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The Domino 
Effect

GROWTH IN REGULATIONS

60% Growth in Regulations in the past 5 years



Times have changed…
“We use excel & macros to document & maintain 
our regulatory requirements and supporting 
evidence. 

It has got so complex over the years & we’re at a 
point where we are unable to grow our business 
with our current processes. We need a better 
way”



A sense of uncertainty & 
a lack of control..
“We need a single source of truth to be able to 
prioritise long term projects coming down the line 
with day to day emerging issues. 

We have to be compliant or our products are 
taken off the market & we are fined.”



Lots of Manual Reporting 
for Audits & Under 
Resourced Teams…
“We are trying to get common understanding of 
what our compliance requirements are outside the 
expert teams to the rest of the organisation. 

Customers also come with questions about our 
compliance proof & we have to respond to them”



Compliance Teams are 
always putting out 
fires…
“Today is all about putting out fires. We want to 
get to a level of pure governance covering our 
blind spots. 

We can’t sell the same product for 10 years as 
regulations change all the time”



1. Vast increase in Reg changes - Complex Requirements

2. Documentation of Information - Data Silos & Manual 
Processes

3. Inefficient Processes - Lack of Confidence & limited oversight

4. Managing Change in Time - Preventing Stop Ship

5. New Market Expansion - Unable to easily determine the 
changes required 

6. Limited oversight leading to surprises & non 
compliance - Expiry of Evidence Documentation 

Market Access impacts & 
Demonstrating Compliance 

GROWTH IN REGULATIONS



Trying to keep 
on top of it all...

Industry 
& Associations

Google Alerts Events 
& Trade Shows

Mailing List, Webinar 
& Whitepaper

Paperwork 
& File Sharing

Consulting 
& Legal Services



Hidden Cost of 
Compliance 

KEY CHALLENGES

● Large, unmanageable spreadsheets to keep track of 

changes

● Disjointed processes & data siloes with ‘dumb’ 

documents

● Redesigning and retesting products

● Stop-ship in the field and rework on the production 

line



Selling Product X 
in Market Y

SOLVING THE COMPLIANCE CHALLENGE

1. Demonstrate Compliance

2. For what is Required

3. As Driven by Regulations & Standards



Holistic Market 
Access 
Solutions…

Powerful Enterprise 
Technology

Team of Subject 
Matter Experts 

Extensive Global 
Regulatory Content



Manage 
everything in 
One Place… 
● Design & Build new products with 

confidence 

● Continually monitor requirement 
changes & keep ahead of proposed 
changes before they happen

● Keep all compliance evidence up to 
date & live linked back to their 
Regulations, Standards & Requirements

TECHNOLOGY - C2P



REQUIREMENTS

C2P - The Key to 
Unlocking Market Access

EVIDENCE Procure & link evidence records to relevant 
requirements to prove compliance

Capture, analyze & manage in the platform “live” 
linked to regulations & standards. Build customized 
sets of requirements covering your products & 
countries 

STANDARDS Contextual linking to regulations & requirements 
Searchable versions & equivalences of standards

REGULATIONS
Stay in control of the evolving regulatory landscape 
with access to 70,000+ proposed & enacted 
regulations & documents

C2P



Live-Linking Regulatory Changes To Compliance Requirements

● Manuals and guidelines are often static, require regular 
updating and can be overwhelming to maintain.

● No visibility on which requirements need to be reviewed
● No easy way to navigate between regulations & 

requirements

The result? 
A disjointed, sometimes, misaligned compliance process working 
against the needs of product engineering.

Managing Compliance Requirements effectively has 
always been challenging. 



Product shall have valid CE 
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Lead restriction in EEE 
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Product Model Requirements EvidencesAttribute(s) Status
Sample Data Sample Data

Market(s)
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Expiring Evidence Documentation



Enterprise Saas 
Technology

TECHNOLOGY - C2P

The Key to Unlocking Market 
Access

Live Demo



 Q&A



Trusted by the World’s Leading Brands


