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The Unique Challenges
of Nutraceutical Manufacturing

The nutraceutical industry sits at the crossroads of food and pharmaceuticals, bringing with it the innovation of
consumer wellness products and the scrutiny of regulatory oversight. For manufacturers, this dual identity
introduces a unique set of challenges that make managing day-to-day operations anything but routine. Unlike
traditional food or supplement production, nutraceutical manufacturing requires a highly disciplined, compliant,
and efficient approach across all business areas.

Top Challenges in Nutraceutical Manufacturing
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Navigating Regulatory
Compliance

wihs

Bl
Staying compliant in the nutraceutical world means
more than simply checking boxes. Manufacturers
must adhere to strict standards enforced by the Food
and Drug Administration (FDA), follow current Good
Manufacturing Practices (GMP), and often meet
additional certifications like the National Sanitation
Foundation (NSF). Compliance is a continuous
process, requiring complete documentation,
controlled processes, and real-time visibility into
production to pass audits and protect the brand's
credibility.

Inventory and Supply
Chain Complexities

Nutraceutical production depends on a complex web
of raw materials, many of which are perishable or
subject to strict handling requirements.
Manufacturers must manage expiration dates,
supplier lot details, and storage conditions while
maintaining a lean inventory to control costs. This
requires robust inventory systems and supply chain
coordination to avoid stockouts, spoilage, and costly
production delays.
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Formula and Recipe
Management

Every batch of a nutraceutical product must be as
effective and consistent as the last. This makes
precise formula and recipe management critical.
Manufacturers must account for ingredient potency,
allowable variances, and regulatory guidelines while
adjusting for seasonal raw material or supplier
variations. The ability to version and control
formulations is essential for maintaining compliance
and customer trust.

Quality Control and
e Lot Tracking

Every capsule, powder, or liquid produced puts
consumer health at risk, putting intense pressure on
quality control and lot traceability. Quality must be
built into every production stage, whether testing raw
materials, monitoring in-process checks, or verifying
finished goods. When something goes wrong,
manufacturers need instant access to lot data for
fast, targeted recalls that minimize risk and protect
public safety.
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Demand for nutraceutical products can fluctuate with trends, seasons, or consumer behavior. Manufacturers
must respond quickly without sacrificing efficiency or overextending resources. Achieving this balance requires
flexible production scheduling, real-time visibility into operations, and systems that can adapt to shifting
priorities without compromising compliance or quality.

Nutraceutical Industry at a Glance

The nutraceutical industry thrives as health-conscious consumers drive demand for dietary supplements,
functional foods, and fortified beverages. Once a niche segment, it has rapidly become a global economic force,

and it's only gaining momentum.

"y By 2027, the global nutraceutical market is expected to reach $470.9 billion, fueled by

e growing interest in preventative health, wellness, and natural remedies.! Consumers are
/J increasingly turning to nutraceutical products to support immunity, digestion, heart

health, and more.

In the United States alone, more than half (57.6%) of

‘ 63 o 8% adults aged 20 and over reported using dietary

supplements in the past 30 days, with usage notably
+ higher among women (63.8%) than men (50.8%).2

These numbers underscore nutraceuticals' broad appeal
and widespread integration into daily life.
o
;T:SB ® 50.8%
(o)
57.6% .
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Nutraceutical Manufacturing Surge

The global nutraceuticals market size was estimated at USD 591.1 billion in 2024 and is projected to grow at a
CAGR of 7.6% from 2025 to 2030. This surge is driven by increasing demand for dietary supplements and
functional foods and the need for specialized manufacturing capabilities. Notably, liquid oral formulations are
emerging as the fastest-growing segment, reflecting a shift in consumer preferences toward more convenient
and palatable supplement forms.

This surge in demand presents manufacturers with both opportunity and complexity. More SKUs, tighter
regulations, and greater scrutiny of quality and transparency mean companies must operate with precision,
speed, and adaptability. Industry-specific ERP systems can help nutraceutical manufacturers rise to the
occasion, empowering them to streamline operations, ensure compliance, and remain agile in a dynamic
market.

Micro-Verticals in Nutraceutical
Manufacturing

Not all nutraceutical manufacturers are the same and treating them as such can lead to operational
inefficiencies and missed market opportunities. That's why industry leaders are shifting from generic ERP
systems to solutions designed for micro-verticals, subsegments of the nutraceutical industry with specialized
needs. In the nutraceutical space, examples include:

% Vitamins and g\ Botanicals and Herbal
Supplements 2, Extracts

Functional Foods and

Beverages
Sports Nutrition e Protein Powders and 2 Gummy, Softgel, and
Products B ‘E’ Drink Mixes Capsule Manufacturing

Nutritional Qils and
Tinctures

aO
00

Pet Supplements
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Why It Matters

Micro-vertical-specific ERP solutions understand and support the distinct processes, documentation needs, and
compliance regulations each niche requires. With built-in best practices for your micro-vertical, you get:

® Faster implementation with less customization
® Better regulatory alignment (FDA, GMP, FSMA, etc.)
® More relevant dashboards, reports, and workflows

® A competitive edge through operational agility

The Role of Industry-Specific ERP in
Addressing Challenges Faced by
Nutraceutical Manufacturers

Manufacturers navigate a complex landscape as the nutraceutical industry continues evolving rapidly, driven by
heightened health awareness, expanding global markets, and increasingly strict regulations. While Enterprise
Resource Planning (ERP) systems are critical for managing business operations, not all ERP systems are
created equal. Generic ERP platforms, though widely used across industries, often fall short of meeting the
nuanced demands of nutraceutical manufacturing. That's where industry-specific ERP solutions tailored to
process manufacturing come into play.

Ready to Choose the Right ERP for Your

o DCHHATEY

Nutraceutical Business?

Use this comprehensive checklist to make your ERP selection process
more focused and effective.

Download now!
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https://www.batchmaster.com/requirements-checklist-help-you-evaluate-erp-systems/

Category

Industry Fit

Compliance
& Regulatory
Support

Formula
Management

Lot Traceability
& Recall

7)o Quality Control

Shelf-Life &
Expiration
Tracking

Production
Planning
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Generic ERP Systems

Designed for broad, cross-
industry use

May lack tools for FDA 21 CFR Part
11, GMP, NSF, etc.

Basic support; does not handle
potency or scaling effectively

Limited tracking, manual recall
processes

QC is often added through bolt-
ons or manual steps

May not track expiration dates
effectively

Generic planning tools are less
responsive to demand volatility

ERP Tailored to
Nutraceutical Manufacturing

Purpose-built for process
manufacturing, especially
nutraceuticals

Built-in compliance with FDA, NSF,
GMP standards; automated audit
trails and batch records

Potency-based formulas, real-time
batch adjustments, version control,
and master formula access

Full lot traceability from raw
materials to finished goods; fast,
accurate recall capabilities

Integrated QC with automated
workflows, testing, and
hold/release functionality

Expiration tracking across all
stages; FIFO inventory,
automated alerts to reduce waste

Demand-driven planning and scheduling;
visibility into capacity, materials, and
inventory for agile production
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ERP Tailored to

G IEImEE EN P S Nutraceutical Manufacturing

Customization High customization is required to O_ut-of-the-box.functionality tailored to
N meet nutraceutical needs industry requirements, reducing the
need for custom work

Enhanced visibility across
compliance, quality, inventory, and
production operations

Operational Limited real-time insights into
Visibility critical areas

Risk of Higher risk due to manual Reduced risk through automation
Compliance processes and lack of built- and embedded regulatory

Violations in controls workflows

Scalability for
Process
NG S and compliance

Scales batches by potency and

Struggles with batch scaling and i )
regulatory rules, ensuring consistency

formulation adjustments

Why Generic ERP Systems Fall Short for
Nutraceutical Manufacturers

Generic ERP systems are designed with a broad brush to offer baseline functionality to various industries. While
this versatility may benefit some businesses, it leaves process manufacturers with critical gaps, like those in the

nutraceutical space. These gaps are most evident when compliance, product integrity, and traceability are non-
negotiable.

For instance, generic ERP platforms may lack features for handling potency-based formulas, scaling batches
based on active ingredients, or complying with FDA 21 CFR Part 11 requirements. They may also provide
inadequate support for lot tracking, recall management, and shelf-life control—mission-critical functions in
nutraceutical manufacturing. Trying to force-fit a general solution into a specialized environment can lead to
inefficiencies, increased compliance risk, and poor visibility into operations.

The bottom line: when your business revolves around exacting standards, tight regulations, and customer
safety, a one-size-fits-all ERP just won't cut it.

o BATCHMASTER

Process Manufacturing Software

www.batchmaster.com



ERP Considerations for Different
Nutraceutical Business Models

In the nutraceutical industry, manufacturers operate under various business models—each with its own
complexities. Whether you're a contract manufacturer producing supplements for multiple brands, a private
label company offering ready-to-brand formulas, or a white label producer providing generic products for mass
distribution, your ERP system must align with how you do business.

Contract
Manufacturers

=

Nutraceutical brands hire contract manufacturers to
produce custom formulations, often based on
proprietary recipes. These manufacturers must juggle
multiple clients with distinct product specifications,
regulatory requirements, and confidentiality
agreements.

What to look for in an ERP:

® Recipe/formula management with version control
® Strong batch production capabilities

® Client-specific documentation and labeling

® Robust compliance and traceability features

® Secure access controls to protect intellectual
property
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Private Label
Manufacturers

Private label manufacturers offer a catalog of ready-
made formulas that brands can market as their own.
While less complex than custom manufacturing, this
model still requires packaging, labeling, and order
processing flexibility.

What to look for in an ERP:

® Product configuration tools for labeling and
packaging variations

® Customer-specific pricing and order tracking

® Inventory management that supports quick
turnaround

® Tools for forecasting demand across SKUs and
customers

www.batchmaster.com



White Label
Manufacturers

White label production involves creating generic, mass-
produced products that multiple businesses can brand
as their own. These operations focus on scale, speed,
and efficiency.

What to look for in an ERP:
® High-volume production planning and scheduling

@ Standardized BOMs (Bills of Materials) and
production workflows

® Strong warehouse and inventory control

® |[ntegration with e-commerce and retail distribution
systems

Hybrid
Manufacturers

@

Many nutraceutical companies today blend business
models—doing contract work while also selling private
label or branded products. This complexity requires an
ERP system that can handle multiple revenue streams,
product types, and customer relationships.

What to look for in an ERP:

® Multi-channel sales and distribution support

® Flexible formula and production management

® Role-based dashboards for different departments

@® Financial reporting segmented by business line or
customer

The Benefits of ERP Tailored to
Nutraceutical Manufacturing

Industry-specific ERP systems are designed from the ground up to meet the demands of process
manufacturing. For nutraceutical companies, this means out-of-the-box features that align with the realities of
daily operations, without the need for costly customization. Let's look at how a tailored ERP system can

transform nutraceutical manufacturers' operations.
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Ready to Choose the Right ERP for Your

Nutraceutical Business?

Use this comprehensive checklist to make your ERP selection process

more focused and effective.
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https://www.batchmaster.com/requirements-checklist-help-you-evaluate-erp-systems/

i
E}
Compliance in the nutraceutical industry is not
optional—it's mandatory and complex. An industry-
specific ERP solution helps automate compliance by
embedding regulatory requirements directly into
workflows. This includes built-in checks for Good
Manufacturing Practices (GMP), automated
generation of batch production records (BPRs),
electronic audit trail signatures, and documentation
supporting the Federal Drug Administration (FDA),
National Science Foundation (NSF), and international
standards. With compliance baked into the system,

manufacturers can minimize the risk of violations
and reduce the manual burden on their teams.

Q.

Traceability is paramount when public health is
involved. A purpose-built ERP provides end-to-end lot
traceability—from raw material receipt through
production to final shipment. In the event of a recall,
manufacturers can quickly identify affected batches,
trace every component to its source, and act swiftly
and accurately. This level of visibility protects
consumers and safeguards the company's
reputation.

Automation

Lot Traceability &
Recall Management
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Regulatory Compliance

Formula Management
& Adjustments

Nutraceutical formulations often involve active
ingredients with variable potency, requiring precise
calculations to ensure product consistency. A
process-specific ERP supports potency-based
formulation and real-time adjustments to ingredient
quantities during batch production. It also allows for
version control, secure access to master formulas,
and the ability to scale batches while maintaining
regulatory compliance and product integrity.

Quality Control
ﬁé} Integration

In an industry where quality defines brand credibility,
integrated quality control (QC) is essential. An ERP
designed for process manufacturing supports QC
checks at every stage—raw materials, in-process,
and finished goods. Automated QC workflows,
sample testing, and hold/release functionality ensure
that only products meeting defined standards move
forward. This results in fewer deviations, better
consistency, and documented proof of compliance.
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Expiration Date &
Shelf-Life Tracking

Nutraceutical products have finite shelf lives, and
delivering effective, safe products depends on proper
expiration tracking. Industry-specific ERP systems
track expiration dates across raw materials,
intermediates, and finished goods. Automated alerts
and FIFO (First In, First Out) inventory management
help reduce waste and ensure that only viable
products reach customers.

E-—g‘ Production Planning
& Scheduling

Demand in the nutraceutical industry can be volatile,
especially with trends driven by seasonality or health
scares. A tailored ERP supports demand-driven
production planning and scheduling, aligning
manufacturing capacity with real-time demand. This
helps reduce downtime, optimize labor and
equipment use, and avoid over- or underproduction.
Planners gain visibility into capacity constraints,
material availability, and inventory levels, resulting in
smarter decisions and leaner operations.

Real-World Case Study: How Bio-Botanica
Improved Efficiency and Control with an

Industry-Specific ERP

Bio-Botanica, a family-owned manufacturer of botanical extracts and supplements, has served the
nutraceutical and personal care markets for over 50 years. With a reputation built on quality, scientific integrity,
and innovation, the company operates in a highly regulated space that demands precision and traceability.

As the business grew in complexity, managing hundreds of natural ingredients, evolving compliance
requirements, and expanding production volumes, Bio-Botanica recognized the limitations of its legacy
systems. Manual processes and disconnected tools created information silos and made it challenging to track
materials, ensure quality at every stage, and accurately forecast production.

Bio-Botanica implemented an ERP system for process manufacturing to address these challenges. This
industry-specific platform provided them the tools to effectively manage formulation, production, inventory,
compliance, and quality—all within a single integrated system.
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Some measurable improvements included:

Streamlined Production Scheduling: Bio-Botanica could better align production with demand with more
accurate forecasting and real-time inventory data. This minimized downtime and improved on-time delivery.

Enhanced Quality Control: The ERP system provided built-in quality checkpoints at every production stage,
from raw material intake to finished product testing. This helped ensure consistency and regulatory compliance
and reduced the likelihood of costly rework or recalls.

Improved Data Visibility for Decision-Making: With centralized, real-time data, Bio-Botanica's teams—from the
plant floor to senior management—could make faster, better-informed decisions. Whether managing inventory
levels or adjusting production schedules, having immediate access to actionable insights was a game-changer.

Significant Gains in Efficiency and Savings: According to Bio-Botanica, implementing the new ERP system
helped them save time and labor while improving compliance documentation and batch tracking. The system's
traceability features gave them complete visibility into raw materials and product movement, enhancing their
readiness during a recall.

Today, Bio-Botanica continues to meet the high standards of its industry while scaling its operations more
effectively and efficiently. The ERP system didn't just support day-to-day tasks—it gave them a stronger
foundation for future growth.

Before ERP After ERP Implementation
Production Manual forecasting, difficulty fosrgceaasTilrigzdn(sjcrtzcljl:ilmi ;’;’]i\:cgnigi; rdaéia'
Schedulin ligni ducti ithd d ) g
uling aligning production wi eman reduced downtime and delays
. . Built-in quality checkpoints at every
Quality Quality checks are stage; improved consistency, compliance,
Control performed manually and reduced rework/recalls
S Centralized, real-time data for fast,
I?at%Ws_lt_)lllty deIaFr:c%?::iz?cc)lnc-li::l'(in informed decisions across all levels of
or becisions Y g the organization
Operational Time-consuming processes. limited Improved labor efficiency, compliance
Efficiency & o gp oy documentation, and batch tracking; enhanced
; traceability, and documentation S :
Savings traceability and recall readiness
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Common Operational Improvements with
Industry-Specific ERP

Reduced Compliance-Related Errors

Compliance in nutraceutical manufacturing isn't static—regulations change, documentation must be precise,
and audits can happen anytime. With an ERP system built for process manufacturing, regulatory checkpoints
are integrated into every workflow step. Automatic documentation generation, electronic signatures, and
validation checks help prevent errors before they become liabilities. The result? Fewer compliance gaps, cleaner
audits, and reduced risk of costly violations.

Increased Efficiency in Inventory and Production

Real-time visibility into inventory, coupled with demand-driven production planning, enables manufacturers to
reduce overstock, prevent shortages, and minimize waste. ERP systems for process manufacturing support
advanced planning and scheduling, which helps optimize equipment usage, align labor with production needs,
and improve overall throughput. Manufacturers often report significant reductions in production downtime and
material loss after implementing a tailored ERP.

Faster Recall Response Times

When safety is on the line, time is critical. With full lot traceability and integrated quality control, ERP systems
can quickly identify affected batches, trace ingredients back to their source, and provide the necessary
documentation for recall execution. What took days or weeks to track down can now be accomplished in hours,
helping protect the public and the brand.
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Conclusion

Nutraceutical manufacturing is unlike any other industry. It demands precision, compliance, visibility, and
flexibility—all at once. Balancing formulation accuracy, stringent regulatory requirements, fluctuating demand,
and tight quality controls requires more than a one-size-fits-all solution. That's where industry-specific ERP
comes in.

Choosing the right ERP system starts with knowing exactly what your business needs. To help nutraceutical
manufacturers confidently evaluate ERP options, we've created a comprehensive ERP Requirements Checklist.
It covers everything from industry-specific functionality and compliance features to inventory, production, and
quality control capabilities. Whether you're a contract manufacturer, private label, or managing multiple product
lines, this checklist will guide you through the critical features to consider.

f-——1 Ready to Choose the Right ERP for Your
: | Nutraceutical Business?
. Use this comprehensive checklist to make your ERP selection process

more focused and effective.

Download now!

Designed with the unique needs of nutraceutical manufacturers, a tailored ERP system enables companies to
meet today's challenges while preparing for tomorrow's opportunities. The right ERP platform is a strategic
asset, from managing formulas and tracking lots to ensuring compliance and enabling sustainability.

For More Information:

& 949.583.1646 X 2
@ www.batchmaster.com
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