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The European Commission’s 
Proposal for Implementation of 
the WTO’s Generic Drug Deal 
of August 30, 2003 
 
The European Commission has 
proposed a new Regulation on Oc-
tober 29, 2004 to allow the export 
of generic versions of patented phar-
maceuticals to developing countries. 
The proposed “Regulation on com-
pulsory licensing of patents relating 
to the manufacture of pharmaceuti-
cal products for export to countries 
with public health problems” 
establishes a procedure for granting 
compulsory licenses for patents and 
supplementary protection certifica-
tes concerning the production and 
sale of generic pharmaceuticals, 
which are intended for export to 
countries affected by a public health 
crisis.   
 
According to the WHO, a generic 
drug is a pharmaceutical product 
which is identical, or bioequivalent 
to, a brand-name product in dosage, 
safety, strength, quality, performan-
ce characteristics, and intended use. 
Generics as effective alternatives to 
higher-priced originator pharmaceu-
ticals are generally produced and 
marketed when the patent on the 
brand-name product has expired or 
when a voluntary or compulsory 
license has been granted. Under a 
system of compulsory licensing, de-
veloping countries affected by a 
public health crisis will be able to 
override patents on pharmaceutical 
products and order generic versions 
from manufactures in other count-

ries. Most national laws do not al-
low compulsory licenses for export, 
because recently the TRIPS-
Agreement limited compulsory li-
censing to situations predominantly 
aimed at supplying the domestic 
market. 
 
The Doha Declaration, adopted at 
the Fourth Ministerial Conference 
of the World Trade Organization in 
November 2001, agreed to address 
the difficulties raised by this restric-
tion for developing countries and 
explicitly clarified for the first time 
the flexibilities of the TRIPS-
Agreement in combating public 
health problems. The Declaration 
underlines the flexibilities inherent 
in the TRIPS-Agreement and refers 
to possibilities in case of a public 
health crisis by encouraging the use 
of a creative interpretation “in a 
manner supportive of public 
health”. The Declaration also clari-
fied the compulsory licensing provi-
sions of the TRIPS-Agreement and 
confirmed the WTO members’ 
right to issue compulsory licenses as 
well as the freedom to determine 
the grounds upon which such licen-
ses are granted. Recognizing that 
WTO members with insufficient or 
no manufacturing capacities in the 
pharmaceutical sector could face 
difficulties in making effective use 
of these provisions, Paragraph 6 of 
the Doha Declaration instructed the 
Council for TRIPS to find an expe-
ditious solution.  
 
In fulfilling the mandate given by 
the Doha Declaration, the WTO 
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General Council adopted the Deci-
sion on the Implementation of Pa-
ragraph 6 of the Declaration on the 
TRIPS-Agreement and Public 
Health on August 30, 2003. The 
Decision waives certain obligations 
concerning the question of compul-
sory licenses set out in the TRIPS-
Agreement to address the specific 
needs of  those WTO members la-
cking sufficient manufacturing ca-
pacities in the pharmaceutical sec-
tor. The Implementation Decision 
now allows countries to manufactu-
re patented pharmaceuticals under a 
compulsory license and to export 
them to eligible importing count-
ries, provided that various conditi-
ons are met.  
 
Due to the fact that the European 
Communities and their member 
states were actively involved in the 
negotiations leading to the Imple-
mentation Decision, the Communi-
ty wants to contribute to the agreed 
system by implementing the WTO 
decision of August 30, 2003 into its 
legal order. The proposed Regulati-
on will therefore set up the necessa-
ry legal and regulatory framework 
for pharmaceutical companies to 
manufacture and export generic ver-
sions of patented medicines to 
countries in need.  
 
Within the Community, systems for 
granting compulsory licenses are 
organized at national levels by indi-
vidual member states. However, u-
niform implementation of the Deci-
sion is needed to ensure that the 
conditions for granting a compulso-

ry license for export are the same in 
all European Union member states. 
Because of the various options avai-
lable to exporting countries, the ob-
jective of the proposed regulation, 
to establish a harmonized procedure 
for granting compulsory licenses, 
can be better achieved at Commu-
nity level. Uniform rules should also 
be applied to avoid a distortion of 
competition for operators in the Eu-
ropean single market and to prevent 
re-importation of medicines manu-
factured pursuant to the regulation 
into the territory of the Communi-
ty. In view of this need for a uni-
form implementation, the Commis-
sion has proposed implementation 
by way of a Regulation. 
 
According to the draft, the compe-
tent national authorities can grant 
compulsory licenses for the produc-
tion of patented pharmaceuticals if 
certain conditions are fulfilled. Eli-
gibility for benefits will be based on 
notifications and declarations to the 
WTO. Under the system, the im-
porting country must have notified 
the WTO of the required medici-
nes. The license can only be issued 
by a least developed country in ac-
cordance with the WTO decision of 
August 30, 2003. Nevertheless it 
will be optional for other countries 
to make use of the compulsory li-
censing system by notifying their 
requirements to the TRIPS Coun-
cil. 
 
It would then be up to the pharma-
ceutical manufacturer to apply for a 
compulsory license under the pro-
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posal by contacting his national 
authorities. As a consequence, the 
system could accelerate the intro-
duction of generics as manufacturers 
will be able to produce pharmaceu-
ticals ahead of the expiration of the 
originator’s patent in Europe, and 
secure a market for their generic 
products. 
 
However, the system has raised con-
cerns, especially on the part of the 
pharmaceutical industry, that pro-
ducts manufactured pursuant to the 
Regulation could be diverted and 
re-imported into the European Uni-
on. Therefore the Commission’s 
proposal would prohibit re-
importation into the EU of pharma-
ceuticals produced under a compul-
sory license. To ensure that medici-
nes sold for export under a compul-
sory license reach those patients 
who actually need them, and to pro-
tect patent holders, customs autho-
rities will be authorized to take ac-
tion against re-importation at exter-
nal borders. The Commission’s pro-
posal would also allow the patent 
holder to use existing national pro-
cedures to enforce his rights against 
re-imported products. In addition, 
compulsory licenses issued under 
the Regulation could be terminated 
if re-importation occurs.   
 
As the EU does not necessarily re-
quire a medicinal marketing autho-
rization from the licensee for the 
export of pharmaceuticals, impor-
ting countries have a legitimate inte-
rest in obtaining medicines that are 
safe and effective. Therefore provisi-

ons have been made for licensees to 
seek a scientific opinion from regu-
latory authorities under the EU’s 
scientific opinion procedure for eva-
luating medicines under Regulation 
No. 726/2004 in order to ensure 
the safety of the medicines. Further-
more the Regulation provides e-
xemptions from data exclusivity ru-
les which usually require manufac-
turers to wait several years before 
they are authorized to use data from 
previous clinical trials. Thus the de-
rogations from data protection 
would allow a faster registration of 
generics by drug regulation authori-
ties for the issuing of a compulsory 
license. The Regulation also ensures 
that a marketing authorization does 
not expire for reasons of non-use in 
the European Union. 
 
Meanwhile the legislative move has 
been broadly welcomed especially 
by civil society groups and industry 
based organizations. “The WTO 
decision and our proposed regulati-
on can help save lives by helping 
countries in need to acquire affor-
dable medicines, without undermi-
ning the patent system, which is one 
of the main incentives for the re-
search and development of new me-
dicines,” said Internal Market Com-
missioner Fritz Bolkenstein. Trade 
Commissioner Pascal Lamy stated 
that “[b]y adopting this proposal 
the EU leads the way in ensuring 
access to affordable medicines for 
poor countries. It shows that we are 
delivering on our promises in the 
Doha Development Agenda.” Ac-
cording to the UK-based aid agency 
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Oxfam, the European Union is 
“sending a positive political signal” 
to developing countries. However, 
Oxfam stresses that the legal mecha-
nism provided for by the WTO is 
complex, and the Commission’s 
proposal does not reduce that 
complexity. Therefore the proposed 
Regulation is considered to be a 
“good faith” interpretation of the 
WTO Decision of August 2003. 
However, the group believes that 
the Regulation could be improved 
by not requiring any negotiations 
with the patent holder before issu-
ing a compulsory license for export 
in case of a public health emergen-
cy. As negotiations are potentially 
time-consuming, they are invariably 
liable to delay the use of the WTO 
mechanism.  
 
Another point of concern is that 
under the Regulation, generic com-
panies will only be allowed to ex-
port medicines to least developed 
countries or countries lacking phar-
maceutical production capacities 
whose markets are often not large 
enough to allow manufacturers to 
offer lower prices. Additionally the 
countries concerned usually have 
limited abilities to pay even for the 
lowest prices available. 
 
On a positive note, the European 
proposal puts no further restrictions 
on the medicines or diseases to 
which it applies, as was the case for 
example, in Canada. Legislative 
changes to the Patent Act and Food 
and Drug Acts, as proposed in Bill 
C-9, made Canada the first country 

to implement the WTO General 
Council Decision of 30 August 
2003 to waive patent rights in order 
to permit developing countries the 
import of key drugs from other 
countries. However, concerning the 
products that may be manufactured 
and licensed for export, the Canadi-
an regulation suffers from a funda-
mental defect. As enacted, the Bill 
includes a limited list of medicines, 
which is basically derived from the 
WHO’s Model List of Essential 
Medicines. Although the federal Ca-
binet may, upon ministerial recom-
mendation, add products to the list, 
these restrictions are contradictory 
to the Decision of August 2003, as 
all WTO members agreed that their 
legislation would not be limited to 
specific diseases or products. Such 
an approach creates delays and ine-
vitably opens the door to pharma-
ceutical companies lobbying against 
an inclusion of their products. 
 
On this issue, the European appro-
ach is far preferable as it is not limi-
ted to specific diseases or products, 
but refers to pharmaceutical pro-
ducts in general as defined in the 
WTO decision. The Canadian re-
gulation on the other hand creates a 
positive precedent by allowing com-
pulsory licensing also for the export 
to non-WTO members. As current-
ly proposed, the EU Regulation 
would only permit export of gene-
rics to WTO members. However, 
the Canadian approach allows ex-
port to non-WTO members only 
subject to onerous conditions which 
limit the effective use of the mecha-
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nism in practice.  
 
On the question of prior negotiati-
ons with the patent holder, the Ca-
nadian model provides a clear defi-
nition of how long a generic manu-
facturer must attempt to obtain a 
voluntary license.  The licensee may 
apply for a compulsory license if no 
agreement has been reached within 
a 30 day negotiation period. A-
nother positive feature of Canada’s 
law is its approach to compensation 
payable to the patent holder. Cana-
dian law provides a clear formula 
linking the royalty rate on any 
contract to the importing country’s 
ranking on the UN Development 
Program’s Human Development 
Index (HDI). Comparing the HDI 
rankings of developing countries, 
the maximum royalty payable 
would be 4 per cent of the total va-
lue of the product exported under 
the compulsory license. If a patent 
holder is unwilling to pay the com-
pensation, royalty rates will be fixed 
by the government on a strict appli-
cation of the formula. 
 
By contrast, the EU Regulation 
does not provide comparable legal 
certainty concerning the require-
ment to first seek a voluntary license 
from the patent holder, or on the 
remuneration to be paid. Under the 
European proposal the licensee has 
to provide evidence that he has ma-
de efforts to obtain authorization 
from the patent holder on 
“reasonable commercial terms and 
conditions”, and within a 
“reasonable period of time”. In de-

termining a reasonable period of 
time, the competent authority shall 
take into account whether a natio-
nal emergency or other circumstan-
ces of extreme urgency have been 
declared by the importing country. 
In addition the licensee shall pay an 
“adequate remuneration” to the pa-
tent holder as determined by the 
competent authority, taking into 
account the economic value of the 
specific use that has been authorized 
under the compulsory license.  
 
Unfortunately the Regulation does 
not provide any guidance as to what 
constitutes a “reasonable period of 
time” or an “adequate remunerati-
on” in the event of issuing a com-
pulsory license.  The fact that the 
Canadian legislation sets out a clear 
approach by specifying the period of 
negotiation and the compensation 
to be paid, leads to a high degree of 
legal certainty essential for provi-
ding incentives to generic manufac-
turers. 
 
Overall, the European proposal is 
still more balanced than the Canadi-
an approach, as it does not include a 
limited list of pharmaceutical pro-
ducts covered. Nevertheless there 
still remains considerable room for 
improvement. The Regulation 
could significantly be improved by 
setting out a clear and short time 
frame for prior negotiations with 
the patent holder, and more detai-
led conditions concerning the com-
pensation to be paid in the event of 
compulsory licensing. In this regard 
Canada has found an appropriate 
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solution which should be followed 
in Europe, too. Because Canada has 
been the first country to implement 
the WTO decision of August 30, 
2003, its legislation may offer useful 
experience to other countries that 
are also in the process of amending 
their patent legislation.  
 
The proposed Regulation will now 
be discussed by the 25 European 
member states and is expected to be 
submitted for approval to the Euro-
pean Parliament early next year. 
The Regulation provides for review 
three years after entry into force, at 
which time it will be possible to as-
sess the contribution it has made to 
the implementation of the mecha-
nism established. To date, no WTO 
member has registered its intention 
to make use of the system establis-
hed by the Decision. Recognizing 
that the issues surrounding access to 
medicines are complex, the WTO 
negotiations on the question of me-
dicines remain contentious, as re-
cent events demonstrate. At an in-
formal meeting of the TRIPS 
Council held on December 1, 2004, 
the United States and other develo-
ped countries criticized a proposal 
from African Countries which aims 
to incorporate the August 2003 deal 
into the TRIPS-Agreement. Accor-
ding to the developed nations, the 
African proposal attempts to modify 
several provisions of the August 
2003 decision, which was finalized 
after particularly hard negotiations 
especially with the U.S. The African 
proposal and the possibility of a per-
manent inclusion in the TRIPS-

Agreement will now be discussed in 
informal consultations between 
WTO members. It remains to be 
seen whether the WTO decision of 
August 2003 and the Implementati-
on at European Community level 
will have the effect in practice to 
actually increase the supply of medi-
cines to developing countries. 
 
Sebastian Wolf is senior researcher at 
the Transnational Economic Law Re-
search Center (Prof. Dr. Christian 
Tietje) at the Faculty of Law at the 
University Halle-Wittenberg. 


