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0 The conundrumand who's to blame!

|Cosmetics Porderline |Medicines (disease and diagnosis)

1

Efficacy proves they are medicines!

Mainly superficial

Not very efficacious I

correcting or modifying physiological functions

Efficacy measurementdepends
on exacting methods finding 1
small changes.

Physiological, metabolic,immunologic

I

In-vitro, ex-vivo, in-vivo
changesin viable tissue
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We need to have freedom to play anywhere in the skin



0 | Anti ageing claims — where are we today










‘ | Believable, or not?

L’Oreal website

PRO-XYLANE, THE LATEST ANTI-AGEING
SUPERSTAR

Pro-xylane comes from a natural sugar called
Xylose and is the first global action, anti-ageing
molecule capable of rebuilding our skin's extra-
cellular matrix. In other words Pro-xylane
restructures all of our skin's support tissues. It
can deal with deep wrinkles, dry skin and
sagging, to leave our skin youthfully dense.



Supported by in-depth science

Measure of periorbital wrinkles and increase fibrillin-1 production.

“Our findings demonstrate that a commercially-available cosmetic can produce
significant improvement in the appearance of facial wrinkles following long-term
use,”

“Itis rare for such benefits to be reported for an over-the-counter anti-ageing
product and this study paves the way for larger studies with more statistical
power.” Prof. Griffiths, Univ. Manchester 2009



‘ | The claims box!

Medicines directive:

Article 1 of Directive 2001/83/EC (as amended) [3] defines a ‘medicinal product’ as:
‘Any substance or combination of substances presented as having properties for
treating or preventing disease in human beings; or

Any substance or combination of substances which may be used in or
administered to human beings either with a view to restoring, correcting or
modifying physiological functions by exerting a pharmacological, immunological
or metabolic action, or to making a medical diagnosis’.

Across the world, anti-ageing products and ingredients that are not drugs or
medicines are already in a well defined legal and advertising box.



‘ | Changing advertising rules

Verification (UK)

What does ‘verifiable’ mean?

‘Verifiable’ simply means setting out the relevant information about a
comparative claimin your ad or signposting how the information used to make
that comparison can be checked by the target audience.

The CAP Code requires that comparisons with identifiable competitor
products “must objectively compare one or more material, relevant, verifiable
and representative feature of those products” (Rule 3.35).



‘ | Claims requiring verification

Better than the leading .....
Comparedtoa£100 cream ....
Unsurpassed performance.

The most effective anti ageing ingredient

* You need to provide the ad’s audience with enough information about the
comparison to understand it. If the checking requires special knowledge most
consumers are unlikely to have, readers should be able to get a knowledgeable
and independent person or organisation to verify the comparison using that
information.

Will your own data make you a medicine?



0 | “up to” claims

Claim: Up to 60% reduction in (the appearance of) flaws

UK -10% of the sample population at the claimed value with a reasonable
spread of data to show most users get some benefit.

US — considering 50% of data at the claimed value.



0 | Anti-ageing supplements

Rejuvenate your skin from within with VERISOL Bioactive Collagen Peptides
Clinical studies have shown it to reduce eye wrinkle depth, improve skin elasticity,
counteract skin aging, support skin hydration and improve skin appearance*

Supplements work from the inside out.
Are they maintaining, improving or changing the skin and its structure?



‘ | US dietary supplement structure function claims

"structure/function" claims, within the broader category of "statements of nutritional
support,” refer to representations about a dietary supplement’s effect on the structure
or function of the body for maintenance of good health and nutrition.

notify FDA and include a disclaimer that the claim has not been evaluated by
FDA and that the productis not intended to diagnose, mitigate, treat, cure, or
prevent disease

Is anti-ageing skin care maintenance of good health and nutrition
or the treatment of a disease?



Ol Anti ageing devices and anti ageing medical devices







‘ | Device approval

“FDA approved”

510K approval = substantial equivalence determination compared to a predicate device

Can a device use the same claims made by the predicate device?

“In short, the answer is ‘no”, a firm may not merely ‘piggy back” on the claims of a similar
device without appropriate supporting data/information.” (FDA)
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‘  What does the future hold?

An active and enquiring consumer demanding access to information



0 | Validation — more demanding scrutiny of data and consumer relevance

“Whatmagnitude of change measured by the Visioscan equates to a visible

. 7
change measured by an expert skin grader or consumer?



‘ Topical anti ageing - It's only glycerin and a sunscreen
|

Almost all current, permitted, anti-ageing claims for topical products can be
achievedwith two ingredients!

Reduce the appearance of flaws
Brightens and radiance

Softness and elasticity

Plumping and firmness

Reduces appearance of age spots
Reduces age-related dryness etc.



0 | Where would you want to be?

New claims will need to cover rebuilding, regenerating, replacing,
removing, changing or improving structure and function, activating,
correcting. ...

But!

You can only claim a measurable and meaningful change in appearance
by an unspecified mechanism.



limited claims future

...products intended to affect the structure or function of the body, such as the skin, are
drugs, or sometimes medical devices, even if they affect the appearance. So, if a product is
intended, for example, to remove wrinkles or increase the skin’s production of collagen, it’s a
drug or a medical device. (FDA & MHRA)

‘ Cosmetic (topical and device) products and ingredients have a very
|

Unless the cosmetics industry challenges this position and finds a middle ground for
active anti-ageing ingredients and products you will increasingly be constrained by
regulation and a limited and ever diminishing set of claims.

Indeed, cosmetic claims for topical products may have already run their course.



0 The master plan

ICosmetics

Mainly superficial I

Moisturisers
Exfoliants
Cleansing
Hair Care

Decorative cosmetics

Efficacy measurement
depends on exacting ISBS
methods finding small
changes.

|Border|ine

Bio-Active Cosmetics
efined by efficacy in
rlc_)fdliseased states

Medicines (disease and diagnosis)

v

I

Efficacy proves they may be medicines?

a

correcting or modifying physiological functions
Pharmacologic, metabolic,immunologic

T

In-vitro, ex-vivo, in-vivo
changesin viable tissue




‘ The master plan

|Cosmetics |Border|ine Medicines (disease and diagnosis)

Bio-Active Cosmetics
efined by efficacy in
rlc_)tldliseased states

I

Cosmetic - MHRA panel
Definition of conditions cf. disease
Submission process

Body of data

A review of safety assessments
Cosmetovigilence
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Does anti ageing advertising have a future?

Yes, but!
Doing the same thing just gets you more of the same
and the world is changing!






