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Case Study

Enabling

How We Helped Navigate the
Regulatory Landscape for Alternative Proteins

The client sought to understand the evolving regulatory landscape for alternative
Cli entis proteins across key global regions, including North America, Latin America, the

European Union, Asia Pacific, and the Middle East & Africa. Their focus was on
Objective approval pathways, labeling requirements, government incentives, and the key

drivers and barriers impacting industry adoption across plant-based, cultivated,

microbial, and insect-based protein clusters.

Our Strategic Approach

To support the client in making informed decisions, leB employed a research-driven,
impact-focused methodology around:

Regulatory Assessment

We analyzed regulatory frameworks, approval pathways, and labeling requirements across key
regions, offering the client a clear compliance roadmap for each protein cluster.

Investment and Commercialization Trends

We assessed investment trends in R&D and commercialization, and identified regulatory
feasibility along with the areas of government support.

Geographic Prioritization

We identified high-potential regions for alternative protein commercialization based on
regulatory support and incentives.
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Regulatory Framework for Alternative Proteins
Analyst Comments: Each type of alternative protein faces unique regulatory frameworks focused on safety and labeling. While plant-based

proteins fall under general food laws; insect, microbial, fermentation, and cultured proteins require more rigorous safety evaluations and pre-
market approval, with specific regulations varying across regions.

e Plant-based Proteins

= The FDA recommends naming plant sources in the
label, such as Soy Burgers, but no formal regulation.
Plant-based proteins do not require specific pre-
approval and fall within the general provision of general
food law in the EU (Regulation (EC) 178/2002).

South Africa enforced censorship of "meaty” terms
such as “burger” and “nugget” on plant-based products,
but this has been legally challenged by industry
stakeholders.

Insect-based Proteins

Insect proteins for human consumption are subject to
the GRAS process by the FDA, and companies must
demonstrate safety before marketing products.
Insect-based protein for human consumption is
regulated under the Novel Food Regulation, requiring
safety evaluations by EFSA and approval by the
European Commission.

Microbial Proteins

in the U.S., a pre-market safety assessment is not
mandatory if the ingredient is self-determined as GRAS.
Microbial protein is recognized under the Regulation on
Novel Foods. This means that a pre-market safety

evaluation by EFSA is required to ensure that the
microbial protein is safe for human consumption.
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e Proteins

Cultured Proteins

The regulation of cultured meat is managed jointly by the
FDA and USDA, all cultivated meat producers must
register their facilities with FDA.

The European Union treats cultured protein as a novel
food under its Novel Food Regulation (EU Regulation
2015/2283).

Singapore Food Agency (SFA) introduced the novel food
regulatory framework which requires companies to seek
pre-market assessment for novel food.

Fermentation-based Proteins

Fermentation-based proteins are evaluated under the
GRAS process by the FDA, or companies can opt for a
food additive petition.

Pre-market authorization needed in the EU for
fermentation-based products.

Pre-market approval under the Novel Foods Standard is
needed for precision fermentation products in Australia and
New Zealand.

Brazil's ANVISA considers cultivated and fermentation-
enabled meats as novel foods and defined safety
procedures for them.

b Scaling, EU Novel Food delays

/ Regulatory inconsistency, high production cost
Consumer acceptance, cost
High cost, tough global regulations
Labeling restrictions, clean-label scrutiny

Regulatory Support for Alternative Proteins
Analyst Comments: The US, UK, and EU have implemented regulations for alternative proteins and are working to refine them, while
countries like Australia, Israel, and Brazil are still developing regulations for microbial and insect-based proteins. The Plant-Based Foods
Association (PBFA) in the US is making progress in securing USDA incentives for farmers producing ingredients for plant-based foods.
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Client Impact

@ The client gained insights into the regulatory frameworks for alternative protein clusters and
identified the most promising cluster for industry adoption.

@ The client gained an overview of the regulatory pathways, labeling requirements, and investment
trends in research & development versus commercialization across alternative protein clusters.

The client prioritized key geographies for insect-based protein development and
commercialization based on regulatory support, incentives, infrastructure, and funding.
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Through our in-depth regulatory research, investment analysis, and strategic prioritization, we
not only provided the client with a roadmap for alternative protein adoption but also
empowered them to align their business strategies with evolving regulations, optimize market
entry strategies, and capitalize on emerging opportunities within the alternative protein
ecosystem.
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Ingenious e-Brain is a renowned business advisory and management consulting
firm offering high-quality, customized, and cost-effective solutions around
Technology Research, Business Research, and Intellectual Property Research to
industry leaders and innovative companies across the globe. Innovation,
knowledge, and transparency form the basis of our company’s mission and vision.
Along with cost benefits, we provide the highest quality results, ensuring foolproof
confidentiality and security. We are an ISO-certified company with offices in India,
USA, UK, Japan, and Germany.

Ingenious e-Brain has a strong team of analysts and subject matter experts with
domain proficiency devoted to helping clients grow. Our highly qualified
professionals offer tailored, value-added, and cost-effective services to our clients.
We believe in building long-term relationships with our clients, including national &
international corporations, Fortune 500 companies, world's leading research
institutes and universities as well as independent inventors.
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