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Course

Learning Objectives

2 - 3 March 2017
Riga, Latvia

Get an in-depth understanding of 
the current regulatory framework in 
Parallel Import industry

Gain a complete picture of today’s 
hot topics in Parallel Import

Review key aspects of economic, 
political and legal influences on 
Parallel Import

Know the minimum requirements 
for Parallel distribution and 
importing

Understand the issues 
surrounding reimbursement 
systems for Parallel Import

See the future outlook for Parallel 
Import

Study packaging and re-packaging 
requirements in Parallel Import

The course is providing in-depth understanding of the hot topics in today’s parallel import 
industry of medicinal products. This course is catered for all companies involved in parallel 
import

Please note that the number of places is strictly limited
Do not miss your opportunity to register with Early Bird discount till 19 January 2017
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Parallel Import
Two-day Training Course

Performance & Knowledge Objectives
 Clarify the latest requirement for registration of PI 
medicines

 Understand political and legal challenges in PI 
industry

 Comprehend key issues surrounding successful or 
unsuccessful PI registrations

 Manage quality and distribution issues to avoid 
non-compliance

 Become an expert in PI reimbursements to achieve 
more access to products

 Know the pitfalls in PI compliance: 
pharmacovigilance, GDP & GMP, labelling

 Be aware of what to expect in the future of Parallel 
Trade

Who Should Attend?
This course will be beneficial to all personnel working 
in Parallel Import & Trade companies, as well as 
Regulatory Affairs personnel in pharmaceutical 
companies manufacturing the finished product:

 Regulatory Affairs
 Product Information
 RA Compliance
 Batch releasing
 Parallel Importers
 Parallel Distributors
 Personnel from other departments who have 
responsibilities in PI industry, such as manufacturing, 
government access, pharmacovigilance, quality, etc.

Your Distinguished Trainer
Heinz Kobelt, Director European Affairs, European Association of Euro-Pharmaceutical 
Companies
Heinz Kobelt holds the position of Director European Affairs of the EAEPC after having served as its Secretary 
General from February 2005 to April 2011. The European Association of Euro-Pharmaceutical Companies 
(EAEPC) is the representative voice of pharmaceutical parallel distribution in Europe. Through national 
association or individual company membership it encompasses some 70 companies from 21 countries in the 
European Economic Area (EEA). Before that, from 2001-2003, Heinz was Head European Government Affairs 
of Novartis International, located in Brussels. From 1990 – 2001, Heinz Kobelt worked as an international 
public servant in the Secretariat of the European Free Trade Association (EFTA), where he participated in the 
negotiations of the EEA Agreement and held various positions as economist and policy analyst. He was 
stationed in Geneva, and from 1992 in Brussels.  Heinz holds a degree in economics (Dr. oec) from the 
University of St. Gallen, Switzerland.

In-House Training
Would you like one of our training courses delivered at a time and location to suit you? Would you like us to 
develop a course to meet your Team’s requirements? Address your Team’s specific needs with a tailored 
training approach!

Our in-house training can provide you with the flexibility you need whilst providing value for money. 
There are several options available if you wish to access our in-house training:

1. Off the shelf: choose from our range of available programs
2. Tailored: have one of our current courses tailored to suit your programme’s specific needs
3. Find solutions to real problems by incorporating your own case studies and examples
4. Bespoke: let us develop and deliver the course unique to You, based on the analysis of Your requirements

For more details or initial consultation, please contact our Rephine Balticum Training Specialists Team



Parallel Import
Two-day Training Course Agenda

DAY ONE
Introduction 

Overview on European PI market
 Drivers on import markets
 Dynamics for export markets

Regulation
 How to become a parallel importer?
 License to operate: Regulatory requirements and 
necessary infrastructure
 Parallel distributor: both GMP and GDP regulated – 
practical consequences

Product specific approvals: The difference 
between centrally and nationally approved 
medicines
 Trademark notification to originator; traps to avoid
 Retention samples
 Other regulatory requirements: PIL, braille 

Repackaging and trademark
 The trademark doctrine for the standard case: the 
5 BMS conditions
 Relabelling vs re-boxing: case law; the role of 
regulators; and practical examples
 The Specific Mechanism: update on requirements 
and pitfalls
 Will the transposition of the FMD bring changes to 
packaging rules?

Quality assurance
 Batch release certificate
 Product recall scenarios
 Batch tracking; reconciliation of inputs used for 
repackaging
 Pharmacovigilance

The supply chain
 Applying the revised GDP Guidelines
 Due diligence of suppliers – good practice 
examples
 Temperature monitoring

Reimbursement of PI
 PI must provide a benefit if it is working properly! 
The question is where to attribute a gain on margin? 
The payers should get their fair share
 The legal rule of non-discrimination and its 
application:  Current national reimbursement or 
pricing practices across Europe

DAY TWO
PI provides competition – but where are the 
competition authorities?
 Manufacturers try to limit exports, not imports: 
practical implications
 The main scenarios: cartelistic agreements; refusal 
of supply; dual pricing
 The Bayer Adalat case: unilateral supply quotas
 The Lelos ruling: securing supplies from a 
manufacturer in dominant position
 The saga of dual-pricing in Spain (GSK Spain)

Parallel distribution and politics – the need for 
getting organized in national associations even if 
its members are commercially competing each 
other
 Services rendered by a (national) association
 Infrastructure requirements and possible costs of 
an association
 The EAEPC as European umbrella organisation
 Medicines shortages, and the scapegoat is parallel 
exports? Member states export restrictions, and the 
response by the EU Commission

The implementation of the Falsified Medicines 
Directive: towards a pan European medicines 
verification system
 Obligations for parallel distributors, importers and 
exporters alike, under the FMD
 Presentation of the EMVS and the practical 
integration of parallel distributors, in their capacity 
as manufacturers, into the verification system
 Costs and benefits from PD perspective
 Impact on repackaging, notably from the 
requirement to replace safety features with 
equivalent ones, i.e. the unique identifier UI and the 
tamper evidence device

Outlook:
 Opportunities, risks and challenges ahead
 The economic basis for PT is likely to persist (i.e. 
price differences, the single market and EU 
exhaustion rules)
 Scarcity of supplies a cost driver but also a 
potential risk to safety: the need to know your 
supplier (and the role the EMVS will play to enable 
that)
 Certain Member States may look at intervening on 
the market on grounds of protecting public health – 
the sector should engage with policymakers to 
address this threat


