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A Changing Regulatory Environment. 

Aginus A.W. Kalis
Executive Director of the MEB
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Where do I come from?

• Intern, Pain Clinic
• Transplant Coordinator, Academic Medical Centre
• Medical Director, Solvay Pharma
• Head Healthcare Management, Achmea
• Director Public Health, Ministry of Health, Welfare and 

Sport
• Executive Director, Medicines Evaluation Board
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Declaration of Interest

• Management Board EMeA
• Advisory Council TOPRA
• Board of Trustees TI-Pharma

• Board of “Cancer and Creative Arts”
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Times…
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… are changing
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Challenges (1)

• Quality standards (GCP + GMP….)
• Ethical aspects
• Counterfeit
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Challenges (2)

• Converging technologies
• Development problems
• EU regulation
• Regulatory Science
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The field is broader than just pharmaceuticals.

There is a host of products that are used in 
health care and for humans which are to a 
smaller or greater extent “adjacent” to 
pharmaceuticals: 

• medical devices 
• human tissues 
• advanced therapy products
• cosmetics
• food supplements and functional foods
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Range of products

FUNCTIONAL 
FOOD

BOTANICALS

HOMEOPATICS

TRADITIONAL 
MEDICINES

REGULAR 
MEDICINES

ADVANCED 
THERAPIES

MEDICAL 
DEVICES
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There is a certain convergence in these fields. 

Transparency and coherence in regulation 
across product categories are necessary. 

In addition, it should be clear to any user, 
producer or other stakeholder, under what 
category a product resorts.
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Blurring of ‘traditional’ boundaries

Which products cross the ‘traditional’ border 
between drugs and devices?

• Borderline Products
• Combination products
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Borderline products
• Osmotic laxans
• Cooling gel with menthol
• Active charcoal
• Heparin solution for rinsing catheters
• “Cosmetic” products, e.g. Botox / tooth

whiteners
• Electronic sigaret

Borderline discussions could be considered as 
‘indicator’ of coherence between definitions
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Super Smoker: 
pharmaceutical? 

consumer product? 
medical device?
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Converging Technologies:
Artificial Limbs

RheokneeR: joint filled with fluid with nanoparticles, with a ‘memory’
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Converging Technologies:
Retinal prosthesis

Second SightR: array of electrodes, 
attached to the retina and used in 
conjunction with an external camera 
and video processing system. 
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Converging Technologies: 
Treatment of cancer

• Targeting
• Imaging
• Therapy
• Monitoring
in one molecule
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Converging Technologies:
Deep Brain Stimulation

Parkinson’s Disease
Syndrome of Gilles de la Tourette
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Implantable materials
Stent coatings

– Nanoporous alumina and hydroxyapatite coatings increase biocompatibility and
thus efficient stenting – development phase

• e.g. AlCove Surface GmbH, Germany
• Debiotech SA, Switzerland

– Similar coatings carrying drugs for drug-eluting stents – development phase
• MIV Therapeutics Inc, Canada
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Implantation for reconstruction
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Convergence of technologies

• Convergence of technologies blurs the 
traditional boundaries between 
pharmaceuticals and the “adjacent” product 
categories 

• Cooperation and coordination with other 
sectors will be mandatory and challenging

• Even more challenging will be to aim for 
coordination and harmonization at a global 
level
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Advanced therapy products

Gene therapy productsGene therapy products

Somatic cell therapy productsSomatic cell therapy products

Tissue engineeredTissue engineered
productsproducts

Combined ATPCombined ATP

Source: EMEA
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Development problems

• Predicted “revolution in medicine” has failed to 
materialize

• High hopes in advanced therapies have not 
yet been fulfilled

• Industry always looking for “blockbusters”
• BUT: Less New Chemical Entities
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Setting the agenda on regulatory hurdles
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Consultations
In 2007, the EC (3 different DGs) has conducted 

7 consultations:
• Variations
• Medical devices
• Counterfeit
• Advanced therapy
• Pharmacovigilance
• Information to patients
• Competition
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There are no segments
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Benefit-risk 
assessment

Data and 
evidence 

Regulatory 
Logic

Regulatory governance

Regulatory learning
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Regulatory Science

• Make more boundaries or take them away? 
Be strict or flexible? 
(e.g. regarding orphan drugs)

• Lowering our standards leads to which 
consequences? 

• What guarantees does a Risk Management 
Plan give?
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The way ahead…
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