- —

Regulatory Concept
Review and
Harmonization

leatherhead
food research



Agenda

1 Focus on innovation

2 Tools to leverage the innovation process
 Regulatory horizon scanning
« Regulatory concept review

3 Summary

leatherhead © Leatherhead Food Research 2019 US Regulatory Event: regulatory concept review and harmonization a science group company 2

food research



Innovation

_

leatherhead
© Leatherhead Food Research 2019 US Regulatory Event: regulatory concept review and harmonization a science group company 3

food research



|s innovation important?

80% of executives think their current
business models are at risk of being

disrupted in the near future
McKinsey

84% of executives say that innovation

Is important to their growth strategy
Accenture, McKinsey

Innovation seems to be the leading

cause of economic growth
OECD
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Presenter
Presentation Notes
Let’s start today’s first presentation by looking at some research data. ………..
The people leading our businesses continue to believe that innovation is critical for growth



Is it worth the risk?

‘On average, the cost of launching
a new product is around $15
million’

Forbes

‘95% of consumer products fail in

the market’
Harvard Business School
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Presenter
Presentation Notes
In spite of the high costs and likelihood of failure innovation is very critical indicator for economical growth and organisation are increasingly investing in innovation. 
Well, do you think the success rate of innovation will be higher than success rate of consumer products?


Are there opportunities still to be had?

@OV

Organizations are missing
/2% of crucial growth opportunities

QOO
QOO
QOO
QOO
OO0

19 out of 20 product innovations fail
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Presenter
Presentation Notes
It can be easy to think that because everyone is innovating, there are very few opportunities. Actually, the opposite is true – almost three quarters of crucial growth opportunities remain on the table. Why am I saying that?
Because 82% of organizations run innovation in exactly the same way as they would go about achieving any regular performance gain operations. This seemed to lead to 72% missing crucial growth opportunities.
 


The symptoms of poor innovation

The top six
obstacles for
Innovation
performance

Development times too long 42 %

Selecting the right ideas 32 %

Risk-averse culture 31 %

Lack of coordination 25 %

Not enough great

_ 22 %
ideas
Marketin
_ ng 20 %
innovations
Source: BCG Global
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Presenter
Presentation Notes
There are 6 common symptoms of poor innovation: risk- averse culture:It is mainly due to they cannot accept the risk profile that start-ups do.
The CAUSE of these, is approaching innovation as an ‘every-day task’. If you recognise these complaints, it’s likely that your innovation culture is facing some obstacles

 

https://www.bcg.com/publications/2015/growth-lean-manufacturing-rising-need-for-innovation-speed.aspx

Innovation
In food
and
beverage
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Presenter
Presentation Notes
That was making reference to innovation generally,
Now I will move the focus into food and beverage…



The trends

driving change e nierne!
_ illennials, o technology
In our world elders, Sustainability and
globalization, -and e-commerce.
urbanization, environment Processing
technology

leatherhead
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Presenter
Presentation Notes
These are the trends that are shaping our industry currently:
- New consumer groups and shifting spending power (millennials etc.)
Increasing demand for transparency (e.g. origin of the products) and social impact (sustainability etc.)
Democratization of power (e.g. rise of consumer voice and demand) through digital means

You can not ignore these factors to succeed with your new concept products or maintain and optimise your current status in the market. Therefore, you are coming to us with various questions. 


How this manifests itself in our '
everyday requests L

* | want to sell my product in a new
market

 Because of consumer demand for
healthier products, | need to develop a
new ingredient

« | am not satisfied with the sales volume
of my product; why am | behind my
competitors?

| want to make a health claim to
Increase added value and to access a
new consumer group

leatherhead
food research
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Presenter
Presentation Notes
Again, to make that ‘real’ in terms of the requests we all hear on a weekly basis

As we receive many more questions that we understand mainly to overcome obstacles during your innovation process, we have developed 2 new tools to support you with leveraging your innovation pipeline.





Tools to
help

Ieatherhead © Leatherhead Food Research 2019
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Presenter
Presentation Notes
Having defined the challenges and the ‘why it’s important’, I’m now going to talk you through 2 of the tools we have developed to enable better innovation



Tools that can help

Horizon Scanning

A process that enables you to prepare
for and influence regulatory and/or
policy change in order to gain a market
advantage

Ieatherhead © Leatherhead Food Research 2019
food research

Regulatory Concept Review

An audit framework used to evaluate
the commercial relevance of a product
against clearly defined business
objectives
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Presenter
Presentation Notes
These tools are:
1 – Horizon scanning 
2 – Concept review 
..and I will talk through each in more detail on the following slides



Applying our innovation tools

Ideation

Launch Concept

Product Prototype

US Regulatory Event:
regulatory concept review and
harmonization

leatherhead
food research

© Leatherhead Food Research 2019

Maintain/
Strategy Evolve/
Optimize
|deation Concept Prototype Product Launch
Horizon ™ === e I
Scanning I |
Ideation Concept Prototype Product Launch
o [ e -
Review  demme el - — — — — = = = = e o o o o o o
NPD Challenges
Applying the tools
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Presentation Notes
But before I do that, I want to outline where, from our experience we have found these to be most valuable
I will return to this as I talk through them, but I want you to be aware that although they can be applied at any time throughout the innovation cycle, they do have different purposes and as such should be used in different ways 



Regulatory
horizon scanning

R o
L( - - ;
Ieatherhead © Leatherhead Food Research 2019
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B
What is horizon scanning?

Horizon scanning is a technique used to identify
emerging opportunities, and potential threats and
risks based on the regulatory, science and
consumer landscape.

Science

Benefits:

Provides insight at an early stage, allowing the
business to think and proactively engage (not just
react)

Consumer Regulation

- You gain time to evolve your strategy

- Provides you flexibility to plan your advocacy

- You can gain advantage in the market by
preparing your product portfolio.

leatherhead © Leatherhead Food Research 2019 US Regulatory Event: regulatory concept review and harmonization a science group company 1
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Presenter
Presentation Notes
Understanding forthcoming and proposed food and beverage legislation is critical for informed decision making. But what about the future developments that you don’t know about yet? This is where horizon scanning comes in. 
Used strategically and intelligently, it’s an effective way to keep abreast of various factors that could shape regulatory developments and impact your business. It also allows you to influence developing legislation before it is published.


Why you should be using it

And why we develop it

v The global regulatory landscape is
poorly aligned and continues to diverge
In the detall

v' The mechanism for regulatory change
is continuously shifting

v' Smaller countries have more
aggressive policy making mechanisms
and are being perceived as case
studies to more significant markets

v Consumers increasingly play a greater
role in policy-making and the adoption
of self-regulation mechanisms

I?"'—";,‘

[
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Presenter
Presentation Notes
- The global regulatory landscape is poorly aligned. Whilst regulation between markets may share common purposes, the timing or impact level of the regulations may vary depending on political climate, policy making mechanism and transparency and communication level in each country. advertisements restrictions in different countries.
- The conventional mechanism for regulatory change is continuously shifting. Normally any change to regulation has been considered over a consultation period with industry, over a multi-year timeframe and in a very transparent way. Regional influence is becoming less influential. implementation of GMO regulation
- Smaller countries have more aggressive policy making mechanisms Saudi Arabia sugar tax
- Consumers are also very critical for the policy making process. They are triggering government reflex to design new regulations. A similar reflex can be seen within industry as well, such as EU Pledge or supermarkets decision not to sell energy drinks to children under age 16.



When to use regulatory horizon scanning

Strategy

Horizon
Scanning

|deation Concept Prototype Product

Maintain/
Evolve/
Optimize

- During strategy development and prior to ideation
e.g. to determine growth opportunities with new products or markets, or divestments

- Post launch — an ongoing surveillance activity

e.g. to understand the longevity of the existing portfolio/ need to evolve

leatherhead
food research
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Presenter
Presentation Notes
During strategy development, it provides you a wide perspective by communicating various stakeholders/tools of the industry. You can eliminate or minimise overlooking different factors and possibilities.
Before ideation stage, it provides you with information regarding hurdles to consider or handle, open you the door of opportunities
Or sometimes you may need to re-evaluate your organization’s or your portfolio’s market position. Horizon Scanning supports you with findings to understand the longevity of the existing portfolio/ need to evolve 


How to use regulatory horizon scanning

Information

\ T TR R 2

Investigate availiable sources

=l N

OAO
ﬂkﬂ

v A range of information sources
harnessing consumer, science
and regulatory perspectives (not
just regulatory documents)

Media Fast moving consumer Consumer Social media
. . demands and concarns organisations
v Global research (not limited to o
target markets) ' é R
v' An ongoing process — frequency Ols snts  Autoiis  Compator

of information updates vary with
pace of change

v Focussed on specific topics of
interest based on ‘heat’ of
Interest and relevance to your
business

Funnel of critical information

Deap dive
interview with key people

A

Application and planning

Multi fuctional
detailed analysis

Ieatherhead © Leatherhead Food Research 2019
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Presenter
Presentation Notes
Core Elements of horizon scanning are: Various and correct information sources to cover maximum number of aspects. It is not limited to target markets, also can help you connecting pieces of global puzzle. Depending on the change, monitoring frequency can be adjusted. It is possible to tailor it according to your businesses interests.


The focus of

: Enables top-line investigation and |dentifies opportunities to grow and
your Horizon raises awareness to food safety expand brands into new markets
- concerns and other issues which
Scannlng have a regulatory change potential e.g. functional ingredients for infant
activity will 3 formula
e.g. nano-technology, additives
vary,

depending o

your business Monitors driving forces and incidents which may cause regulatory change

type : e.g. microplastics

Tracks policy changes continuously (even when there are weak signals) to

LI keWiSG, SO enable innovation

will your e.g. caps for sugar content, novel flavouring solutions (such as Positive
. Allosteric Modulators
reaction. )
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Presenter
Presentation Notes
What are you scanning for – 

Ingredients – what are the relevant topics
Products – are their new potential uses. 
Key issues – differences of perspective… driving forces, vs policy change. 


Imagine you are additive manufacturer. Being aware of discussions on safety concerns related to some specific additives or a manufacturing technology that you are using should alert you to look for solutions. E.g being aware of concerns and discussions about nano-technology would provide you the signals of re-visiting your portfolio and ingredients. SO depending on the severity of the discussions you may decide to continue to monitor this issue or you may immediately start searching for new technologies before those discussions evolve to regulatory changes. If you aren’t aware of this, you may lose acceleration or your market share can be shrank.
Another important point, one regulatory change can be interpreted differently by different businesses. Sugar reduction discussions mean “reformulate” to a biscuit manufacturer. However, for a flavouring developer this can mean “innovate”. So they can develop new solutions such as sweet flavour enhancers. The point is - without horizon scanning the chance of “missing growth opportunities” most likely to continue to be around 72%.


el 2y

Regulatory
concept review

leatherhead © Leatherhead Food Research 2019
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B
How to use regulatory concept review

A regulatory concept review is an audit

framework used to evaluate the commercial

relevance of a product against clearly defined
business objectives (typically related to

multiple-market compliance of formulations

and on-pack communication)

Consumer

Regulation

leatherhead
food research

© Leatherhead Food Research 2019

US Regulatory Event: regulatory concept review and harmonization a science group company 21


Presenter
Presentation Notes
Regulatory Concept Review is a tool to support you to gauge whether ideation outputs are applicable and convertible to a concept design in the markets of interest by considering the applicable science, compliance and consumer perception. 

When designing a concept, you will be inspired of a particular speciality of the existing food & beverage products. And you elevate and differentiate your concept by imagining how you can bring an added value to your product. It is fundamentally important to check that this innovative concept is in line with the regulatory frameworks  and convertible to a design at the very early stage.




How to use regulatory
concept review

When it is performed at the very early

stage it:

» Reduces the risk of time and budget
overruns, and even failures

* Quickly qualifies the commercial
relevance of new product concepts

« Aligns internal teams on the reality
of the possible

Ieatherhead © Leatherhead Food Research 2019 . . . A
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Presenter
Presentation Notes
Read these points

If you are a multi-national company in order to improve operating margins you will look for solutions. However this is challenging when you consider highly varied regulatory landscape. On top of that your add your local challenger brands growth.
BUT 
There is an opportunity – the challenger brands are closer to the consumer. You should observe them well
Multinational brands can win if they can look to the market for innovation, adapt it, and take it into multiple markets
The concept review allows you to do just that.




When to use regulatory concept review

« After ideation stage
 New market entry
« Challenger brand threat

Concept
Review

leatherhead
food research
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Ideation

Concept

Prototype

Product

NPD

US Regulatory Event: regulatory concept review and harmonization

Launch

Challenges

a science group company
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Presenter
Presentation Notes
Again, from our experience, we have found that the concept review is best applied at the early concept stage and post launch, in order to assess competitor product (i.e. adapt market innovations)
feasibility of your ideas and provides you with down-to-earth recommendations for the further stages. It also helps you when you are planning to enter new markets
Applying it after ideation helps you testing the, helps you to review your current product/concept. This tool also helps you to analysis and understand the challengers and synthesis recommendations for adapting market opportunities to your portfolio.



How to use regulatory concept review?

FORMULATIONS AND FORMATS

An independent assessment and validation of your recipe, ensuring you
are using the permitted ingredients...

» At the right levels,
* In the right formats, and
« With the right bio-availability profiles

...for the concept that you want to launch in a single market or multiple

markets Across all
markets and all

food, beverage

and supplement
categories

leatherhead
food research
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Presenter
Presentation Notes
I would like to show you some key themes that would be adapted to your specific business objectives.
 
This one simply validates your products compliance across all markets. Considers your formulation, format you want to sell your product and bio-availability level to be able to make the target claims


How to use regulatory concept review?

EMERGING TECHNOLOGIES

A global regulatory evaluation paired with scientific, toxicology and
consumer perspectives to identify the position of cessing technologies,
such as:

» Bio-fortification

» Genetic modification
* Nanotechnology

* Irradiation

All of these could enhance the nutritional, physico-chemical, textural,
sensory and safety qualities of your concept

leatherhead
food research
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Across all
markets and all
food, beverage

and supplement
categories
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Presenter
Presentation Notes
Our team of regulatory experts, ingredient specialists, nutritionists and toxicologists will work closely with you by reviewing your concept’s recipe, processing conditions and marketing plans. More crucially, our experts will investigate and generate a roadmap of actions that will strengthen your market entry plans within regulatory frameworks.    �


How to use regulatory concept review?

NUTRITION & HEALTH CLAIMS

A pre-emptive collation and mapping of robust science-based evidence
that could be used to:

* substantiate the desired nutrition and/or health claims

« advise on strategic reformulations or processing conditions to align
more closely with the provisions of the desired claims

These will consolidate the validity of your concept in terms of product Across all
markets and all

food, beverage

development and marketing plans

and supplement
categories

leatherhead
food research
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Presenter
Presentation Notes
Our team of regulatory experts, ingredient specialists, nutritionists and toxicologists will work closely with you by reviewing your concept’s recipe, processing conditions and marketing plans. More crucially, our experts will investigate and generate a roadmap of actions that will strengthen your market entry plans within regulatory frameworks.    �


Mapping the opportunity for ' « —,.

bio-fortified crops

Opportunity Area: Bio-fortified crops

These crops are created by conventional plant
breeding methodologies.

They are being developed to tackle the worrying
global trend of hidden hunger and micronutrient
malnutrition.

Approach
Scope: consumer acceptability, barriers to B2B
uptake, regulatory compliance (UK, EU, US)

and the impact on manufacturing processes in
sample recipes.

https://www.harvestplus.org/

leatherhead
food research
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Presenter
Presentation Notes
We actually did something similar to this that we are able to share with you, in order to better understand the market potential for bio-fortified crops.

Essentially, we considered the:
¬ market opportunity (market pull in application areas), 
¬ consumer reaction in order to understand how best to communicate the ingredient, and
¬ compliance with target market regulation, in this case particularly focussed on the technologies used in the in order to determine whether it was novel or not. And how this may change in the future and throughout the it’s possible application areas (e.g. before/ after processing)



https://www.harvestplus.org/

Regulatory Landscape
What is the widely accepted definition of bio

Regulatory Framework for Labels &
Claims

fortification? What are the parameters of the
definition?

What claims are permissible? What labelling
options are possible?

Regulatory
Ingredient Supply knowledge
How would the bio-fortified crops and
ingredients be provided to food
manufacturers?

Existing and New Product Developments S ful
What existing products and new concepts uccessiu
can these bio-fortified ingredients be used in? Market Entry

Qualitative research
What is the perception of UK consumers to
foods which are naturally higher in vitamins
and minerals? What are the opportunities and
challenges in driving awareness and

Scientific Consumer acceptance of these foods?

Theoretical recipes expertlze InSIght
How can the ingredients be incorporated into
recipes, taking into consideration various
critical factors including processing, risk

assessment and nutritional profiles?

Quantitative research
Which terminology resonates best with
consumers? Which product concepts excite
consumers most?

Ieatherhead © Leatherhead Food Research 2019
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Presenter
Presentation Notes
To be able to understand 


Summary

« Embrace and adapt external ideas:
Innovation is as important as it always has been but our approach is letting us down.
The influx of challenger brands can help us innovate better if we can embrace their

concepts effectively

* Think globally:
The mechanisms for policy and regulatory evolution are changing quickly and therefore
so must your monitoring techniques; single or multiple market focus is not enough

* Get ahead of the pack:
There is substantial opportunity for those organisations that can identify the early signs
of regulatory and/or policy change and proactively influence and/or respond. Make sure

you are one of them

leatherhead © Leatherhead Food Research 2019 US Regulatory Event: regulatory concept review and harmonization a science group company 2
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Presenter
Presentation Notes
- Inno. will always be part of your growth strategy but we should identify the diagnosis and treat them. By understanding challengers we can adapt their products in our portfolio successfully.
The way and pace of regulatory making is changing. Therefore your monitoring techniques should evolve too. Focusing only in one market or specific geography is not sufficient. You should also understand the big picture
Capturing early signs helps you to gain enough time to plan, influence and align. Make sure you are one of them.


leatherhead

food research
Thanks for listening!
Simon Linsley - Regulatory Manager
Simon.Linsley@l eatherheadFood.com
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mailto:Oliver.Leedam@LeatherheadFood.com

Questions
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leatherhead
food research

innovate | access new markets | realise global opportunities
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Presenter
Presentation Notes
We are proud to support many of the most loved food and beverage brands to innovate, access new markets and realise global opportunities.  

We do this by combing our scientific, regulatory affairs, and consumer insight expertise with a deep understanding of your world, generated through 100 years of collaboration with the industry.
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