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Where once product compliance was a function of the back office 
- a box-ticking admin task - a regulatory-loaded marketplace in 
2025 ensures that non-compliance is more than just a paperwork 
headache.  

For manufacturers in key sectors like electronics, medical devices 
and other leading industries, non-compliance can destroy a 
business.  

From costly product launch delays to large financial penalties, 
certification holds to scrapped materials costs, a single 
compliance misstep can have far reaching consequences across a 
business. For example:

Why product compliance matters 
to modern manufacturers

Executive Summary

$1.7 million lost revenue for every month of a $20 million 
product launch is delayed

€8 million financial penalty for a recent REACH violation

18 months of lost revenue due to CE mark certification 
holds on medical devices

$2.3 million - average direct cost of scrapped materials 
on product recalls

On top of all those initial costs, manufacturers must also factor 
in brand damage. The cost to your reputation, to customer 
relationships, investment decisions and talent recruitment can be 
long-lasting and far-reaching.
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The scale of the challenge
As regulatory complexity accelerates - with new PFAS restrictions, expanded REACH 
requirements, and Digital Product Passport mandates - product compliance represents a 
growing portion of manufacturers’ total regulatory burden - which already consumes up to 
12% of revenues for large manufacturers. 

And that product compliance is not easy. 
 
Recent studies show 40% of compliance teams are dedicating over 5,000 hours annually to 
manual processes that scale poorly and fail frequently.

The case for better compliance reporting

While the time and effort costs for product compliance 
can seem high, the price of most manufacturers’ annual 
compliance investments is dwarfed by the potential financial 
damage of non-compliance. 
 
But get it right - with the right tracking tools and reporting 
software - and the benefits are clear. Leading manufacturers 
using integrated modern compliance platforms report:

20-30% time 
savings

No delays to 
product launch 

from non-
compliance

Payback periods 
as short as 6 

months

Companies with robust compliance capabilities respond 
faster to regulatory changes, enter markets quicker, and 
build stronger supplier relationships, creating sustainable 
competitive advantages worth millions in annual value. 

The question isn’t whether to modernize compliance 
operations, but how quickly transformation can be achieved 
before competitive disadvantages become irreversible.

Oracle customer?
Pre-built integrations reduce implementation complexity by 
up to 70%, enabling faster time-to-value.
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The regulatory landscape governing product manufacturing has 
undergone a fundamental transformation. 

What once required periodic attention from quality teams now 
demands continuous monitoring, real-time decision-making, and 
integrated supply chain collaboration. 

You only need to look at the cascade of regulatory changes 
impacting manufacturers today to realise why product compliance 
is now a core business imperative.

How compliance is now a 
strategic business function

The changing compliance landscape 

These regulations aren’t easy to follow 
or stay on top of. They bring additional 
challenges to manufacturers because 
they’re:

•	 Global in scope

•	 Technically complex

•	 Frequently updated

•	 And most importantly, they carry 
significant financial penalties for non-
compliance.

That’s why compliance is a critical 
business imperative.

The companies that recognise this shift - 
and adapt their processes with platforms 
like GoCompliance that can manage 
data, suppliers and certifications - gain 
substantial competitive advantages in 
time-to-market, operational risk, and 
supplier relationships.

The latest regulatory trends

PFAS Regulations: With the EU implementing comprehensive restrictions and the US 
introducing sector-specific controls, if you manufacture electronics you now need to 
evaluate thousands of components for trace per- and polyfluoroalkyl substances.

REACH Evolution: The EU’s REACH regulation continues to expand, with the SCIP database 
now requiring detailed substance information for products containing Substances of Very 
High Concern (SVHCs). 

Conflict Minerals Transparency: Beyond the original 3TG metals (tin, tantalum, 
tungsten, gold), now cobalt and other critical materials face supply chain due diligence 
requirements that impact companies far beyond traditional conflict-affected regions.

RoHS Complexity: The Restriction of Hazardous Substances directive now covers medical 
devices and industrial equipment, with substance restrictions updated annually and 
enforcement becoming increasingly sophisticated.
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Those businesses who don’t recognise the critical importance of product compliance will 
quickly see the damage to their brand and their bottom line. 
 
The impact of compliance failures takes on many forms.

The true cost of compliance failures
The changing compliance landscape 

Regulatory enforcement has 
intensified markedly over the 
past five years. The European 
Commission issued €45 million 
in REACH-related fines in 2023 
alone, with individual penalties 
reaching €8 million for single 
violations.

Direct penalties1
A compliance breach also 
brings legal costs, regulatory 
investigation expenses, and 
remediation activities that 
typically multiply the initial 
penalty by 3-5 times.

Related financial costs2

Product recalls triggered by 
compliance failures average 
$2.3 million in direct costs, 
including logistics, customer 
communication, replacement 
products, and disposal of non-
compliant inventory.

Product recall costs3
When products are delayed or 
held back due to non-compliance 
- like with certification holds 
- there’s a substantial cost in 
lost revenue. A delay in a CE 
mark could cost medical device 
manufacturers millions of dollars 
every month.

Lost revenue4

If one part of your medical 
device or one small electrical 
component doesn’t comply with 
a country’s regulations, you could 
miss out on that entire market. 
Non-compliance with REACH for 
example costs you access to a 
€16 trillion European market.

Missed market opportunity5
When compliance failures are 
made public, the cost to your 
brand is often unquantifiable. 
Whether it’s damaged supplier 
relationships, lost contracts, lost 
investment, or lost customer 
trust, these costs can run deep. 

Reputational damage6
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Compliance failures aren’t just about non-compliance, but also 
about ineffective, inefficient processes. Most manufacturers 
underestimate the true cost of manual compliance which can create 
a triple burden of operational inefficiency, strategic risk and resource 
waste that compounds over time:

The hidden cost of manual processes7

The operational burden

Research shows 40% of compliance teams spend over 5,000 
hours annually on manual activities - representing $250,000 in 
estimated labor costs alone. These processes are systematically 
inefficient: 45-90 days to collect complete compliance data, 
25% error rates requiring correction, and 200-400 hours annually 
consumed by audit preparation.

Strategic risk

Compliance delays directly block product launches, with each 
month costing up to $1.7 million in lost revenue for major product 

introductions. When compliance documentation isn’t ready, it 
delays revenue recognition and creates cash flow challenges.

Resource waste

High-skill compliance professionals and engineers get trapped in 
low-value data collection instead of more valuable strategic work. 
The 25% error rate in manual processes creates risk exposure 
- wrong compliance decisions can trigger recalls, regulatory 
enforcement, and market access denials that threaten entire 
product lines.

Oracle customer?
Manual compliance processes create additional friction. Engineering 

teams maintain product data in Oracle systems while compliance 
teams chase suppliers through spreadsheets and emails, creating 

dangerous disconnects between official product records and 
compliance status.
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Regulatory complexity hits different industries with varying intensity, but all face 
accelerating requirements that strain traditional compliance approaches.

Specific challenges manufacturers 
must navigate

The changing compliance landscape 

Electronics and Semiconductors

When a typical smartphone contains over 1,000 individual 
components, each potentially subject to multiple regulations 
across different markets, this is one of the most complex 
regulatory environments.

78% of electronics manufacturers cite compliance 
as their top operational challenge

Medical Devices

Dual burdens come from the combination of medical safety 
regulations with environmental compliance (RoHS, REACH, 

PFAS restrictions).

48% of medical device companies now spend over 
5% of revenue on regulatory compliance

Industrial Manufacturing

Expanding RoHS coverage and increasingly complex conflict 
minerals requirements particularly affect products containing 
cobalt, lithium, and rare earth elements

Poor supplier data collection means compliance 
documentation can take up to 90 days to complete
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Digital Product Passport Readiness

More regulatory complexity comes for manufacturers with the 
EU’s Digital Product Passport (DPP), which will require nearly 
all products sold in Europe to carry a comprehensive digital 
record of lifecycle, composition, and compliance information.

DPP Key facts

February 2027 - Mandatory battery passports

2030 - Electronics and medical devices 

Builds on existing compliance data

Current RoHS material declarations, REACH SVHC data, and safety certifications to become 
core DPP elements

Organizations with centralized compliance systems like GoCompliance will already have 
substantial advantages

Early DPP compliance and transparency will become a market differentiator

Despite all these challenges, there are clear 
opportunities for those manufacturing organizations 
who embrace product compliance with the tools and 
platforms at their disposal.

Get it right, and product compliance doesn’t just have to 
be a critical business cost. It can be a revenue enabler.
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Organizations have three primary approaches to managing compliance complexity, each 
with distinct cost implications and scalability characteristics:

Choosing the right approach
Product compliance strategy

1 Manual DIY Approach

Simple product portfolios (under 500 parts), single market focus Best for:

Spreadsheet-based tracking, email supplier communication, manual 
audit preparation

Looks like:

Lower costAdvantages:

Scales poorly and is error-prone, with slow regulatory response 
and limited audit capabilities

Limitations:

2 Managed Service Approach

Complex requirements without internal expertise, irregular 
compliance needs

Best for:

Outsourced data collection, expert consultation, project-based 
engagement

Looks like:

Access to expertise, scalable resources, reduced internal burdenAdvantages:

Outsourcing compliance can bring peace of mind, but in return 
for limited control and potentially higher long-term costs

Limitations:

https://gocompliance.com/


In the Oracle ecosystem?
Oracle’s comprehensive PLM and ERP platforms provide the structured 

product and supplier data foundation necessary for advanced compliance 
automation. Oracle-native platforms like GoCompliance can immediately 
leverage existing product hierarchies, supplier relationships, and change 

control processes.

This leads to faster implementation time, lower long-term costs 
and higher data quality.

gocompliance.com Page 9

3 Integrated Platform Solutions

Medium to large organisations with complex portfolios, multiple 
market requirements

Best for:

From hundreds to hundreds of thousands of partsScalability:

A hybrid model that combines key automations with clever oversight 
and control

Looks like:

 Automated data collection, real-time monitoring, seamless 
integration, comprehensive audit trails

Advantages:

https://gocompliance.com/
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How to find the best fit for 
your organization

Product compliance strategy

Assess your business complexity

•	 Managing 500+ parts or multiple suppliers? → Consider platform 
solutions

•	 Single market focus with simple products? → Manual processes may 
suffice

•	 Planning growth, acquisitions, or new market entry? → Invest in 
scalable platforms

Evaluate risk and revenue 

•	 Got high-revenue products where delays cost $1M+ monthly? → 
Platform investment justified

•	 Need immediate compliance responses for customers? → Automated 
systems essential

•	 Can you afford weeks for audit preparation? → Manual OK 

•	 Need speed? → Automate

Check organizational readiness

•	 Dedicated compliance team? → Platform solutions

•	 Part-time engineers? → Consider managed services

•	 Oracle PLM/ERP systems in place? → Platform integration advantages

•	 Prefer gradual change? → Managed services

•	 Ready for transformation? → Integrated platforms

https://gocompliance.com/
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When looking for the best compliance approach for your organization, you first need to 
make sure it aligns with your current needs and tech stack. 

But beyond that, you need to ensure it’s going to deliver the results you want - risk 
mitigation, time savings and new revenue opportunities. 

Of the three approaches identified here, leading manufacturers adopt integrated platforms 
that combine automation, intelligence, and collaboration to create comprehensive 
compliance capabilities that include:

A modern compliance approach - integrated, 
automated, scalable

Product compliance strategy

With continuous monitoring of 
regulatory developments across 
multiple jurisdictions, you can 
automatically identify impacts on 
specific products and materials. 
Leading platforms track over 50 
regulatory agencies globally, with 
automated impact analysis identifying 
affected products within 24 hours.

Real-Time regulatory intelligence:1
Integrated supplier portals streamline 
data collection while maintaining 
audit trails and quality standards. 
Choose a platform that supports 
multiple data exchange formats (IPC-
1752A, CMRT, SCIP declarations) and 
automated validation will give you 
data completeness and accuracy.

Automated supplier collaboration:2

Pre-populated compliance databases 
covering millions of parts provide 
immediate compliance visibility for 
your standard components. The most 
effective platforms provide coverage 
for more than 80% of components 
without supplier data collection.

Comprehensive material 
intelligence:

3
Native integration with Oracle PLM, 
ERP, and procurement systems 
ensures compliance data remains 
synchronized with your existing 
engineering and business processes. 
Pre-built connectors can reduce 
integration complexity by 70-80%

Seamless system integration:4

Robust platforms handle thousands 
to hundreds of thousands of parts 
without performance degradation. 
As your organization grows, product 
ranges expand and compliance 
demands increase, you need a 
platform that keeps up.

Enterprise scalability and 
performance:

5
Intuitive interfaces require minimal 
training while providing role-
based access and customizable 
dashboards. The best platforms 
integrate seamlessly with existing 
user authentication systems and offer 
mobile accessibility, ensuring high 
adoption rates across compliance, 
engineering, and procurement teams.

User adoption and usability:6
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Compliance automation can clearly protect manufacturers from the risks and the costs identified 
here. But is it worth the investment?

Though there can be moderate to fairly high costs associated with processes automation and 
platform implementation, the return on investment is huge and spans multiple areas

The business case for automation
Product compliance strategy

1 Labor savings:  Automated systems reduce manual effort by 20-30% for routine activities.

A manufacturer managing 5,000 parts with 2.5 FTE compliance staff could expect 
annual labour savings of $35,000-$52,500

2 Error reduction: Automation can reduce errors by 50% eliminating costly rework cycles and 
compliance violations.

3 Audit efficiency: Audit preparation time can be reduced by 40-60%, saving around $6,000-
$9,000.

4 Risk mitigation: Automated compliance monitoring reduces violation risk by 70-80%, helping 
organizations avoid penalties that can reach millions of dollars.

5 Faster product launch: For a $20 million annual revenue product, a 2-week acceleration in 
launch timing generates $770,000 in additional revenue.

6 Market access: Faster compliance verification enables earlier entry into new geographic 
markets, creating first-mover advantages worth $2-10 million for major 
product lines.

Mid-market electronics 
manufacturer

Case Study

6-month payback with $150,000 
implementation (taking 2 months) 
generating $450,000 in annual benefits 
through reduced manual effort, faster 
launches, and avoided compliance risks.
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When does automation pay for itself?

For a simple reference point, compare your annual compliance 
delay costs against platform investment:

High-stakes scenario:
Products generating $20M+ annually where 1-month 
compliance delays cost $1.7M in lost revenue

Operational scenario:
Organizations spending $250,000+ annually on 
manual compliance processes

Growth scenario:
Companies entering new markets where compliance 
speed creates competitive advantages

Oracle advantage
Organizations with Oracle PLM/ERP systems achieve faster 

ROI through pre-built integrations that reduce implementation 
complexity and accelerate time-to-value compared to standalone 

solutions.
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Configuration vs. customization:

Leading platforms provide extensive out-of-the-box capabilities for standard 
compliance requirements (RoHS, REACH, conflict minerals), minimizing custom 
development needs. Organizations should maximize standard features before 
considering customization, which increases implementation complexity and 
ongoing maintenance costs.
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Section 4

Successful compliance platform implementation requires careful attention 
to change management, technical configuration, and phased deployment to 
ensure rapid value realization.

Focus on:

The path to value
Implementing compliance transformation

Executive buy-in:

Compliance transformation requires visible C-level support with clear 
communication of strategic importance and expected outcomes.

Configuration vs. customization:

Leading platforms provide extensive out-of-the-box capabilities for standard 
compliance requirements (RoHS, REACH, conflict minerals), minimizing custom 
development needs. Organizations should maximize standard features before 
considering customization, which increases implementation complexity and 
ongoing maintenance costs.

Structured data migration:

Moving from spreadsheets and legacy systems requires a phased approach. Start 
with current product portfolios, then historical data, then archived products. This 
balances immediate value with comprehensive data coverage while improving data 
quality by 20-30%.

Phased deployment:

Successful implementations follow structured phases:

•	 Foundation (months 1-2)
•	 Pilot (months 2-3) 
•	 Expansion (months 3-5) 
•	 Optimization (months 5-8).
•	 This approach balances speed with thoroughness while allowing for course 

corrections based on early results.
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Change management:

Platform success depends heavily on user adoption. Get buy-in through early 
engagement with champions in each group, clear communication of benefits, and 
training programs that demonstrate immediate value.

Supplier engagement:

Effective supplier onboarding requires clear communication of business rationale, 
training support, and performance monitoring with regular feedback. Tier 1 
suppliers typically receive direct engagement and comprehensive training, while 
broader supplier bases benefit from self-service onboarding and automated 
support.

How to measure compliance program effective

Effective compliance programmes require specific success 
metrics that could be split into 4 categories:

Operational efficiency:

•	 Supplier response time and 
response rate (target 50% 
improvement)

•	 Data collection cycle time (target 
40% reduction)

•	 Compliance verification time (target 
60% improvement)

Quality improvement:

•	 Error rates (target 70% reduction)

•	 Audit preparation time (target 50% 
reduction)

Strategic impact: 

•	 Time-to-market acceleration (target 
2-4 weeks improvement)

•	 Market access speed (target 30% 
faster regulatory approval)

Financial performance:

•	 Compliance cost per part (target 
30% reduction)

•	 ROI achievement (target 6-8 month 
payback period)
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Product compliance has evolved from a technical requirement to a critical 
business requirement that directly impacts competitiveness, profitability, and 
long-term sustainability.

As regulatory demands continue to accelerate, this transformation demands 
board-level attention and strategic investment today.

The strategic imperative
Implementing compliance transformation

Why act now?

The Oracle Ecosystem Advantage
Oracle customers possess unique advantages for compliance 
transformation. Oracle’s comprehensive data foundations, 
specialized partner solutions, and proven integration capabilities 
enable faster implementation, higher data quality, and lower total 
cost of ownership compared to generic compliance approaches.

1. Market access and revenue protection:
Nowadays compliance failures don’t just trigger fines - they block 
market access entirely. For a leading manufacturer, losing EU market 
access could eliminate 30-40% of revenue opportunity.

2. Competitive differentiation:
Organizations with robust compliance capabilities respond faster 
to regulatory changes, enter new markets more quickly, and build 
stronger supplier relationships. These advantages compound over 
time and set you apart.

3. Technology maturity:
With massive technology advancements in recent years, 
comprehensive compliance automation is now both technically 
feasible and economically compelling, delivering 70-80% reduction 
in manual effort and 50% improvement in supplier collaboration 
efficiency.
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Product compliance is not just a regulatory checkbox. It’s not just fine avoidance or 
damage control.

It’s a competitive difference, a revenue enabler and an opportunity for sustainable 
success. 

The companies that recognise compliance as a core business capability - and invest 
accordingly - will build sustainable competitive advantages in an increasingly complex 
regulatory environment. 

The transformation from reactive compliance to strategic capability requires vision, 
investment, and execution, but GoCompliance can help.
 
With the right tools and the right platform, you can adopt product compliance as a critical 
business imperative.

Assess current compliance capabilities against industry best practices 
and regulatory requirements

Quantify the business case using ROI frameworks that account for 
strategic value creation

Evaluate integrated platform solutions like GoCompliance that leverage 
existing Oracle investments

Develop implementation roadmaps that balance speed with 
comprehensive capability development

Secure executive sponsorship for strategic compliance transformation 
initiatives

What next?
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About GoCompliance
GoCompliance turns compliance chaos into competitive advantage. 

We eliminate the manual nightmare of chasing suppliers, rolling 
up thousands of parts, and scrambling for audit documents. Get 
instant compliance visibility across your entire product portfolio, 
respond to customer requests in minutes not weeks, and launch 

products faster with zero compliance surprises. Natively integrating 
with Oracle Cloud PLM, it’s Oracle’s recommended solution for 

product compliance. 

Find out more at:

gocompliance.com
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