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Regulation of Medicinal Products
From Research to Patients…..
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The Norwegian Medicines Agency (NoMA)

 320 Employees
 Covering all aspects in 

regulation of Medicinal 
Products

 Partner in EU-network
 Cost/benefit and HTA
 Medical Device
 Advice and Support

Regulates based on;
-National law and regulation
-EU directives and regulations
-EU guidelines
-Scientific experience and knowledge



New political priorities

• Secure optimal quality in drug 
therapies

• Equal and fast access to new 
medicinal products

• Low prices on pharmaceuticals

• Create good environments for 
research and innovation

• Help business development and 
creation of new jobs !!



Who takes decisions in Norway?

Ministry of health and care

Decision Forum
-Directors from all Health Enterprises

Prescriber
Patient

MA and ReimbursementUse and Pay



European work sharing
National Authorities working in EU-network

CHMP/CVMP/CAT
Committee for Medicinal Products for 
Human Use/Veterinary Use/ATMP

 EEA-agreement 2000;
Norway fully participate in the «drug-democracy»

 Brexit !
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European Medicines Agency

Mission statement 
• The mission of the European 

Medicines Agency is to foster scientific 
excellence in the evaluation and 
supervision of medicines, for the 
benefit of public and animal health. 



NoMA fully engaged in the EU-network

•Marketing Authorisation Applications (incl. Variations)
•Central Scientific Advice
•Pharmaco Vigilance
•Development of Guidelines and Regulations

•Soon: Common Procedure for Clinical Trials



CP i 2018



Marketing Authorisation (MA)

• Medicinal products need marketing authorisation before launch in 
the market

• Robust; quality, safety and efficacy documentation required

Quality

SafetyEfficacy

Evaluation for MA

Benefit Risk

Continues in the whole life cycle



Different Procedures for Marketing 
Authorisation

• National Procedure- NP
• Mutual Recognition Procedure- MRP

• Decentralised Procedure - DCP
• Centralised Procedure - CP

European and National Law and Regulations  

• New Indications
• Changes to the SPC*

*Summary of Product Characteristics



 Central Procedure (CP), 1995 in EU, 2000 in Norway
• Mandatory for several therapeutic areas and classes of medicinal products

• For most new innovative drugs

• Application filed to EMA

• Decision valid for whole EEA
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Approvals in 2018
All New Approvals in CP



Approvals in 2018

+ 67 variations in indication



Assessment of benefit / risk

 Risk risk trade-off ?

 how much risk is acceptable for a given or anticipated benefit? 
 how much uncertainty is acceptable at the time of marketing 

authorization?

Benefit

Risk



Can the benefit/risk 
documentation be trusted         

?
-Pharmaceutical quality
-Preclinical and mode of action
-Clinical trial design, selection of patients, dose used, comparator,
endpoints (are the endpoint clinically relevant ?)
-Are trials conducted according to GCP and outcome from inspections? 
-Safety system and documentation





Decisions for Marketing Authorisation

 Scientific assessment in EU-network
Quality, efficacy and safety. RMP

 The basis for decision
Benefit vs. risk

 MA includes….
SPC, PV and labelling

 Reason for refusal
”Potential serious risk for human health”

• Based on;

Key to legal marketing!



Drug Development

Preclinical 
development

Clinical 
development Registration Post 

registration

Phase 1 Phase 2 Phase 3

Pharmacovigilance RWD

Medical use

Reimbursement

Variations
..a structured process!



Medicinal or non-medicinal product?

Is my product a medicinal product?

Legemiddel

CLASSIFICATION



What is a medicinal product?

Medicinal 
product

Food and food 
additive

Medical device

Chemicals

Quality

Safety
Adverse
events

Efficacy

Pre-approval: 
Marketing Authorisation



Medicines Act § 2 :
«Med legemidler forstås i denne lov stoffer, droger og preparater som er bestemt til eller utgis for å 
brukes til å forebygge, lege eller lindre sykdom, sykdomssymptomer eller smerter, påvirke 
fysiologiske funksjoner hos mennesker eller dyr, eller til ved innvortes eller utvortes bruk å påvise 
sykdom.»

Directive 2001/83/EC:
Medicinal product : 
(a) Any substance or combination of substances presented as having properties for treating or 
preventing disease in human beings; or
(b) 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.

Definition of a medicinal product



•Determine whether or not the Medicines Act is 
applicable for the product in question

•Ensure that patients have access to medicinal 
products that are assessed with regard to quality, 
safety and efficacy

Why classify products?

Drug



Decisions are based on an overall evaluation of a specific product 

- Function:

- Content (effect at the specific dose) – pharmacologic, immunologic or metabolic 

- Health risk 

- Presentation:

- Form of administration ( ex. FMT. iv. injection…)

- Purpose, claims, indication

- Marketing (text, images)

- How is the product perceived (historical data)

Current handling of classification



•Pharmaceutical Quality
• API* and all Excipients 

•You must document the whole 
Supply Chain

•Production:
-GMP
--environment and ethics

Product quality

Globalisation
*Active Pharmaceutical Ingredients, ICH Q7



Non-clinical data

Non-clinical 
documentation

Pharmacokinetics

Pharmacology/
Safety pharmacology

General toxicity

Carcinogenicity

Geno-toxicity

Reproductive toxicity
Environmental risk



Nieto-Guiterrez, M. (2011) European Medicines Agency.

Relevance of non-clinical studies in drug development



•Knowledge about the pharmacological and 
toxicological profile

•Used to establish a safe first dose in humans 
•Basis for risk assessment and potential safety 
measures

•Continuous benefit/risk-assessment

Why do we need non-clinical data?



Regulatory requirements throughout development



•Should be planned and 
conducted according to 
high scientific standards 
and existing guidelines!

Clinical Trials

• It’s not about believing, 
it’s about evidence!!



Definition of a clinical trial
• Any systematic study on medicinal products with the intention to provide new 

knowledge or verify existing knowledge regarding the effect or influence of the 
medicinal product on: 

• Physiological function, interaction, side effects 
• Uptake, distribution, metabolism and excretion
• therapeutic value/benefit of the medicinal product

• Applies to medicinal products with and without market authorization
• OBS: Advanced therapy is defined as medicinal products in EU

Gene therapy Cell therapy Tissue therapy Medicinal products



•Clinical trials must be approved (pre-approval)
•The application (protocol) will be assessed with 
respect to scientific validity 

• Hypothesis, endpoint, population, dosage, 
safety/monitoring, statistics

•Factors to be considered in the assessment
• Trials in early vs late phase (FIH/phase I vs phase IV)
• Authorized medicinal products vs medicinal products in 

development
• Approved indication vs new indication

Assessment of the application



Medical Device

•NoMA is the Competent Authority for medical devices



What is a Medical Device?
…any instrument, apparatus, appliance, software, material or other article, whether used 
alone or in combination, including the software intended by its manufacturer to be used 
specifically for diagnostic and/or therapeutic purposes and necessary for its proper 
application, intended by the manufacturer to be used for human beings for the purpose of: 
• diagnosis, prevention, monitoring, treatment or alleviation of disease,
• diagnosis, monitoring, treatment, alleviation of or compensation for an injury or 

handicap,
• investigation, replacement or modification of the anatomy or of a physiological process,
• control of conception, 

and which does not achieve its principal intended action in or on the human body by 
pharmacological, immunological or metabolic means, but which may be assisted in its 
function by such means

(definition § 1-5, Norwegian regulation on medical devices)



What is a medical device?
…any instrument, apparatus, appliance, software, material or other article, whether used 
alone or in combination, including the software intended by its manufacturer to be used 
specifically for diagnostic and/or therapeutic purposes and necessary for its proper 
application, intended by the manufacturer to be used for human beings for the purpose of: 
• diagnosis, prevention, monitoring, treatment or alleviation of disease,
• diagnosis, monitoring, treatment, alleviation of or compensation for an injury or 

handicap,
• investigation, replacement or modification of the anatomy or of a physiological process,
• control of conception, 

and which does not achieve its principal intended action in or on the human body by 
pharmacological, immunological or metabolic means, but which may be assisted in its 
function by such means

any device intended by its 
manufacturer to be used for a 

medical purpose 



Product development Assessment of
conformity
with
regulatory
requirements

CE-marked 
device on the
market

Manufacturer

Notified Body

NoMA

Clinical 
investigation

Inspect

Market 
surveillance

PRE-MARKET POST-MARKET

Roles and actors



Get Advice and Help

https://www.ema.europa.eu/en/document
s/other/laboratory-patient-journey-
centrally-authorised-medicine_en.pdf

• National Regulatory and Scientific Advice
• Central Scientific Advice

• Coordinated by EMA SAWP
• Work done by NCA

• Use CRO`s



“Innovation Office” at NoMA

 Give help and contribute to; «get it right the first time»
• Advice academia and investigators planning and conducting CT
• Offers regulatory and scientific advice to companies

• Start-ups, SME and Big Pharma

 Easy accessible and pro-active
Without partnering!

Mission;



Unique competence

Concept; reuse of regulatory competence

Regulation
Approvals

Control
Inspections

Research
SME

Industry

Market
Patient

Correct useAdvice



Stepwise dialogue with authorities !

Laboratory
Marketing 
AuthorisationPre-clinic Clinical trials

Idea

National regulatory and scientific advice

EMA/CXMP scientific advice

Low threshold national advice 
Regulatory strategy

Production

Pekka Kurki, FIMEA



You need to have a Regulatory Strategy!



Questions ?
www.legemiddelverket.no

www.ema.europa.eu

ask-us@legemiddelverket.no

http://www.legemiddelverket.no/
http://www.ema.europa.eu/


Current tools

• Conditional Approval
• Accelerated Assessment
• Exceptional Approval
• Orphan Regulation
• ATMP classification 
• Compassionate use
• Scientific Advice. HTA
• SME-office

New; Supporting development

• PRIME
• Innovation Task Force and EU-IN
• STARS
• Modelling and simulating

New; Development concept AP

• Incremental development
• Involving all stakeholders. HTA
• Alternative phase III- Registries 

and RWD

EU-Regulatory Tools….







Medical Devices In vitro diagnostic 
medical devices 

Active implantable 
medical devices

(Directive 98/79/EEC)(Directive 93/42/EEC)(Directive 90/385/EC)

Risk classification
Class I
Class IIa
Class IIb
Class III

In vitro diagnostic (IVD) 
Medical Device

List A
List  B
General IVD 
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