for misbranding. Any person who
manufactures, distributes, or sells misbranded food may be punished with a fine of up
to three lakh rupees. For subsequent offenses, the penalty may be enhanced to five

lakh rupees.

The enforcement of these provisions is carried out by Food Safety Officers appointed
under the Act. These officers have the power to take samples of food articles, send
them for analysis, and initiate legal proceedings against offenders. The Act also
establishes Special Courts for the trial of offenses under the Act, ensuring specialized

judicial attention to food safety cases.

It is worth noting that misbranding penalties under the Act are distinct from and in
addition to any damages that might be awarded in civil proceedings. Consumers who
suffer harm due to misbranded foods may separately pursue compensation through

consumer forums or civil courts.

Case Study 1: Misleading Health Claims

Several major food companies have faced penalties for making misleading health
claims on their products, highlighting the FSSAI's enforcement of the regulations

governing such claims:

In a notable case, a leading multinational food company was penalized for claiming
that its breakfast cereal provided "33% of daily nutrients" without specifying which
nutrients or providing adequate scientific substantiation. The FSSAI found that the
claim created a misleading impression about the nutritional adequacy of the product,

particularly since it contained high levels of sugar.
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The company was directed to modify its packaging, pay a substantial fine, and issue a
corrective advertisement clarifying the actual nutritional profile of the product.
Following this case, the FSSAI issued additional guidelines clarifying that nutrient
content claims must specify the exact nutrients being referenced and must not create
an impression of overall nutritional adequacy when the product contains significant

levels of nutrients of concern.

Another prominent case involved a well-known beverage manufacturer that marketed
its fruit drink with claims suggesting it was equivalent to fresh fruit. The packaging
featured prominent images of fresh fruits and claims about vitamin content, creating
an impression that the product offered nutritional benefits comparable to whole fruits.
Laboratory analysis revealed that the product contained minimal actual fruit content

and significant added sugars.

The FSSAI imposed a substantial penalty and mandated changes to the packaging to
clearly indicate the actual fruit content and to avoid visual elements that might suggest
equivalence to fresh fruits. This case highlighted the regulatory concern not only with
explicit textual claims but also with implicit claims created through imagery and

presentation.

A third case involved a leading dairy company that marketed its flavored milk product
with claims targeting children, suggesting superior cognitive development and
enhanced physical growth. The claims were deemed to lack sufficient scientific
substantiation and to exploit the vulnerability of children and parents. The company
was required to remove these claims and to implement a more rigorous claim

substantiation process for future products.

These cases collectively illustrate the FSSAI's increasingly stringent approach to
health claims, particularly those targeting vulnerable populations or creating

misleading impressions about the overall healthfulness of products. They also
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highlight the importance of comprehensive scientific substantiation for any

health-related claims on food products.

Case Study 2: Ingredient and Composition Violations

Misbranding related to ingredient declarations and product composition represents

another significant category of violations among major FMCG brands:

A prominent case involved a major noodle brand that faced severe penalties when its
product was found to contain monosodium glutamate (MSG) despite carrying a "No
Added MSG" claim on its packaging. Laboratory tests detected the presence of MSG,
and the company was unable to convincingly establish that the MSG was naturally
occurring rather than added. This case led to a temporary ban on the product,
significant financial penalties, and a major recall, estimated to have cost the company

over 500 crores.

The case highlighted the challenges in making "free from" claims, particularly for
substances that can be both naturally occurring and added. It prompted the FSSAI to
issue clearer guidelines on such claims, specifying that they are only permissible when
the substance is absent or present below detection limits, regardless of whether it is

naturally occurring or added.

Another notable case involved a major biscuit manufacturer whose "whole wheat"
products were found to contain significant proportions of refined flour. The company
had prominently marketed the products as healthier alternatives made with whole
wheat, but analysis revealed that refined flour constituted a substantial percentage of
the flour used. The FSSAI imposed penalties and mandated that the packaging be
revised to accurately reflect the proportion of whole wheat, with the predominant

ingredient listed first in the ingredient declaration.
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A third case involved a major beverage brand that marketed a juice product with
claims about specific fruit content. Laboratory analysis revealed that the actual fruit
content was significantly lower than implied by the packaging and marketing
materials. The company was penalized for misbranding and required to reformulate
the product to align with its claims or to revise its packaging to accurately reflect the

actual composition.

These cases underscore the importance of accurate ingredient declarations and the
alignment of product composition with marketing claims. They also reflect the
FSSAT's increasing technical capacity to detect discrepancies between declared and
actual composition, particularly for products making premium claims related to

ingredients.

Case Study 3: Labelling Omissions and Technical Violations

Beyond misleading claims and ingredient issues, major brands have also faced

penalties for more technical violations of labelling regulations:

A leading snack food manufacturer was penalized when its products were found to
lack proper nutritional information declarations. The nutritional panel omitted certain
mandatory information, including the breakdown of fats into saturated and trans fats,
and the declaration of added sugar. While these might seem like technical violations,
they were deemed significant because they deprived consumers of information
necessary for making informed dietary choices, particularly concerning nutrients of

public health concern.

The company was required to revise its packaging to include the complete nutritional
information panel as prescribed by the regulations. The case highlighted the FSSAI's
view that even seemingly technical labelling requirements serve important consumer

information purposes and must be strictly adhered to.
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Another case involved a major beverage company whose products failed to
prominently display the vegetarian/non-vegetarian symbol as required by the
regulations. The symbols were present but were printed in a size smaller than
prescribed and were placed in an inconspicuous location on the package. The FSSAI
emphasized that the vegetarian/non-vegetarian declaration is particularly important in
the Indian context, where many consumers make purchasing decisions based on

dietary restrictions, and therefore must be clearly and prominently displayed.

A third case involved a leading dairy brand whose products carried misleading date
marking. The company had used the phrase "best before" followed by a date, but
investigation revealed that this date reflected the end of shelf life rather than the
recommended consumption period. According to the regulations, "best before"
indicates the date until which the product retains its specific properties when properly
stored, while "expiry" or "use by" indicates the date after which the product should not
be consumed. The company was penalized for creating potential confusion about the

safe consumption period of its products.

These cases demonstrate that even technical or seemingly minor labelling violations
can attract regulatory attention and penalties, particularly when they involve
information critical to consumer choice or safety. They underline the importance of
meticulous attention to all aspects of labelling compliance, not just high-profile

elements like health claims.

Case Study 4: Imported Products and Compliance Challenges

Imported food products present unique challenges in labelling compliance, as they

must satisfy both the requirements of their country of origin and Indian regulations:

A high-profile case involved a major international confectionery brand whose
imported products were found to lack proper FSSAI license numbers and complete

ingredient declarations in compliance with Indian regulations. The company had
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applied stickers with additional information to comply with Indian requirements, but
these were found to be inadequate, with key information missing or illegible. The
FSSAI imposed penalties and temporarily suspended the import of several product

lines until full compliance was achieved.

This case highlighted the challenges importers face in adapting products designed for
other markets to meet Indian requirements. It led the FSSAI to issue more detailed
guidelines for importers, clarifying that all mandatory information must be clearly
legible and in compliance with Indian regulations, whether printed directly on the

original packaging or on additional labels.

Another case involved premium imported olive oils that were found to make health
claims not approved under Indian regulations, despite these claims being permissible
in their countries of origin. The products carried claims about cardiovascular benefits
and anti-inflammatory properties that, while supported by scientific evidence, had not
been evaluated and approved by the FSSAI The importer was penalized and required

to remove these claims from the Indian market versions of the products.

A third case involved imported breakfast cereals that complied with nutritional
labelling requirements in their country of origin but failed to meet Indian requirements
for the declaration of added sugars and the display of vegetarian/non-vegetarian
symbols. The importer was directed to ensure proper adaptation of packaging for the
Indian market, emphasizing that compliance with foreign regulations does not exempt

products from meeting all Indian requirements.

These cases illustrate the additional layer of complexity faced by importers and
distributors of international food brands. They underscore the importance of a
thorough understanding of Indian regulatory requirements and careful adaptation of
packaging and labelling, even for products that fully comply with regulations in their

countries of origin.
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Lessons and Industry Impact

The enforcement actions against major FMCG brands have had significant impacts on
the broader food industry in India and have yielded important lessons for food

business operators:

The financial consequences of misbranding extend beyond regulatory penalties to
include recall costs, corrective advertising expenses, inventory losses, and reputational
damage. Major brands have reported significant financial impacts from labelling
violations, with some incidents affecting quarterly earnings and stock prices. This has
led many companies to invest more heavily in regulatory compliance to avoid these

costly outcomes.

Enforcement actions have prompted industry-wide audits and compliance reviews.
Following high-profile cases, many companies have proactively reviewed their entire
product portfolios to identify and address potential compliance issues before they
attract regulatory attention. Industry associations have also developed compliance

checklists and best practice guidelines to assist their members.

There has been increased investment in scientific substantiation for claims.
Companies have established more rigorous internal processes for evaluating and
approving claims, often including both regulatory and scientific review. Some larger
companies have established dedicated claim substantiation departments or committees

to ensure that all claims are properly supported by evidence.

The cases have highlighted the importance of monitoring international regulatory
developments. As the FSSAI increasingly aligns its approach with international best
practices, companies are paying greater attention to global regulatory trends in food
labelling. Practices that attract regulatory scrutiny in other major markets are

evaluated for potential compliance implications in India.
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There is growing recognition of the need for early engagement with regulators on
novel or borderline cases. Rather than proceeding with uncertain interpretations,
companies are increasingly seeking advance clarification from the FSSAI on complex

labelling issues, particularly for innovative products or claims.

The enforcement actions have also affected consumer awareness and expectations.
Media coverage of high-profile cases has educated consumers about labelling
requirements and potential misleading practices. This has created market pressure for
transparent and compliant labelling, as consumers become more skeptical of

questionable claims and more likely to scrutinize label information.

Conclusion

The regulatory landscape governing food labelling, claims, and packaging in India
reflects a dynamic balance between consumer protection, industry innovation, and
public health objectives. The mandatory labelling norms under the Food Safety and
Standards (Packaging and Labelling) Regulations, 2011, establish a comprehensive
framework for ensuring that consumers receive accurate and adequate information
about the foods they purchase. The forthcoming Front-of-Pack Nutrition Labelling
reform promises to enhance this framework by providing simplified, at-a-glance

nutritional information that can guide healthier choices at the point of purchase.

The guidelines for health and nutrition claims, consolidated in the Food Safety and
Standards (Advertising and Claims) Regulations, 2018, set clear boundaries for what
can be communicated about the nutritional and health properties of foods. These
regulations strike a balance between allowing substantiated claims that can inform
consumers and preventing misleading claims that could distort purchasing decisions or

compromise public health.
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The specialized requirements for vegan, organic, and fortified foods reflect the
growing consumer interest in foods with specific attributes or production methods.
These targeted regulatory frameworks ensure that consumers can confidently identify
and choose foods aligned with their values and preferences, while protecting the
integrity of these specialized categories through clear standards and verification

mechanisms.

The case studies of misbranding penalties on major FMCG brands illustrate the
FSSAI's commitment to enforcing these regulations and the significant consequences
of non-compliance. They also highlight the evolving nature of regulatory
interpretation and the importance of staying abreast of developments in this dynamic

field.

Looking ahead, several trends are likely to shape the future of food labelling in India.
The implementation of Front-of-Pack Nutrition Labelling will bring significant
changes to how nutritional information is communicated and perceived. The growing
emphasis on sustainability and environmental impact may lead to new labelling
requirements related to carbon footprint, water usage, or packaging recyclability. The
increasing prevalence of e-commerce may necessitate adaptations to ensure that
digital product listings provide the same quality of information as physical packages.
And the global movement towards greater transparency and traceability may drive
innovations in how information about sourcing, processing, and supply chains is

communicated to consumers.

In this evolving landscape, food business operators must maintain a proactive
approach to compliance, staying informed about regulatory developments, investing in
substantiation for claims, and engaging constructively with regulators on emerging

issues. Simultaneously, they have an opportunity to view labelling not merely as a
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compliance obligation but as a channel for transparent communication with consumers

that can build trust and loyalty.

By striking the right balance between informative, compliant labelling and effective
communication of product benefits, food businesses can navigate this complex
regulatory terrain while contributing to better-informed dietary choices and improved

public health outcomes.
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Chapter 4: Import, E-Commerce and

Cross-Border Compliance

FSSAI Requirements for Imported Food — Lab Approvals,
Shelf Life, etc.

The Food Safety and Standards Authority of India (FSSAI) has established a
comprehensive regulatory framework governing the import of food products into the
country. This framework aims to ensure that all food products entering the Indian
market meet the same stringent safety and quality standards as domestically produced
items. The regulations cover various aspects of the import process, from pre-import
approvals to post-clearance surveillance, creating multiple layers of compliance for

importers and foreign manufacturers.

At the foundation of these regulations lies the Food Safety and Standards (Import)
Regulations, which have undergone several amendments to strengthen food safety
measures and streamline import procedures. Under these regulations, all food
importers must register with the FSSAI and obtain an Import Food License before
engaging in any import activities. This license is subject to periodic renewal and
requires importers to maintain detailed records of their import operations, including

information about the source, composition, and handling of imported food products.

One of the most critical aspects of the import process is laboratory testing. The FSSAI
has established a network of authorized laboratories specifically equipped and
accredited to test imported food products. These laboratories follow internationally
recognized testing protocols and methods to ensure the accuracy and reliability of
their results. The FSSAI regularly updates the list of approved laboratories, and

importers must ensure that their products are tested only at these designated facilities.
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The laboratory approval process itself is rigorous, requiring facilities to demonstrate
technical competence, quality management systems, and adherence to FSSAI's

standard operating procedures.

Laboratory testing requirements vary based on the risk profile of the food product.
High-risk items such as dairy products, meat, seafood, and infant formula typically
undergo more extensive testing compared to lower-risk items like packaged dry
goods. The FSSAI has developed a risk-based inspection system that categorizes food
imports based on factors such as the compliance history of the manufacturer and
importer, the nature of the food product, and the country of origin. This risk-based
approach helps allocate resources efficiently while maintaining stringent oversight of

potentially problematic imports.

Shelf life requirements represent another crucial element of FSSAI's import
regulations. All imported food products must have a valid shelf life of at least 60%
remaining at the time of import. For example, if a product has a total shelf life of 12
months, it must have at least 7.2 months of shelf life remaining when it reaches Indian
ports. This requirement ensures that consumers receive products with sufficient time
for distribution, retail sale, and consumption before expiration. Importers must
provide clear documentation showing the manufacturing date, best-before date, or

expiration date on both the product packaging and accompanying import documents.

The FSSAI has also implemented specific labeling requirements for imported food
products. All such products must bear a label containing essential information in
English or Hindi, including the name of the food, list of ingredients, nutritional
information, name and address of the manufacturer and importer, country of origin,
net quantity, code number or lot number, date of manufacture, and best-before date.
Additionally, products containing allergens must clearly declare their presence, and

any specific storage instructions must be prominently displayed. For products
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containing genetically modified ingredients, appropriate declarations are required in

accordance with Indian regulations.

Special provisions apply to certain categories of imported food. Alcoholic beverages,
for instance, face additional scrutiny related to methanol content and other parameters.
Organic food products must be certified by authorities recognized under the National
Programme for Organic Production (NPOP) or equivalent systems accepted by the
FSSALI. Health supplements and nutraceuticals must comply with specific composition
and claim requirements outlined in the Food Safety and Standards (Health
Supplements, Nutraceuticals, Food for Special Dietary Use, Food for Special Medical

Purpose, Functional Food, and Novel Food) Regulations.

Pre-shipment testing and certification have become increasingly important in the
import clearance process. The FSSAI encourages importers to obtain pre-shipment
testing certificates from laboratories recognized by the importing country or
international accreditation bodies. While such certificates do not exempt products
from testing upon arrival in India, they can expedite the clearance process and provide
importers with greater confidence in the compliance status of their shipments. Certain
bilateral agreements between India and other countries provide for mutual recognition
of testing protocols, potentially streamlining the import process for products from

these nations.

The FSSAI has also introduced a system of recognition for food safety management
systems in the country of origin. Manufacturing facilities with internationally
recognized certifications such as FSSC 22000, BRC, or ISO 22000, or those certified
by competent authorities in their home countries, may benefit from reduced inspection
frequencies and expedited clearances. However, this recognition does not eliminate

the need for compliance with all applicable Indian standards and regulations.
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Challenges in the import compliance landscape include varying standards between
countries, different testing methodologies, and the complexity of aligning international
products with Indian requirements. To address these challenges, the FSSAI regularly
engages with international food safety bodies, participates in Codex Alimentarius
discussions, and works towards harmonizing Indian standards with global best
practices where appropriate. This international cooperation helps facilitate legitimate

trade while maintaining robust protection for Indian consumers.

For importers, navigating these complex requirements demands significant resources
and expertise. Many have established dedicated regulatory compliance teams or
partnered with specialized consultants to ensure adherence to FSSAI's import
regulations. The penalties for non-compliance can be severe, ranging from product
rejection and mandatory re-export or destruction to suspension or cancellation of
import licenses and legal proceedings against responsible parties. In extreme cases
involving serious safety concerns, criminal charges may be pursued against importers

who knowingly bring unsafe food products into the country.

As global supply chains become increasingly complex and consumer demand for
international food products grows, the FSSAI continues to refine its import regulations
to balance trade facilitation with consumer protection. Recent developments include
greater digitization of import clearance processes, enhanced risk profiling
methodologies, and closer coordination with customs authorities to ensure seamless

yet thorough verification of imported food products.

Role of Customs, Port Officers, and Food Import Clearance

Systems

The successful implementation of food import regulations in India relies on a
coordinated effort between multiple agencies and officers at various points of entry.

This multi-layered system combines the expertise of customs officials,
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FSSAI-authorized officers, port health officers, and other stakeholders, all working
within an increasingly digitized framework designed to balance thoroughness with

efficiency.

Customs officers serve as the first line of regulatory oversight for food imports
entering India. Operating under the Central Board of Indirect Taxes and Customs
(CBIC), these officers are responsible for initial documentation verification, tariff
classification, duty assessment, and ensuring compliance with import restrictions and
prohibitions. When food shipments arrive at Indian ports or borders, customs officers
check whether the importer possesses a valid FSSAI license and whether the products
fall under the purview of food safety regulations. If food safety clearance is required,
customs officers refer the shipment to FSSAI-authorized officers for further inspection

and clearance before allowing the goods to proceed through customs channels.

FSSAI-authorized officers, stationed at major ports, airports, and land customs
stations, play the central role in the food import clearance process. These officers are
specially trained in food safety requirements and have the authority to inspect, sample,
and detain food shipments. Upon receiving a referral from customs, these officers
conduct a thorough document review, examining certificates of origin, manufacturing
licenses, laboratory test reports, and product specifications. They assess whether the
imported food complies with all applicable standards under the Food Safety and
Standards Act and its associated regulations, including compositional standards,

additive limits, contaminant thresholds, and labeling requirements.

Based on their assessment and the risk profile of the product, FSSAI officers may
direct visual inspection, sampling, and laboratory testing of the imported food. The
sampling process follows standardized protocols to ensure representativeness, with
samples sent to FSSAI-notified laboratories for analysis. While awaiting test results,
the shipment is typically held in customs bonded warehouses or designated storage

facilities. The FSSAI officer's final clearance decision depends on laboratory findings
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and overall compliance evaluation, with options ranging from unconditional clearance

to rejection with mandatory re-export or destruction.

Port health officers, typically from the Port Health Organization under the Ministry of
Health and Family Welfare, provide additional oversight for certain food imports,
particularly those with potential public health implications. These officers focus on
preventing the entry of infectious diseases through imported food and may conduct
supplementary inspections for specific categories like meat, poultry, and seafood.
Their role complements the FSSAI's food safety mandate by addressing broader
public health considerations that might not be covered under standard food safety

parameters.

Animal quarantine officers and plant quarantine officers also intersect with the food
import clearance system for relevant products. Animal-derived foods must often
receive clearance from animal quarantine authorities to ensure they do not carry
diseases that could affect domestic livestock. Similarly, plant-based foods might
require plant quarantine clearance to prevent the introduction of agricultural pests or
diseases. These specialized officers coordinate with FSSAI and customs to ensure that
all relevant health and safety aspects are addressed before food products enter the

Indian market.

The Food Import Clearance System (FICS), an electronic platform integrated with the
customs' ICEGATE (Indian Customs Electronic Gateway) system, has revolutionized
the import clearance process. This digital infrastructure allows importers to submit
applications online, track the status of their shipments, receive electronic notifications
about sampling or testing requirements, and download clearance certificates. The
system maintains a comprehensive database of import history, compliance status, and

risk profiles, enabling authorities to implement risk-based inspection approaches that
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focus greater scrutiny on high-risk imports while facilitating faster clearance for

compliant importers with strong track records.

Recent enhancements to the FICS include advanced analytics capabilities that help
identify patterns of non-compliance, potential fraud, or emerging risks in the import
supply chain. The system also facilitates better coordination between different
regulatory agencies, reducing duplication of efforts and minimizing clearance times.
Integration with laboratory information management systems allows test results to be

directly uploaded to the platform, further streamlining the clearance process.

The Single Window Interface for Facilitating Trade (SWIFT), implemented by Indian
Customs, represents another significant advancement in streamlining import
procedures. This platform allows importers to submit a single electronic declaration
that is automatically routed to relevant regulatory agencies, including the FSSAI, for
necessary clearances. This integration reduces documentation requirements,
eliminates redundant inspections, and shortens clearance times while maintaining

regulatory integrity.

To ensure consistency in inspection procedures across different points of entry, the
FSSALI has developed detailed manuals, guidelines, and standard operating procedures
for authorized officers. Regular training programs keep these officers updated on
regulatory changes, emerging food safety concerns, and advances in testing
methodologies. The FSSAI also conducts periodic audits and performance
assessments of authorized officers to ensure they maintain high standards of diligence

and integrity in their clearance decisions.

Challenges in the food import clearance system include infrastructure limitations at
certain ports, capacity constraints in laboratory testing, and the need for continuous
skill development among regulatory personnel. The FSSAI has been addressing these

challenges through infrastructure upgrades, expansion of laboratory networks, and
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investment in human resource development. Collaboration with international
regulatory counterparts also helps in adopting global best practices in import control

systems.

For importers, navigating this multi-agency clearance process requires careful
preparation and coordination. Successful importers typically engage with FSSAI and
customs authorities well before shipping their products, seeking clarification on
specific requirements and potentially obtaining pre-approvals where available.
Maintaining transparent communication with regulatory officers, promptly responding
to additional information requests, and ensuring complete and accurate documentation

significantly improve the likelihood of smooth clearance.

The effectiveness of this system is reflected in the steady improvement in compliance
rates among food importers and the reduction in instances of non-compliant or unsafe
food products entering the Indian market. However, as global supply chains grow
more complex and new types of food products emerge, the import clearance system

continues to evolve to address novel challenges while facilitating legitimate trade.

FBO Compliance for Amazon, Swiggy, Zomato,

BigBasket-type Platforms

The rapid expansion of e-commerce and food delivery platforms in India has created a
new and complex regulatory landscape for food businesses. Platforms like Amazon,
Swiggy, Zomato, and BigBasket have transformed how consumers access and
purchase food products, establishing multi-layered distribution systems that challenge
traditional regulatory frameworks. In response, the FSSAI has developed specific
guidelines and requirements to ensure that these digital platforms and the food
business operators (FBOs) who sell through them maintain appropriate food safety

standards.
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At the foundation of e-commerce food regulation is the requirement for all platforms
facilitating food sales to obtain an FSSAI license. Unlike conventional retailers who
typically need a single license for each physical location, e-commerce platforms face
more complex licensing requirements based on their business models. Marketplace
models like Amazon, which primarily connect buyers with third-party sellers, require
both a central license for their platform operations and must ensure that all food
vendors on their platform possess valid FSSAI licenses appropriate to their operations.
Inventory-based models like BigBasket, which maintain their own food inventory and
fulfill orders directly, need licenses for each warehouse or fulfillment center they

operate in addition to their central platform license.

The FSSAI has emphasized that e-commerce platforms bear significant responsibility
for verifying the compliance status of FBOs listed on their sites. This includes
conducting due diligence before onboarding food sellers, regularly auditing their
license status, and implementing systems to delist non-compliant vendors promptly.
Platforms must display the FSSAI license numbers of all food businesses on their
product listings, allowing consumers to verify the regulatory status of sellers before
making purchases. Additionally, platforms must establish mechanisms for consumers

to report food safety concerns or violations, creating an additional layer of oversight.

For food delivery platforms like Swiggy and Zomato, which connect consumers with
restaurants and facilitate the delivery of prepared meals, compliance requirements
extend beyond license verification. These platforms must ensure that all partner
restaurants maintain appropriate food safety standards and hygiene practices. This
includes verification of valid FSSAI licenses, periodic audits of restaurant facilities,
and evaluation of food handling practices. Many leading platforms have implemented
their own food safety rating systems that go beyond basic regulatory compliance,

assessing factors like kitchen hygiene, staff training, and quality control measures.
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The last-mile delivery aspect of these platforms introduces additional food safety
considerations. Delivery personnel must receive training in food handling and hygiene
practices, particularly for temperature-sensitive items. Delivery vehicles and
containers must meet specific standards for cleanliness and temperature control, with
separate compartments for different types of food products where necessary. Platforms
must implement systems to monitor delivery times and conditions, especially for
perishable items, to ensure that food reaches consumers in safe and acceptable

condition.

The FSSAI has also addressed the unique challenges of dark kitchens or cloud
kitchens—facilities set up solely for preparing food for delivery without any dine-in
services—which have proliferated with the growth of food delivery apps. These
operations must obtain appropriate FSSAI licenses based on their production volume
and comply with all standard food safety regulations despite not having
consumer-facing facilities. Delivery platforms partnering with such kitchens bear
additional responsibility for verifying their compliance, as these operations lack the

visibility of traditional restaurants that consumers can visit and evaluate personally.

For grocery delivery platforms like BigBasket, inventory management presents
particular challenges. These platforms must implement robust systems to monitor
product shelf life, storage conditions, and recall management. Perishable items require
special attention, with appropriate temperature controls throughout the storage and
delivery process. These platforms must also ensure proper segregation of food and
non-food items in warehouses and during transportation to prevent
cross-contamination. Their inventory systems must be capable of tracking batch

numbers and expiration dates to facilitate efficient recalls if safety issues arise.

Product information and labeling compliance represent another significant
responsibility for e-commerce food platforms. Online listings must accurately

represent the actual product labels, including all mandatory information such as
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ingredient lists, nutritional information, allergen declarations, and best-before dates.
The display of this information must be clear and accessible to consumers before
purchase, not merely visible on the physical product after delivery. Platforms must
implement verification systems to ensure that the information provided by sellers
accurately reflects the physical products, addressing a common source of

non-compliance in online food sales.

The FSSAI has also established specific guidelines for handling customer complaints
and product returns in the e-commerce food sector. Platforms must maintain
systematic records of all food safety-related complaints, investigate these promptly,
and take appropriate corrective actions, including removing problematic products and
suspending non-compliant sellers when necessary. For returned food products, clear
protocols must exist to prevent potentially unsafe items from re-entering the supply
chain. Platforms must also cooperate fully with regulatory authorities during
investigations, providing access to relevant records and facilitating communication

with sellers as needed.

Imported food products sold through e-commerce platforms face particularly stringent
oversight. These platforms must verify that all imported food products have completed
the necessary import clearance processes and possess valid documentation before
being listed for sale. They must also ensure that product listings accurately reflect
compliance with India-specific labeling requirements, which often differ from those in
the country of origin. Some platforms have implemented specialized verification
processes for imported foods, requiring sellers to provide additional documentation

beyond standard FSSAI licenses.

The rapid growth of health foods, organic products, and foods with specific nutritional
claims on e-commerce platforms has prompted additional regulatory attention.
Platforms must verify that such products meet all applicable standards and that any

claims made in product listings are supported by appropriate certification or scientific
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evidence. The FSSAI has been particularly vigilant about misleading health claims on
e-commerce sites, recognizing that the online environment can sometimes facilitate
exaggerated or unsubstantiated marketing claims that might not be as prominent in

traditional retail settings.

To assist e-commerce platforms in meeting these complex requirements, the FSSAI
has conducted numerous training programs and developed guidance documents
specifically addressing the unique challenges of online food sales. Many leading
platforms have responded by establishing dedicated food safety teams, implementing
sophisticated compliance management systems, and developing partnerships with
third-party auditors to verify seller compliance. Some have also invested in consumer
education initiatives, helping customers understand food safety labels and encouraging

them to report potential violations.

As the e-commerce food sector continues to evolve, with new business models and
services regularly emerging, the regulatory framework continues to adapt accordingly.
The FSSAI maintains ongoing dialogue with industry stakeholders to address
emerging challenges while ensuring that innovation is not unnecessarily hindered by
regulatory requirements. This collaborative approach aims to maintain robust food
safety standards while allowing the convenience and expanded options that

e-commerce platforms bring to Indian consumers.

Joint Liability of Online Marketplaces under 2020 Guidelines

The concept of joint liability represents one of the most significant regulatory
developments for online food marketplaces in India. Introduced through the Food
Safety and Standards (Facilitation of Food Business) Amendment Regulations, 2020,
and further clarified in subsequent guidelines, this framework fundamentally shifts the
regulatory landscape by establishing that e-commerce platforms share responsibility

for food safety violations committed by sellers using their services. This approach
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recognizes the significant influence that platforms exert over the food supply chain

and their unique position to implement systemic safeguards.

Under the joint liability framework, e-commerce food business operators (e-FBOs)
can be held legally accountable alongside the primary FBOs (sellers or restaurants) for
violations of food safety standards. This marks a departure from the previous
framework where platforms could often distance themselves from compliance failures
by positioning themselves merely as technology providers facilitating transactions
between consumers and independent sellers. The regulations explicitly recognize that
platforms exercise significant control over how food products are presented,
promoted, and delivered to consumers, justifying their inclusion in the chain of

responsibility.

The scope of joint liability extends to various aspects of food safety compliance.
E-commerce platforms share responsibility for ensuring that all food products sold
through their services comply with standards related to composition, contaminant
levels, additives, labeling, and overall safety. They can be held accountable if
prohibited items are sold through their platforms, if products with inadequate or
misleading labels are listed, or if expired or unsafe food reaches consumers. The
liability extends to imported foods sold online, with platforms sharing responsibility
for verifying that such products have completed all required import clearance

procedures.

The 2020 guidelines establish specific due diligence requirements that platforms must
fulfill to demonstrate good faith efforts at compliance. These include implementing
robust seller verification processes before onboarding, conducting periodic audits of
seller facilities and practices, regularly verifying the validity of seller licenses, and
maintaining comprehensive records of all food business activities. Platforms must also

implement systems to promptly delist non-compliant sellers and remove problematic
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products when violations are identified either through their monitoring systems or

regulatory interventions.

The guidelines address the particular challenges of inventory-based models versus
marketplace models. Inventory-based e-commerce platforms, which purchase, store,
and sell food products directly to consumers, bear more direct responsibility similar to
traditional retailers. Marketplace models, which primarily connect buyers with
third-party sellers, have somewhat different obligations focused on due diligence,
information disclosure, and prompt response to compliance issues. However, the
fundamental principle of shared responsibility applies to both models, with specific

requirements tailored to their operational realities.

One of the most practical manifestations of joint liability is the requirement for
platforms to display FSSAI license numbers for all food sellers prominently on their
websites or apps. This transparency requirement makes compliance verification
accessible to consumers and regulators alike, creating an additional incentive for both
platforms and sellers to maintain proper licensing. Platforms must verify these
licenses not just at the time of onboarding but on an ongoing basis, as licenses expire

or may be suspended due to compliance failures.

The regulations also establish specific requirements for platforms regarding product
recalls. When a food safety issue necessitates a recall, e-commerce platforms must
take immediate action to remove affected products from their listings, notify
consumers who have purchased these items, facilitate returns or replacements, and
cooperate with regulatory authorities in tracking the distribution of problematic
products. Their sophisticated data management systems put platforms in a unique
position to assist with targeted recalls, potentially reaching affected consumers more

efficiently than traditional recall methods.
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The joint liability framework addresses potential jurisdictional challenges in food
safety enforcement. E-commerce platforms typically operate nationwide, while food
safety enforcement often occurs at the state or local level. By holding platforms
accountable alongside local sellers, the regulations create multiple points of regulatory
leverage. State food safety authorities can work with both the local FBO and the
national e-commerce platform to address violations, potentially improving

enforcement effectiveness, especially in regions with limited regulatory resources.

For consumers, the joint liability framework provides additional protection and
recourse. When food safety issues arise with products purchased online, consumers
can approach not only the original seller but also the e-commerce platform, which
typically has more substantial resources and stronger incentives to resolve consumer
complaints satisfactorily. Many platforms have established dedicated food safety
grievance mechanisms in response to these regulations, providing consumers with

clear channels to report concerns and seek remedies.

The penalties for non-compliance with food safety regulations can be substantial for
both platforms and sellers. These range from monetary fines to license suspension or
cancellation in serious cases. For e-commerce platforms, whose business models
depend on maintaining consumer trust and regulatory approval, the reputational
damage from food safety incidents can be particularly significant. This creates strong
economic incentives for platforms to invest in compliance systems that often exceed

minimum regulatory requirements.

Industry response to the joint liability framework has been generally constructive,
with most major platforms enhancing their seller verification processes, investing in
quality assurance programs, and developing more sophisticated traceability systems.
Many have implemented tiered compliance approaches, with more stringent oversight
for high-risk categories like meat products, dairy, and ready-to-eat foods. Some

platforms have also developed educational resources for sellers to help them
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understand and meet their regulatory obligations, recognizing that a well-informed

seller base reduces compliance risks for the platform itself.

However, implementation challenges remain. The vast number of food sellers on
major platforms makes comprehensive verification logistically challenging. The
diversity of food products, each with specific regulatory requirements, creates
complexity in compliance monitoring. Smaller e-commerce platforms with limited
resources may struggle to implement the sophisticated compliance systems deployed
by industry leaders. To address these challenges, the FSSAI has adopted a phased
implementation approach, allowing platforms time to develop appropriate systems

while prioritizing oversight of high-risk categories.

The joint liability framework continues to evolve through regulatory clarifications,
judicial interpretations, and practical implementation experiences. As e-commerce
becomes an increasingly dominant channel for food sales in India, this framework
represents a significant regulatory innovation that acknowledges the transformed
supply chain dynamics of the digital age while maintaining the fundamental principle
that all entities involved in bringing food to consumers share responsibility for its

safety and compliance.

Key Advisory Circulars and Enforcement Drives on Imported

Foods

The regulatory landscape governing imported foods in India is continuously refined
through advisory circulars, enforcement drives, and targeted interventions by the
FSSALI and related agencies. These mechanisms allow authorities to address emerging
concerns, clarify regulatory expectations, and focus enforcement resources on priority

areas without necessarily amending the formal regulatory framework. Understanding
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these circulars and enforcement patterns is essential for importers and e-commerce

platforms dealing with imported food products.

The FSSAI regularly issues advisory circulars to provide clarification on specific
aspects of import regulations or to address newly identified compliance challenges.
These circulars, while not amending the underlying regulations, provide authoritative
guidance on how existing rules should be interpreted and applied. They serve as
important reference points for both importers and regulatory officers, ensuring
consistent application of standards across different points of entry and different

categories of imported foods.

One significant series of circulars has addressed product-specific import requirements
for high-risk categories. For example, detailed advisories have been issued for dairy
products, specifying additional testing parameters beyond standard requirements.
Similar circulars have targeted edible oils, requiring specific tests for adulteration and
authenticity verification, and alcoholic beverages, with particular attention to
methanol content and ingredient declarations. These product-specific circulars help
importers understand the enhanced scrutiny certain categories face and prepare

appropriate documentation before shipment.

Country-specific advisories have also been issued based on risk assessments of food
safety systems in exporting nations or in response to specific incidents. Following
detection of pesticide residues in certain fruits from specific countries, the FSSAI has
issued circulars mandating enhanced testing for imports from those origins. Similarly,
after identifying contaminants in seafood from certain regions, targeted screening
requirements have been implemented. These geographically focused measures allow
for proportionate responses to identified risks without imposing unnecessary burdens

on imports from regions with strong safety records.
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The FSSAI has issued several clarifying circulars regarding the interpretation of
shelf-life requirements for imported foods. These have addressed questions such as
how shelf life should be calculated for products with varying labeling conventions
(manufacture date versus best-before date), how to handle products with multiple
components having different shelf lives, and specific exemptions for certain
shelf-stable products. These clarifications help prevent unnecessary rejections while

ensuring consumer protection through appropriate shelf-life management.

Advisory circulars have also addressed procedural aspects of the import clearance
process. Circulars have clarified sampling protocols, laboratory selection procedures,
and documentation requirements, helping importers navigate the practical aspects of
compliance. Others have explained the implementation of risk-based inspection
systems, providing transparency about how risk categorization affects the intensity of
inspection and testing. These procedural clarifications help streamline the clearance

process while maintaining regulatory integrity.

The FSSAI periodically conducts focused enforcement drives targeting specific
compliance concerns in imported foods. These time-limited, intensive inspection
campaigns often focus on particular product categories, import channels, or
compliance issues identified through market surveillance or international alerts. These
drives serve both enforcement and educational purposes, highlighting regulatory

priorities and encouraging voluntary compliance improvements across the industry.

One significant enforcement drive focused on imported packaged foods sold through
e-commerce platforms. This initiative examined both compliance with import
clearance requirements and adherence to India-specific labeling regulations. The drive
revealed substantial non-compliance, with many products lacking proper import

documentation or failing to meet Indian labeling standards despite being offered for
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sale online. This led to both enforcement actions against specific violators and broader

industry outreach to improve compliance awareness among e-commerce operators.

Another notable enforcement campaign targeted the informal import of food products
through passenger baggage and small parcels. This channel, while individually small
in volume, collectively represents a significant pathway for non-compliant food
products to enter the Indian market. The drive involved coordinated action between
the FSSAI, customs authorities, and postal services to enhance screening of these
channels and raise consumer awareness about restrictions on personal food imports.
The findings informed subsequent regulatory clarifications and operational protocols

for handling small-volume food imports.

Seasonal enforcement drives often coincide with periods of high import volume for
specific products. During festival seasons when imports of specialty foods increase,
the FSSAI typically conducts targeted inspections focusing on festive food items,
checking for compliance with labeling requirements, prohibited ingredients, and
adulteration concerns. Similar drives often occur during peak import seasons for fresh
fruits or other seasonal products, with enhanced testing for agricultural chemicals and

preservatives.

The FSSAI has also conducted enforcement campaigns specifically targeting
misdeclaration and misclassification of imported foods. These drives focus on
situations where importers attempt to circumvent applicable standards or testing
requirements by incorrectly classifying their products. Through detailed document
examination and physical inspection, these campaigns identify discrepancies between
declared product categories and actual product characteristics, ensuring that
appropriate standards are applied regardless of how products are classified on import

documentation.
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Enforcement activities have increasingly focused on traceability verification for
imported foods. These initiatives examine whether importers maintain adequate
records to trace products back to their source and forward to their distribution points,
as required by regulations. Traceability enforcement has been particularly stringent for
high-risk products like meat, seafood, and dairy, where the ability to quickly track

products becomes critical in the event of safety concerns.

The findings from these enforcement drives typically inform subsequent regulatory
developments and compliance guidance. For example, after identifying widespread
misunderstanding about requirements for organic food imports, the FSSAI issued
comprehensive guidelines clarifying the recognition process for international organic
certifications and the specific documentation required for such products. Similarly,
enforcement findings regarding food contact materials in imported packaged foods led

to detailed advisories on acceptable materials and required declarations.

For importers and e-commerce platforms, staying informed about these advisory
circulars and enforcement priorities is essential for maintaining compliance. Many
industry associations and regulatory consultants provide regular updates on FSSAI
communications and enforcement trends, helping businesses anticipate regulatory
focus areas and address potential compliance gaps proactively. Some larger importers
and platforms have established direct communication channels with regulatory
authorities to receive timely information about new requirements or changing

interpretations.

The FSSAI's approach to import regulation continues to evolve towards greater
risk-based targeting, improved coordination with international counterparts, and
enhanced use of technology for compliance verification. Recent developments include
increased information sharing with food safety authorities in major exporting
countries, adoption of electronic certification systems to reduce document fraud, and

implementation of advanced analytics to identify high-risk shipments for intensive
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examination. These approaches aim to maintain robust oversight while facilitating

legitimate trade and ensuring efficient use of regulatory resources.

As global supply chains become increasingly complex and consumer expectations for
product variety grow, the system of advisory circulars and targeted enforcement
provides necessary flexibility to address emerging risks and compliance challenges.
This dynamic regulatory approach, combining formal regulations with interpretive
guidance and focused enforcement, allows India's food import control system to

respond effectively to the evolving landscape of international food trade.
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Chapter 6: Enforcement, Inspections &

Litigation Trends

Regulatory Authority: Powers of Designated Officers, Food
Safety Officers (FSOs), and State Authorities

The enforcement architecture of India's food safety regime rests upon a complex
hierarchy of officials vested with significant statutory powers. At the apex stands the
Food Safety and Standards Authority of India (FSSAI), established under the Food
Safety and Standards Act, 2006 (FSSA), which provides the overarching regulatory
framework. However, the day-to-day implementation and enforcement of these
provisions fall primarily to Designated Officers, Food Safety Officers, and various
state authorities who serve as the frontline defenders of public health and safety in

food consumption.

Designated Officers represent the first tier of enforcement authority, typically
appointed for each district by the Commissioner of Food Safety of the respective state.
These officials possess extensive jurisdiction within their designated territories. They
are empowered to issue or cancel licenses for food businesses, prohibit the sale of
certain food items deemed unsafe, and initiate adjudication proceedings against
violators. The Act vests them with quasi-judicial powers that include summoning
individuals, examining witnesses under oath, and sanctioning prosecutions. Their
authority extends to ordering the destruction of adulterated or misbranded food items
that pose immediate risks to public health. Designated Officers also exercise
supervisory authority over Food Safety Officers operating within their district,

ensuring coordinated enforcement actions and consistent application of standards.
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Food Safety Officers (FSOs) constitute the most visible enforcement arm of the food
safety apparatus. Appointed under Section 37 of the FSSA, these officers engage
directly with food businesses through inspections, surveillance, and sample collection.
Their statutory powers, delineated primarily in Section 38, are remarkably extensive.
FSOs can enter and inspect any premises where food is manufactured, stored, or sold;
examine any books or documents related to food business operations; seize food
articles believed to contravene regulatory provisions; and collect samples for analysis.
The sampling process itself follows prescribed protocols, requiring proper
documentation, sealing, and witnessing. FSOs also possess the authority to prohibit
the sale of food articles pending analysis if they have reasonable grounds to suspect

non-compliance with safety standards.

The procedural safeguards surrounding FSO powers merit particular attention, as they
balance enforcement efficacy against protection from arbitrary action. When
collecting samples, officers must follow the detailed procedure outlined in Section 47
of the Act, including offering to divide the sample into four parts and delivering one
part to the food business operator. Similarly, seizure powers under Section 38(1)(c) are
circumscribed by requirements for reasonable belief and proper documentation. The
Act establishes personal liability for FSOs who act vexatiously or without reasonable
grounds, creating an important check against potential misuse of authority.
Nevertheless, FSOs enjoy significant protection under Section 54, which shields them

from legal proceedings for actions taken in good faith under the Act.

State food authorities operate at a more strategic level, coordinating enforcement
activities across districts and interfacing with the central FSSAI. These bodies,
typically headed by a Commissioner of Food Safety appointed under Section 30 of the
Act, bear responsibility for licensing larger food businesses, formulating state-specific
regulations within the national framework, and supervising district-level enforcement.
State authorities also maintain food testing laboratories crucial for scientific validation

of enforcement actions. The interplay between state authorities and the central FSSAI
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exemplifies India's cooperative federalism in regulatory governance, with states
retaining significant enforcement autonomy while adhering to centrally determined

standards.

The enforcement powers of these authorities extend beyond punitive measures to
include significant preventive and remedial authority. Under Section 34, food safety
authorities can issue improvement notices requiring business operators to rectify
conditions that violate food safety requirements within a specified timeframe. Section
35 further empowers authorities to issue prohibition orders restricting the use of
particular processes, equipment, or premises when necessary to prevent health risks.
In extreme cases, Section 36 authorizes emergency prohibition notices that can
immediately halt business operations presenting imminent risks to public health,

subject to confirmation by a judicial magistrate within seven days.

These expansive powers reflect the legislature's recognition of food safety as a
fundamental public health concern warranting robust regulatory intervention.
However, the exercise of such authority inevitably generates tension with business
interests and raises questions about proportionality and due process. Critics have noted
that the broad discretion accorded to food safety officials sometimes results in
inconsistent enforcement practices across jurisdictions. Businesses frequently
complain about variations in interpretation of standards between different states or
even between districts within the same state. This regulatory heterogeneity creates

compliance challenges for companies operating across multiple regions.

The accountability mechanisms for enforcement authorities themselves reveal a mixed
picture. While the Act provides for departmental action against officials who act
maliciously or without reasonable cause, in practice such accountability remains
difficult to enforce. The Food Safety and Standards (Transaction of Business and
Procedures for the Scientific Committee and Scientific Panel) Regulations, 2016

established more structured oversight of scientific opinions underlying enforcement
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actions, but the day-to-day discretion of field officers remains largely immune from
immediate review. This creates an enforcement environment where businesses often
find themselves navigating uncertain regulatory waters with significant consequences

for non-compliance, real or perceived.

Recent developments have shown efforts to standardize enforcement through
digitization and transparency initiatives. The FSSAI has introduced online licensing
and registration systems, digital inspection checklists, and publicly accessible
databases of approved additives and ingredients. These measures aim to reduce
discretionary enforcement and create more predictable regulatory interactions.
Similarly, the introduction of food safety ratings for restaurants and food
manufacturing facilities represents an attempt to shift from purely punitive
enforcement to incentive-based compliance mechanisms that reward businesses

maintaining high safety standards.

The allocation of enforcement responsibilities across different tiers of authority
reflects a delicate balance between local knowledge and national standardization.
While centrally determined standards provide scientific consistency, their
implementation necessarily accommodates local conditions and priorities. This
tension between uniformity and adaptability continues to define food safety
enforcement in India's diverse regulatory landscape, with ongoing debates about the
optimal distribution of authority between central, state, and district-level officials in

ensuring safe food for the nation's population.

Scientific Basis of Enforcement: Inspection Checklists and

Sampling Protocols

The scientific underpinnings of food safety enforcement in India have evolved
significantly since the enactment of the Food Safety and Standards Act. What was

once a largely subjective assessment process has transformed into a more methodical,
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evidence-based system centered around standardized inspection checklists and
rigorous sampling protocols. These tools provide the critical evidentiary foundation
upon which regulatory actions rest, ensuring that enforcement decisions withstand

both scientific and legal scrutiny.

Inspection checklists represent the primary instrument for systematic evaluation of
food establishments against regulatory requirements. The FSSAI has developed
specialized checklists for different categories of food businesses, including
manufacturing units, slaughterhouses, dairy operations, restaurants, and food retail
establishments. These checklists typically incorporate a risk-based approach, with
more stringent and frequent inspections for high-risk operations such as meat
processing or infant food manufacturing. Each checklist comprises carefully
sequenced evaluation parameters covering physical infrastructure, equipment
condition, personnel hygiene practices, documentation systems, and adherence to

specific product standards relevant to the business type.

The evolution of these checklists reflects growing scientific sophistication in
identifying critical control points within food operations. Early checklists focused
predominantly on visible hygiene parameters and basic infrastructure requirements.
Contemporary versions incorporate more nuanced risk assessment methodologies
derived from Hazard Analysis Critical Control Point (HACCP) principles. For
instance, the inspection checklist for dairy operations now includes specific evaluation
criteria for pasteurization effectiveness, cold chain maintenance, and microbiological
testing programs—all critical intervention points identified through epidemiological

studies of foodborne illness outbreaks associated with dairy products.

Digital transformation has significantly enhanced the precision and consistency of the
inspection process. Food Safety Officers increasingly utilize tablet-based inspection
systems that standardize evaluation parameters, minimize subjective interpretation,

and generate time-stamped, geo-tagged records of observations. These systems often
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incorporate photographic evidence capabilities, allowing officers to document specific
compliance issues or violations with visual evidence. The resulting digital inspection
reports provide more comprehensive documentation that strengthens enforcement
actions against non-compliant businesses while simultaneously offering clearer

guidance for remediation efforts.

Sampling protocols represent an equally critical component of the scientific
enforcement infrastructure. The Food Safety and Standards (Food Products Standards
and Food Additives) Regulations, 2011, along with subsequent amendments, establish
detailed methodologies for sample collection, preservation, and analysis across
different food categories. These protocols are designed to ensure sample
representativeness, prevent contamination during collection, maintain sample integrity
during transportation, and facilitate accurate laboratory analysis. The methodological
rigor embedded in these protocols aims to eliminate procedural challenges that
historically undermined enforcement actions when cases reached adjudication or

appellate forums.

The statutory sampling procedure outlined in Section 47 of the Act requires Food
Safety Officers to divide collected samples into four portions in the presence of
witnesses. One portion is delivered to the food business operator, two portions are sent
to the food analyst for testing, and the fourth is retained for potential referral to a
reference laboratory in case of disputed results. This quadripartite division provides
crucial evidentiary safeguards by preserving identical samples for independent
analysis by different stakeholders. The mandatory witnessing of the sampling process
by either the food business operator or an independent party further strengthens the
evidentiary chain, addressing historical challenges to sample authenticity that

frequently undermined enforcement actions.

Laboratory analysis methodologies have similarly evolved toward greater

standardization. The FSSAI notifies specific testing methods for different food
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parameters, often adopting internationally recognized protocols developed by
organizations such as AOAC International, ISO, or Codex Alimentarius. This
harmonization with international methodologies enhances analytical consistency and
facilitates acceptance of test results in international trade disputes. The network of
FSSAI-accredited laboratories must maintain ISO 17025 certification, ensuring
adherence to globally recognized quality management standards for testing facilities.
This laboratory accreditation framework represents a significant advancement from
earlier systems where analytical discrepancies between different testing facilities

frequently undermined enforcement actions.

Scientific advancements in detection technologies have dramatically expanded the
enforcement capabilities of food safety authorities. Modern analytical instruments
employing techniques such as high-performance liquid chromatography, gas
chromatography-mass spectrometry, and enzyme-linked immunosorbent assays enable
detection of contaminants, adulterants, and unauthorized additives at increasingly
lower concentrations. This enhanced detection capability has transformed enforcement
by revealing violations that would have remained undetected under previous testing
regimes. For instance, the notorious 2015 Maggi noodles case, involving allegations
of excessive lead content, hinged on analytical results obtained through advanced
instrumentation capable of detecting trace metal contamination at parts-per-billion

levels.

The incorporation of risk-based sampling into enforcement strategies reflects growing
scientific sophistication in targeting limited regulatory resources. Rather than random
sampling across all food categories, authorities increasingly prioritize high-risk
products identified through historical data on contamination incidence, consumption
patterns, vulnerability of consumer populations, and potential severity of health
consequences. This approach manifests in targeted surveillance programs for specific

contaminants like aflatoxins in cereals, antibiotic residues in animal products, or
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pesticide residues in fruits and vegetables—all calibrated to address documented risk

profiles rather than theoretical concerns.

Emerging technologies continue to reshape the scientific foundations of enforcement
activities. Rapid testing kits employing immunological or biosensor technologies
increasingly supplement traditional laboratory analysis, allowing preliminary
screening at inspection sites. Mobile testing units equipped with portable analytical
devices enable field testing in remote locations, expanding the geographical reach of
enforcement activities. Meanwhile, blockchain-based traceability systems and Internet
of Things (IoT) devices monitoring critical parameters like storage temperature
provide new data streams for compliance verification beyond traditional inspection

approaches.

Despite these scientific advancements, significant challenges persist in enforcement
methodology. Regional variations in laboratory infrastructure and testing capabilities
create inconsistencies in analytical outcomes across different jurisdictions. The rapid
proliferation of food products, ingredients, and processing technologies continuously
outpaces the development of corresponding testing methodologies. Novel food
products, particularly those incorporating emerging technologies like nanotechnology
or synthetic biology, present unique analytical challenges for which standardized
testing protocols remain inadequate. These scientific frontiers represent the next
horizon for evolving enforcement methodologies as regulatory systems adapt to rapid

technological change in food production systems.

Legal Procedures and Remedies: How Adjudication and

Appeal Works — From AO to High Courts

The adjudicatory framework for food safety violations in India establishes a
specialized multi-tiered system designed to combine technical expertise with judicial

oversight. This framework reflects the legislature's recognition that food safety cases
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often involve complex scientific evidence requiring specialized knowledge, while
simultaneously implicating fundamental rights and significant penalties that
necessitate robust procedural protections. The resulting system attempts to balance
expeditious resolution of food safety violations against principles of natural justice

and due process.

At the initial stage of adjudication stands the Adjudicating Officer (AO), typically a
Designated Officer appointed under Section 65 of the Food Safety and Standards Act.
These quasi-judicial authorities possess jurisdiction to impose penalties for violations
not serious enough to warrant imprisonment. The adjudicatory powers of AOs extend
to most routine infractions, including substandard food quality, misbranding,
misleading advertisements, and violations of licensing conditions. The Act confers
upon these officers powers comparable to civil courts, including authority to summon
witnesses, compel document production, and receive evidence through affidavits. This
initial adjudication process typically begins when a Food Safety Officer submits an

inspection report or analytical results indicating statutory violations.

The adjudicatory proceedings before AOs follow a structured format prescribed by the
Food Safety and Standards Rules, 2011. Upon receiving a complaint or violation
report, the AO must issue a notice to the alleged violator detailing the charges and
supporting evidence. The respondent then receives an opportunity to file a written
response and present counter-evidence. The regulations stipulate minimum timeframes
for these submissions, typically 30 days, although extensions can be granted in
appropriate circumstances. Unlike conventional judicial proceedings, these
administrative adjudications often adopt a more flexible approach to evidentiary
standards and procedural technicalities, prioritizing substantive compliance

assessment over strict adherence to courtroom formalities.

When determining penalties, AOs must consider statutorily prescribed factors

including the degree of health risk posed, the gravity of the violation, history of

© Bhatt & Joshi Associates 2024 109


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

compliance, and mitigating measures undertaken by the food business operator.
Section 58 establishes monetary penalties ranging from 25,000 to X5 lakh depending
on the nature and severity of the violation. This calibrated penalty framework
represents a significant departure from earlier food safety legislation that provided
limited differentiation between minor technical violations and serious adulterations
threatening public health. The current system allows AOs to tailor sanctions

proportionally to both the violation's severity and the operator's culpability.

Appeals from AO decisions lie with the state-level Food Safety Appellate Tribunal
established under Section 70 of the Act. These specialized appellate bodies typically
comprise a judicial member (usually a former district judge) who presides alongside
technical members possessing specialized knowledge of food science, nutrition, or
public health. This composition attempts to balance legal expertise with scientific
understanding—a critical requirement given the technical complexity of many food
safety disputes. The Food Safety Appellate Tribunal exercises powers similar to a civil
court and maintains independence from the regulatory authority, providing an

important check against potential overreach by enforcement officials.

The appellate procedure before the Food Safety Appellate Tribunal requires filing a
formal appeal within 30 days of the AO's order, accompanied by the prescribed fee
and a partial deposit of any penalty imposed. This deposit requirement—typically
50% of the penalty or 10,000, whichever is less—aims to discourage frivolous
appeals while still providing access to appellate review for genuinely aggrieved
parties. The tribunal conducts de novo examination of both facts and law, with
authority to confirm, modify, or reverse the original order. This broad appellate
jurisdiction allows comprehensive reconsideration of scientific evidence and expert

opinions that may have been inadequately evaluated at the initial adjudication stage.

For more serious violations warranting criminal prosecution, the Act establishes a

parallel adjudicatory track through regular criminal courts. Section 59 prescribes
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imprisonment terms ranging from six months to life imprisonment for offenses such as
manufacturing adulterated food causing injury or death, or importing unsafe food
items. These prosecutions commence when the Designated Officer forwards
investigation reports to judicial magistrates after obtaining sanction from the relevant
Commissioner of Food Safety. Criminal trials follow standard procedures established
under the Criminal Procedure Code, including formal charges, evidence presentation,
witness examination, and defense opportunities. The higher evidentiary threshold of
"beyond reasonable doubt" applies in these proceedings, in contrast to the
"preponderance of evidence" standard typically employed in administrative

adjudications before AOs.

The High Courts constitute the next appellate forum in the food safety adjudication
hierarchy. Appeals from Food Safety Appellate Tribunal decisions reach High Courts
under Section 71 of the Act, while criminal convictions from lower courts follow the
standard criminal appellate route. High Court review typically focuses on questions of
law rather than factual determinations, examining whether lower forums correctly
interpreted statutory provisions, followed essential procedural requirements, or
reached conclusions supported by the evidentiary record. The specialized knowledge
of food regulations that characterizes lower adjudicatory bodies often gives way at this
level to broader constitutional and administrative law principles applied by judges

with general legal expertise rather than specific food safety knowledge.

The Supreme Court of India represents the final appellate authority, typically
intervening only in cases involving substantial questions of law, constitutional issues,
or matters requiring authoritative interpretation of the Food Safety and Standards Act.
The Court's interventions have proven particularly significant in clarifying the
interface between food safety regulations and other legal domains such as consumer
protection, intellectual property rights, and international trade obligations. Notable
Supreme Court decisions have addressed issues including the evidentiary standards for

proving adulteration, the constitutional validity of state-specific food regulations, and
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the scope of FSSAI's power to ban food products in the absence of explicit quality

standards.

Beyond the formal adjudicatory hierarchy, alternative dispute resolution mechanisms
have emerged to address food safety controversies. The Consumer Protection Act
provides an alternative forum through Consumer Disputes Redressal Commissions at
district, state, and national levels. These consumer forums frequently adjudicate food
safety issues from a consumer rights perspective rather than strict regulatory
compliance. Their decisions often incorporate broader considerations of unfair trade
practices and deficient services alongside specific food safety violations. This parallel
adjudicatory channel provides consumers with more accessible remedies than the
specialized food safety adjudication system, which primarily serves regulatory

enforcement objectives rather than individual consumer grievances.

Recent years have witnessed significant procedural reforms aimed at enhancing
adjudicatory efficiency and consistency. The FSSAI has established standardized
operating procedures for evidence collection and case presentation before adjudicatory
forums. Many state food safety departments have created specialized legal cells
staffed with food law experts to strengthen prosecutorial capabilities. Electronic case
management systems increasingly facilitate documentation tracking and procedural
compliance monitoring throughout the adjudicatory process. These initiatives respond
to historical challenges including case backlogs, procedural irregularities, and
inconsistent application of standards across different adjudicatory forums—issues that

previously undermined the effectiveness of the food safety enforcement regime.

Corporate Accountability: Litigation Snapshot: Maggi,
McDonald's, Nestlé, Amul, Haldiram's, Patanjali

The judicial treatment of major food safety controversies involving prominent

corporations illustrates the evolving legal landscape governing corporate

© Bhatt & Joshi Associates 2024 112


http://www.bhattandjoshiassociates.com

_ www.bhattandjoshiassociates.com

accountability in India's food sector. These high-profile cases have not only shaped
jurisprudential approaches to scientific evidence, regulatory authority, and corporate
liability but also transformed business practices and public expectations regarding
food safety governance. A critical examination of landmark litigation involving
industry leaders reveals important patterns in judicial reasoning, regulatory
enforcement, and corporate response strategies that continue to influence food safety

compliance across the sector.

The 2015 Maggi noodles controversy represents perhaps the most consequential food
safety litigation in India's recent history, establishing significant precedents regarding
product testing methodologies, regulatory authority, and corporate crisis management.
The case erupted when food safety authorities in Uttar Pradesh allegedly detected lead
levels exceeding permissible limits in Nestlé's flagship instant noodle product. The
FSSAI subsequently ordered a nationwide recall of all Maggi variants, effectively
removing a product accounting for approximately 30% of Nestl¢ India's revenue from
the market. Nestlé¢ challenged this order before the Bombay High Court, initiating
complex litigation that centered on competing scientific analyses and questions about

the proper exercise of regulatory authority.

The Bombay High Court's judgment in Nestl¢ India Ltd. v. Union of India (2015)
established several critical principles governing food safety enforcement. First, the
Court scrutinized the analytical methodologies employed by different laboratories,
noting significant discrepancies in results from various testing facilities. This judicial
examination of scientific testing protocols highlighted the importance of
methodological consistency and analytical validation in enforcement actions. Second,
the Court questioned whether the FSSAI had followed due process requirements
before ordering a nationwide ban, emphasizing that even emergency enforcement
powers remain subject to principles of natural justice and proportionality. Finally, the

judgment required Nestlé to conduct additional testing at independent laboratories but
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ultimately permitted product reintroduction upon favorable results—establishing an

important precedent for evidence-based resolution of major food safety controversies.

The McDonald's litigation of 2013 stemming from the Connaught Plaza Restaurants
dispute illuminated different dimensions of corporate accountability for food safety
compliance. When health inspectors found multiple violations at McDonald's outlets
in Delhi, including inadequate waste management systems and unreported ingredient
substitutions, the controversy quickly escalated from routine enforcement to
high-stakes litigation with significant franchising implications. The Delhi High
Court's intervention focused not merely on the specific violations but on broader
questions regarding responsibility allocation between international brands and their
local operating partners. The Court ultimately held that the parent corporation retained
ultimate responsibility for ensuring safety standard implementation across franchised
operations, rejecting arguments that attempted to insulate the global brand from local

compliance failures.

This principle of extended corporate responsibility has since influenced enforcement
approaches toward multinational food companies operating through complex franchise
arrangements in India. Regulatory authorities increasingly hold parent corporations
accountable for systemic compliance failures regardless of operational control
arrangements—a position that has prompted many international food brands to
implement more rigorous monitoring systems for their Indian franchise partners. The
McDonald's litigation thus established an important judicial foundation for piercing
corporate arrangements that might otherwise diffuse responsibility for food safety

compliance across fragmented organizational structures.

The Amul litigation regarding milk adulteration allegations in 2019 highlighted the
intersection between cooperative business structures and food safety accountability.
When testing by Maharashtra food safety authorities allegedly revealed detergent

traces in certain milk samples, the Gujarat Cooperative Milk Marketing Federation
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(Amul) mounted a vigorous defense challenging both the testing methodology and
chain of custody procedures. The resulting litigation before the Maharashtra Food
Safety Appellate Tribunal produced a nuanced examination of sampling protocols,
with the Tribunal ultimately invalidating the enforcement action based on procedural

irregularities in sample collection and preservation.

This case established important precedents regarding procedural rigor in enforcement
actions against major food producers, particularly regarding documentation
requirements for the sampling process. The Tribunal's emphasis on strict adherence to
statutory sampling protocols has subsequently influenced both regulatory practices
and corporate defense strategies in food adulteration cases. Following this litigation,
many food businesses implemented more comprehensive documentation systems for
regulatory interactions, while enforcement authorities strengthened procedural training

for field officers to withstand heightened judicial scrutiny of their sampling activities.

The Haldiram's pesticide residue controversy of 2015 illustrated the international
dimensions of food safety litigation when US authorities rejected shipments of the
company's products alleging excessive pesticide residues. While primarily an
international trade dispute rather than domestic litigation, the controversy generated
significant proceedings before Indian regulatory authorities examining whether
products deemed non-compliant for export markets could continue domestic sale. The
FSSATI ultimately permitted continued domestic distribution based on compliance with
Indian rather than American standards—a decision that sparked important public

debate about differential safety standards for domestic and export markets.

This regulatory determination highlighted the complex relationship between domestic
food safety standards and international trade requirements. The controversy prompted
many export-oriented Indian food manufacturers to adopt more stringent internal
standards aligned with major destination market requirements rather than merely

complying with domestic regulations. The litigation also accelerated regulatory
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harmonization initiatives, with the FSSAI subsequently revising several pesticide
residue standards to align more closely with Codex Alimentarius international
guidelines—demonstrating how high-profile corporate cases can catalyze broader

regulatory reforms.

The Patanjali litigation landscape reveals yet another dimension of food safety
accountability involving health claims and product advertising. The ayurvedic product
manufacturer has faced multiple enforcement actions challenging product claims
regarding therapeutic benefits, nutritional properties, and comparative advantage over
competing products. In a 2017 case before the Uttarakhand High Court, regulatory
authorities successfully secured injunctive relief against specific health claims for
Patanjali's honey products that lacked adequate scientific substantiation. The Court's
reasoning emphasized that even traditional or ayurvedic food products must satisfy

contemporary evidentiary standards when making explicit health benefit assertions.

This litigation established important precedents regarding the intersection of
traditional knowledge claims and modern regulatory requirements—a particularly
significant frontier as traditional food products increasingly enter commercialized
mass distribution channels. The Court's insistence on scientific substantiation for
health benefit claims regardless of a product's traditional usage history has influenced
subsequent regulatory approaches toward the growing segment of traditional food
products marketed with explicit health benefit assertions. Following these precedents,
the FSSAI has developed more detailed guidelines for health claims on food packages,
requiring  stronger scientific dossiers before permitting such marketing

representations.

Across these major corporate cases, several significant patterns emerge regarding
judicial approaches to food safety enforcement. First, courts have shown increasing
sophistication in evaluating scientific evidence, often appointing independent experts

to resolve conflicting analytical results rather than simply deferring to regulatory
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determinations. Second, procedural regularity has assumed heightened importance,
with even substantively valid enforcement actions frequently overturned due to
procedural deficiencies in sampling, testing, or notification processes. Third, courts
have generally balanced consumer protection priorities against principles of regulatory
proportionality, scrutinizing enforcement measures that impose substantial
commercial consequences to ensure they remain proportionate to actual public health

risks.

For corporate entities, these landmark cases have transformed compliance strategies
beyond mere technical adherence to specific standards. Leading food businesses
increasingly implement comprehensive food safety management systems that
emphasize preventive controls, supply chain verification, and robust
documentation—approaches that exceed minimum regulatory requirements but
provide stronger protection against enforcement controversies. Many corporations
have also revised crisis management protocols based on lessons from these
high-profile cases, recognizing that legal defense strategies must integrate scientific
validation, regulatory engagement, and public communication to effectively navigate

food safety controversies in India's complex regulatory environment.

Public Interest and Consumer Action: Trends in PILs and

Consumer Class Action Suits over Food Safety

The landscape of food safety litigation in India has undergone a profound
transformation with the emergence of public interest litigation (PIL) and collective
consumer actions as powerful enforcement mechanisms supplementing traditional
regulatory oversight. These citizen-initiated legal interventions have expanded access
to justice, introduced novel legal theories, and fundamentally altered corporate risk

calculations regarding food safety compliance. The evolution of these litigation forms
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reveals important insights into the democratization of food safety governance and the

judiciary's expanding role in shaping regulatory outcomes.

Public interest litigation emerged as a significant force in food safety enforcement
following the Supreme Court's procedural innovations in the 1980s that relaxed
standing requirements for matters involving broad public welfare concerns. Early food
safety PILs typically targeted systemic regulatory failures rather than specific
corporate violations. The landmark case of Centre for Public Interest Litigation v.
Union of India (2013) exemplifies this approach, challenging the FSSAI's failure to
implement comprehensive testing for pesticide residues in soft drinks despite
scientific evidence suggesting contamination risks. The Court's intervention mandated
enhanced surveillance protocols and compelled regulatory action that administrative
inertia had previously delayed—establishing an important precedent for judicial

direction of regulatory priorities in response to citizen petitions.

The procedural flexibility characterizing food safety PILs has proven particularly
valuable for addressing emerging or technologically complex food risks that outpace
formal regulatory frameworks. When concerns arose regarding genetically modified
ingredients in imported food products, traditional regulatory mechanisms offered
limited recourse due to gaps in testing infrastructure and regulatory standards. The
PIL filed by Gene Campaign v. Union of India (2018) prompted judicial examination
of regulatory preparedness for monitoring these novel food technologies. The
resulting Court directives mandated both immediate border control measures and
longer-term regulatory capacity development that might have remained unaddressed

through conventional administrative channels.

These public interest interventions have gradually shifted from challenging regulatory
inaction toward more direct engagement with corporate accountability. Contemporary
food safety PILs increasingly name specific manufacturers alongside regulatory

authorities, seeking remedies that include product recalls, mandatory testing, and
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consumer notifications. This evolution reflects growing judicial willingness to directly
supervise corporate conduct rather than merely directing regulatory agencies to
exercise their statutory authority. The Delhi High Court's intervention in Uday
Foundation v. Union of India (2019) exemplifies this trend, where the Court directly
ordered manufacturers of sugary beverages to modify product labels with enhanced
health warnings rather than simply directing the FSSAI to promulgate appropriate

regulations.

Class action mechanisms represent another expanding frontier in citizen-initiated food
safety enforcement. While India lacks the highly developed class action jurisprudence
characterizing American product liability litigation, recent statutory innovations have
strengthened collective consumer remedies. The Consumer Protection Act, 2019
introduced formal provisions for class actions and representative proceedings that
significantly enhance litigation feasibility for widespread food safety violations
affecting numerous consumers. These provisions address historical barriers to
collective actions including procedural complexity, prohibitive costs, and inconsistent

judicial approaches to multi-plaintiff proceedings.

The emergence of specialized consumer organizations as litigation initiators represents
a significant development in this landscape. Entities like Consumer Education and
Research Centre (CERC) and Mumbai Grahak Panchayat have developed specialized
legal capacity for pursuing complex food safety litigation that exceeds the resources
available to individual consumers. Their institutional longevity and accumulated
expertise enable sustained advocacy through protracted proceedings that might
otherwise exhaust individual litigants. The successful class action initiated by CERC
against various edible oil manufacturers for misrepresenting product ingredients
demonstrated the efficacy of these organizational plaintiffs in securing significant
remedies including consumer compensation, corrective advertising, and enhanced

compliance monitoring.
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Digital platforms have substantially transformed the organization and impact of
consumer-initiated food safety actions. Social media networks enable rapid
dissemination of contamination reports, coordination among affected consumers, and
public pressure campaigns that amplify litigation effects beyond formal judicial
remedies. The 2018 litigation against leading mineral water brands regarding
microplastic contamination exemplifies this dynamic, where consumer litigation
proceeded in parallel with viral social media campaigns documenting alleged
contamination. This digital amplification compelled corporate responses extending far
beyond formal legal requirements, including manufacturing process modifications and

enhanced transparency measures that exceeded the specific remedies sought in court.

Foreign litigation has increasingly influenced domestic food safety actions through
both procedural innovation and substantive legal theories. Consumer advocates have
adapted approaches from American and European collective proceedings to the Indian
context, incorporating concepts like information asymmetry, scientific uncertainty, and
corporate disclosure obligations into domestic pleadings. The successful consumer
class action against a major infant formula manufacturer for inadequate nutrient
disclosure explicitly referenced European litigation theories regarding special
disclosure obligations for vulnerable consumer populations—demonstrating the
transnational diffusion of consumer protection concepts through globalized litigation

networks.

Corporate responses to these emerging litigation forms reveal strategic adaptation
rather than mere defensive posturing. Leading food companies increasingly implement
robust product traceability systems that facilitate targeted recalls when safety issues
emerge, reducing litigation exposure by demonstrating prompt remedial action. Many
corporations have established specialized consumer response teams empowered to
resolve potential claims before they escalate to formal litigation. These proactive
measures reflect corporate recognition that the reputational and financial risks

associated with consumer litigation often exceed those presented by traditional
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regulatory enforcement, particularly when amplified through digital advocacy

channels.

Judicial responses to food safety PILs and class actions have evolved toward greater
scientific engagement rather than procedural formalism. Courts increasingly appoint
independent scientific committees to evaluate contested claims rather than relying
exclusively on evidence presented by litigating parties. This approach manifested
prominently in litigation challenging approvals for genetically modified food
ingredients, where the Supreme Court established an independent technical expert
committee to evaluate regulatory adequacy rather than limiting review to procedural
compliance questions. This scientific engagement represents a significant evolution
from earlier judicial approaches that deferred more extensively to administrative

expertise in technical regulatory domains.

Remedial innovation characterizes contemporary judicial responses to successful food
safety actions. Courts have moved beyond traditional compensatory remedies toward
forward-looking interventions including mandatory testing programs, enhanced
disclosure obligations, and court-supervised compliance monitoring. The Delhi High
Court's response to PIL challenging food adulteration in the National Capital Region
exemplifies this approach, where the Court established a specialized monitoring
committee with representation from regulatory authorities, consumer advocates, and
independent experts to supervise implementation of comprehensive testing programs

across food distribution channels.

While these citizen-initiated mechanisms have undoubtedly strengthened food safety
governance, they present certain systemic challenges that merit critical examination.
The selective nature of PIL and class action litigation inevitably directs judicial
attention toward dramatic contamination episodes or prominent branded products
rather than systematic risks affecting staple foods consumed by vulnerable

populations. This selection bias can distort regulatory priorities by channeling
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resources toward highly visible cases rather than evidence-based risk assessment.
Similarly, the scientific complexity of many food safety questions strains judicial
competence, creating challenges for courts attempting to evaluate competing expert

claims without specialized technical knowledge.

The interplay between traditional regulatory enforcement and these citizen-initiated
mechanisms continues to evolve toward greater complementarity rather than
institutional competition. Regulatory authorities increasingly view public interest
litigation as a valuable supplement to their enforcement capabilities rather than an
implicit criticism of their effectiveness. The FSSAI has established formal channels
for engaging with consumer organizations initiating food safety actions, recognizing
that these civic interventions often identify emerging risks or regional compliance
gaps that centralized regulatory structures might otherwise overlook. This
collaborative approach represents a significant evolution from earlier periods

characterized by institutional defensiveness toward citizen enforcement initiatives.

The future trajectory of food safety litigation appears likely to involve greater
technological sophistication on both sides of the courtroom. Consumer advocates
increasingly employ advanced testing methodologies, international scientific
networks, and data analytics to build compelling cases against food safety violations.
Corporations respond with enhanced preventive measures including blockchain-based
traceability systems, advanced contamination detection technologies, and
comprehensive supply chain verification protocols. This technological arms race
pushes food safety standards beyond minimal regulatory compliance toward more
ambitious safety assurance systems driven by litigation risk management rather than

mere regulatory adherence.

This evolving landscape of citizen-initiated food safety enforcement through PIL and
consumer actions represents a significant democratization of food governance in

India. By expanding access to justice, introducing innovative legal theories, and
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amplifying traditional regulatory mechanisms, these litigation forms have
fundamentally altered accountability relationships between food businesses,
regulators, and consumers. Their continued evolution will likely shape food safety
practices far beyond formal regulatory requirements, driving systemic improvements
through the powerful combination of legal risk, market pressure, and reputational

consequences that these citizen enforcement mechanisms uniquely mobilize.
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