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EAEPC – who we are

• Founded in 1998

• Ca 100 firms in 24 countries in the EEA - Direct members or 
national associations

• All products handled by EAEPC members have national or EU 
regulatory approval and are exlusively sourced from and sold to 
EEA markets

• Parallel distribution is regulated by both GDP and GMP rules: 
distributors who repackage are regulated like manufacturers and 
are holders of a manufacturing authorisation

• The number of parallel distributed medicines packages in Europe 
is estimated around 120-140 million packs p.a.



Myths about parallel exports

• Parallel trade benefits only the rich economies in Europe

• Parallel exports create shortages of medicines and deprives 
poor patients from access to needed medicines 

• Through parallel exports counterfeit medicines enter into 
the legitimate supply chain

 FICTION vs. FACTS



PT only a benefit for the rich economies and 
traders
o Large PI markets are Germany, UK, DK, SWE, IRL.

o Not all medicines in these countries are expensive; they are also 
“exporters” but for a different range of products

o Reimbursement rules are decisive for both the share of PI and the 
allocation of benefits along the supply chain. EAEPC position: payer 
should be among beneficiaries

o Examples: Denmark, France, UK

• Situation in new Member States: Often higher prices for innovative meds 
than average EU 15;  Higher co-payments on average;  Specific 
Mechanism blocks exports, but not completely.

• PI exists in Italy, Spain, Bulgaria, Romania, Czech Republic, Poland, Baltic 
area 
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Poland: Competition pure and simple
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CZ: Parallel import brings savings

Price of Mirena from manufacturer and parallel importers 

JAN 2013-JAN2015 – 30% savings



Distribution today – some pointers

• Most Member States have implemented some form of “public service 
obligation”, following from Art. 81 of Dir 2001/83/EC

• Wholesalers can only make excess stock available for parallel distribution  

• Supply quota management limits availability for wholesalers

• Wholesalers are structurally weak (in terms of comp law) – fear of DTP

• A price decrease does not impact national demand – no more prescriptions –
same quota calculations - input volume remains stable

• Manufacturers actually exercise control over downstream volumes

 CONTRARY TO INTUITIVE BELIEF, AND GIVEN THE CONSTRAINTS OF 
PHARMACEUTICAL DISTRIBUTION: PRICE CUTS IN CERTAIN MARKETS DO 
NOT AUTOMATICALLY LEAD TO MORE “EXPORTS”



Aspen: a case of price manipulation
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The company was fined by Italian CompAuth, and investigated by DG COMP



No imports without exports

past
• From South to 

North

• Limited range of 
products

present
• Trade across the whole of Europe 

as price differentials become 
more diverse

• Fluctuations between markets, 
as currencies, prices and 
reimbursement may change

• Quota systems limit availability

• Parallel distributor will seek 
larger portfolio of products, and 
new source markets 

Scrip: all products and all countries can be subject to import or export.

 IMS: Value stable; more products affected, but decreasing number of 

packs per product.

Status
Level of parallel 
trade in Europe 
stable over 5 yrs,
ca. 4.5 Bln € 
import sales, less 
than 3% of 
pharma market.



Parallel export creates medicines shortages ! ?
• Reports about shortage of crucial medicines in US or CH, where no parallel 

distribution exists

• Greece: No shortages in 2007/8 when export levels were >800 mio and 
double those of today, but now allegations of shortages appear 

• Cost control – pricing pressures – margin squeeze in supply chain –
reimbursement delays: many turn to export  to keep up liquidity

• No more buffer stocks in the supply chain (cost of capital)

• Quality related medicine recalls lead to scarcity, locally or EU wide

• EMA WG on shortages due to manufacturing issues (since Nov 2011)

• Italy, UK: pharmacies point at quota systems limiting availability

• Too simplistic to put blame on trade !

 EAEPC takes shortages very seriously – but do we know enough about 
the causes? 



Shortages are multi-faceted

Shortages cannot be attributed only to parallel trade, as the 
Romanian Health Minister alleges.
Manufacturing and quality issues

are predominant (France, EMA work)

Commercial with-

drawals

Quota systems

Supply disruption
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SIRPL (Association of Parallel Importers of 

Medicinal Products, Poland) – report on 

availability of selected medical products to 

patients  

 

Warsaw, May 2012 

 

 

 



Birgli Conclusions
• Each stakeholder needs to be prepared to “give-up” certain elements of recourse 

when finding solutions

• There are many causes for shortages facing patients today with no single primary 
cause consistently emerging

• The impact of austerity and the current economic situation needs to be reviewed 
& considered

• Solutions need to be driven centrally and coordinated locally

• Dialogue between all stakeholders needs to take place without fear of legal or 
political reprisals – communication must improve

• Commercial stakeholders should consider finding solutions quickly before 
legislated solutions are imposed



Stakeholders recommend pro-active information

European associations representing 
manufacturers of medicinal products, 
parallel distributors, pharmaceutical 
wholesalers and pharmacists have come 
together and are in agreement that 
reliable information systems are an 
essential step in communicating 
shortages. While it is recognised that 
such systems need to be implemented at 
national level, and therefore to be 
responsive to specific national concerns 
and regulation, a number of principles 
underpin efficient, effective and reliable 
information systems:



Recommendations 

1. Transparency in the supply chain is crucial to mitigate shortages before they arise. Supply chain 
actors on national level should therefore have a tool to communicate openly and without barriers. 

2. Detection and Assessment of Medicine Shortage: Reporting of suspected medicine shortages is 
encouraged in a similar spirit to the reporting of suspected adverse drug reactions. ‘Signals’ of 
medicine shortages can then be periodically assessed by, for example, a national Supply Chain Actor 
stakeholder panel to establish if signals are suspected or actual shortages. 

3. Information Source: In order to aid clear and consistent reporting of suspected shortages, a 
standardised reporting template is suggested. Information systems should be open to reports from 
manufacturers, wholesalers, parallel traders, pharmacists and other healthcare professionals, with 
reference to the origin of reports of suspected shortages. Reports, where possible, could be verified 
with relevant Supply Chain Actors, but in any case, have to be confirmed prior to considering any 
form of publication. 

4. Level of Access: In order to aid mitigation of shortages, access to information on suspected 
shortages should be made available to all Supply Chain Actors. Access to information on verified 
shortages should be generally available to the public where appropriate and meaningful and 
restricted access imposed only on reasonable and justifiable grounds, on an ad hoc basis, and in 
accordance with a national Supply Chain Actors Code. Information should be collated and verified, 
non-alarmist, non-prescriptive, meaningful and made available to all who provided it. Patient 
organisations, may be involved in mitigating potential risks and help to support patients with 
information and advice. 



Recommendations 2

5. Content of Information System: Information systems should be as reliable, up-to-
date and as comprehensive as possible. They should allow identification of the 
medicinal product in short supply (by brand where appropriate), and where 
possible state the cause and likely duration of the shortage (also causes arising 
from outside the supply chain such as pricing and reimbursement issues). The 
systems should indicate (where appropriate) whether alternatives are available 
from one or more suppliers, allowing decisions regarding substitution and 
therapeutic alternatives to be made at practice level. 

6. Governance: Supply Chain Actors should be proactive in cooperating to develop 
and/or advocating for such systems at national level. Partnership between 
authorities and Supply Chain Actors is strongly encouraged by Supply Chain Actors. 
Collaboration between Supply Chain Actors to provide information systems should 
be underpinned by a national Code of collaborative action. 

7. Competition Rules: Supply Chain Actors should be aware of their obligations in 
this respect, and should seek legal counsel where appropriate. 



Make Parallel Distribution a part of the solution

• Parallel import works, and provides benefits to the payers, when the 
reimbursement system sets the right incentives, eg maximum price and 
reimbursement of PI, or negotiated framework for discount.

• Can help overcome shortages due to market dynamics, quick search for 
commercially viable sources, and provide a regulated solution with 
properly re-labelled pack at competitive price instead of the import (by 
the MA holder) of an unlicensed medicine which is in addition not legible 
for the patient.

• Issue: Speed of obtaining PI authorisation; need for fast-track.

• EAEPC is aligned with other supply chain stakeholders and wants to be at 
the table locally to work jointly and with the authorities on analysis of a 
shortage and potential remedies. 



Counterfeit Carton: slope at end of 

stick on ‘1’ in 10mg text

Genuine Carton: flat at end of stick 

on ‘1’ in 10mg text

Counterfeit 

Carton

Genuine 

Carton

Parallel trade is an entry gate for countertfeit medicines into

the legal supply chain ! ?



Product detected by parallel importer

N

Genuine Carton has underline 
under ‘FB’ on carton flap.

Genuine carton Lot No. and Expiry 

Date are in lighter ink embossing 
Counterfeit Carton has underline 

missing under ‘FB’ on carton flap

Counterfeit Carton Genuine Carton

Nimo Ahmed: A bad, and a good day for PD: the incident was discovered by PD QP-2007.
08 Apr 2011 | Press release: Four-month trial concludes of Operation Singapore –

the most serious known breach of counterfeit medicine in the regulated supply chain

Peter Gillespie, from Windsor, Berkshire was today found guilty of all charges at Croydon
Crown Court and sentenced to eight years' imprisonment.



Genuine blister: Lot Number and expiry date can be 

read Left to Right in same orientation as Foil print.

Counterfeit blister: Lot number is upside down 

and is read Right to Left. 

Expiry date is read Right to Left

Counterfeit Blister Genuine Blister



Inspectors say: Parallel distributors detect falsifications  
and eliminate these from the supply chain

 

European Association of European Pharmaceutical Companies – EAEPC AISBL 

Avenue d’Auderghem 150 Oudergemselaan – B-1140 Etterbeek / Brussels   www.eaepc.org  

tel: +32.2.280 45 24 – fax: +32.2-280 46 59 - ING: 363-0282167-34 – TVA/BTW: BE 465125985 

 
 

 
 
 
 
 

 
Guidelines for the EAEPC “Anti-counterfeit early warning 
platform” 

 
Introduction  
 
The detection of counterfeit medicines that reached UK pharmacies via parallel importation in 
May 2007 has been a turning point for our industry. While that series of cases constituted a 
deliberate and targeted attack on the system of parallel distribution, the incidents call for more 
preventative action on the part of parallel importers, and in particular members of the EAEPC.  
 
The General Assembly in London in December 2007 gave the green light to set up an early 

warning platform, initially using the services of a neutral outside consultant, who has since 
stepped down from the role at the end of September 2013.  
 
The risk has not subsided. Indeed, a total of 44 warnings have been circulated to panel members 
since its inception in May 2008. In the last 12 months to date alone, 12 warnings were circulated 
to panel members. Especially as it covers a shorter period, this was a marked increase on the six 
reports in the two previous 12-month terms. It is notable that in four of the eight cases where a 

suspected counterfeit was detected in Europe this was only through the vigilance of a parallel 
distributor conducting routine batch testing procedures.  
 
The RAWG proposes that the warning platform service will be integrated into the workload of 
the EAEPC Secretariat. The Secretariat will exchange information, received in a confidential 
form from EAEPC members, with the UK MHRA who coordinates the EU Inspectors Working 
Group, and where appropriate with the Belgian AEMPS; any comments or observations obtained 
from these regulatory authorities will in turn be circulated as feedback to EAEPC members. 
Where circumstances deem it appropriate, and only with the consent of the reporting member, 
the Secretariat will also contact the PSI (Pharmaceutical Security Institute, a private industry 

initiative on the fight against counterfeit medicines), with whom we have in the past 
successfully, but informally, worked together. 
 
This guideline describes the objectives and the procedures to make such a platform work.  

 
History of this document: 
 

First issued by EAEPC in March 2008 
Revised by RAWG 10 October 2013 
To be approved by Board on 5 February 2014 and circulated to members for immediate 
effect and incorporation into their own set of SOPs 

 

What we offer:
• Two SPOCs per member: in 

purchasing and in QA
• Members report suspicions 

immediately
• Info circulates to all 

members, no commercial 
data revealed; 

What we need to 
communicate:
• Product name / strength / 

pack size
• Batch number
• Expiry date
• Origin of package, or livery



ESM
European Stakeholder Model

European Medicines Verification 
Landscape
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Thank you.

 Contacts:
 EAEPC Office: 150 Avenue d’Auderghem, 1040 Brussels

 Richard Freudenberg <rf@eaepc.org>

 Mobile: 0044 7971 645 194

 heinz.kobelt@eaepc.org

 Mobile: 0032 478 79 79 49
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