
2014-05-11

Copyright eviderm 1

Responsible marketing 
and regulatory challenges
with topical medicinals, 

medical devices and 
cosmetics .
MARIE LODÉN, PHARM, ASSOC PROF
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u With passion for evidence

u Creates knowledge for topicals

u Cosmetics , medicinals, medical devices

u Human studies, product development , 

expert reports , safety assessment, 

regulatory , Qulified Person

Eviderm Lab i Solna

Today

u The Skin & Topical Products

u Classification and Borderlines

u The Cosmetic Regulation ðupdates & challenges

u Claims

u Safety

u Animal testing

u Conclusions
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óWillingness-to -payó shows the 

value , ($/ month )

u Arthritis 266 

u Psoriasis 158-259

u Von Willebrands disease 185

u Acne 169

u Atopic eczema 127

u Asthma 127

u Angina 108-191

u Hypertension 102, 158

u High cholesterol 69

Parks L. J CutanMed Surg2003

Same but differenté.

uTopical products may

ué. look the same

ué..contain the same ingredients

uBut comply with different regulations

uMedicinals ( pharmaceuticals )

uMedical devices

uCosmetics

uBiocidal products

Topical products may look 
the sameé

Medicinals

Cosmetics

.. and have similar claims

Cosmetics Medicinals ( Rx)
v Indication : ómottled

hyperpigmentation , roughness

and fine lineséó. 

Dark spot correctors

Sweatducts

Pores
Inflammation 

Bloodflow

Targets for topicals

Collagen / 

muscles

Hairgrowth

ColourUV-filter

Barrier/ hydration

DesinfectantsCleansing

Systemic circulation

Sebum

production

Melanocytes
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The classification and 
regulatory pathway gives 
opportunities and 

restrictions
Medical 

Devices
Cosmetics

Medicinals

..òCleaningó, òperfumingó, òchanging 
the appearanceó, òcorrecting body 
odorsó, òprotectingó, or òkeeping in 

good condition óé

Restoring, correcting or 

modifying physiological 
functions

Biocides

Treating, alleviating 

or preventing disease 

Pharmacological, immunological 
or metabolic action

Mechanical / 

physical

Topical product

Classification

Cosmeceutical

óprotect humans, animals, 

materials or articles against 

harmful organisms ó

Animal

ócosmetics ó

(CLP)

Overview - opportunities and restrictions

Parameter Cosmetics Medicinals Medical Devices

Time-to-market Short Very long Intermediate

Presentation No diseases Diseases / healthy Diseases / healthy

Sales channels No restrictions Pharmacies , drug -stores No restrictions

Body region External , only mouth , i.e. 

not inside nose / ear /vagina

No restrictions No restrictions

Authorized by Competent
Authority (CA)

No Yes No

Product name No restrictions CA has to approve No restrictions

Ingredients Lists of banned and 

approved ingrediets

No negative or positive lists No negative or positive lists

Warnings , restrictions Certain mandatory

restrictions / warnings

Certain mandatory

warnings

No mandatory , c ase-by -

case

Ingredient listing Mandatory , harmonised

nomenclature (INCI)

Mandatory , PhEur /INN Not mandatory

Safety studies No animal studies on 

products / ingredients

No restrictions No restrictions

Clinical studies No external pre -approval , 

no reporting

Approved by CA prior to 

start and reporting of results.

Approved by CA, no 

reporting of results to CA

Marketing, claims óCommon criteria ó

EU 655/2013

Approved SPC, ethical

codes

Technical File

Example 1: Disease - lice

Pharmaceutical : Nix

u Mode of action

u Pharmacology

u Receptor

Medical Device : Paranix

u Mode of action

u Physical / mechanical

u Suffocation

Example 2: Disease ðatopic

eczema !

u Inflammation, itching , sleep disturbances

Example 2. Eczema ð
pharmacology antiinflammatory 

corticosteroids
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Example 2. Disease ð
eczema and medical device

u Clothes as medical deviceu Topical cream as medical
device

Example . Disease rosacea

u Medicinals

u metronidazol antibiotic

u Medical devices ð

u Green colouring pigment, 
UV-filter etc claimed to 

protect the skin.

Cosmetic
indication ð

stimulates muscles

- not allowed ! 

Pharmacology -

Not allowed !

The FDA said 

failure to fix 

the advertising

claims could 

lead to 

enforcement 

actions, such as 

seizure of the 

products and 

injunctions 

against their 

manufacturers 
and distributors


