Personal data in this document have been redacted according to the General Data
Protection Regulation 2016/679 and the European Commission Internal Data
Protection Regulation 2018/1725
EUROPEAN COMMISSION
Directorate-General for Trade
Directorate B - Services and Investment, Intellectual Property and Public Procurement
The Director

Brussels,

Dear Sir/Madam,
Subject: Invitation to tender related to a contract for Services "Evaluation of Council
Regulation (EC) 953/2003 to avoid trade diversion into the European Union of
certain key medicines"
Reference of the pre-information notice: OJ 2014/S 070-119674
1) The European Commission is planning to award the public contract referred to above.
Please find enclosed the related tender specification listing all the documents that must be
produced in order to submit a tender, and the draft contract.
2) If you are interested in this contract, you should submit a tender in one original and five
copies in one of the official languages of the European Union.
Tenderers shall submit tenders by letter:
a)

either by post or by courier not later than 19/09/2014, in which case the evidence
of the date of dispatch shall be constituted by the postmark or the date of the
deposit slip, to the address indicated below.

b)

or delivered by hand not later than 16.00 on 19/09/2014 to the address indicated
below. In this case, a receipt must be obtained as proof of submission, signed and
dated by the official in the Commission's central mail department who took
delivery.
The department is open from 08.00 to 17.00 Monday to Thursday, and from 8.00
to 16.00 on Fridays. It is closed on Saturdays, Sundays and Commission holidays.

By post:

By courier or by hand:

CALL FOR TENDERS
TRADE14/B3/B01 Evaluation of Council
Regulation (EC) 953/2003 to avoid trade
diversion into the European Union of certain
key medicines
European Commission
Directorate-General for Trade,
For the attention of Unit A1 - Resources and
Strategic Planning (CHAR
)
TRADE14/B3/B01
B – 1049 Brussels
Belgium

CALL FOR TENDERS
TRADE14/B3/B01 Evaluation of Council
Regulation (EC) 953/2003 to avoid trade
diversion into the European Union of certain
key medicines
European Commission
Directorate-General for Trade,
For the attention of Unit A1 - Resources and
Strategic Planning (CHAR
)
TRADE14/B3/B01
Avenue du Bourget 1
B-1140 Brussels (Evere)
Belgium

Tenders (original plus five copies) must be placed inside two sealed envelopes, one inside the
other. Both envelopes should mention the following reference: TRADE14/B3/B01
"Evaluation of Council Regulation (EC) 953/2003 to avoid trade diversion into the European
Union of certain key medicines".
The inner envelope, addressed to the Department indicated in the invitation to tender, should
be marked: "INVITATION TO TENDER RELATED TO TRADE14/B3/B01 "Evaluation of
Council Regulation (EC) 953/2003 to avoid trade diversion into the European Union of
certain key medicines" NOT TO BE OPENED BY THE INTERNAL MAIL
DEPARTMENT". If self-adhesive envelopes are used, they must be sealed with adhesive tape
and the sender must sign across this tape.
The inner envelope must also contain two sealed envelopes, one containing the technical
tender and the other the financial tender. Each of these envelopes must clearly indicate the
content ("Technical" and "Financial").
Any other method of transmission of the tender (e-mail, etc.) is not permitted and will
automatically render the tender null and void even if the tender has also been sent by the
required method specified above.
3) Tenders must be:
-

signed by a duly authorised representative of the tenderer;
perfectly legible so that there can be no doubt as to words and figures;

4) The period of validity of the tender, during which tenderers may not modify the terms of
their tenders in any respect, is six months from the final date for submission.
5) Submission of a tender implies acceptance of all the terms and conditions set out in this
invitation to tender, in the tender specification and in the draft contract and, where
appropriate, waiver of the tenderer's own general or specific terms and conditions.
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8) This invitation to tender is in no way binding on the Commission. The Commission's
contractual obligation commences only upon signature of the contract with the successful
tenderer.
9) Up to the point of signature, the contracting authority may either abandon the procurement
or cancel the award procedure, without the candidates or tenderers being entitled to claim
any compensation. This decision must be substantiated and the candidates or tenderers
notified.
10) Once the Commission has opened the tender, the document shall become the property of
the Commission and it shall be treated confidentially.
11) You will be informed of the outcome of this procurement procedure.
12) If processing your reply to the invitation to tender involves the recording and processing

of personal data (such as your name, address and CV), such data will be processed
pursuant to Regulation (EC) No 45/2001 on the protection of individuals with regard to
the processing of personal data by the Community institutions and bodies and on the free
movement of such data. Unless indicated otherwise, your replies to the questions and any
personal data requested are required to evaluate your tender in accordance with the
specifications of the invitation to tender and will be processed solely for that purpose by
Mr Anders C. Jessen, Head of Unit B.3 - Intellectual Property and Public Procurement
acting as data controller. Details concerning the processing of your personal data are
available
on
the
privacy
statement
at:
http://ec.europa.eu/dataprotectionofficer/privacystatement publicprocurement en.pdf.

13) Your personal data may be registered in the Early Warning System (EWS) only or both in
the EWS and Central Exclusion Database (CED) by the Accounting Officer of the
Commission, should you be in one of the situations mentioned in:
- the Commission Decision 2008/969 of 16.12.2008 on the Early Warning System (for
more information see the Privacy Statement on
http://ec.europa.eu/budget/contracts grants/info contracts/legal entities/legal entities en.cfm ),

or
- the Commission Regulation 2008/1302 of 17.12.2008 on the Central Exclusion
Database (for more information see the Privacy Statement on
http://ec.europa.eu/budget/explained/management/protecting/protect en.cfm#BDCE )
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TERMS OF REFERENCE
Related to a contract to a contract for Services "Evaluation of Council Regulation (EC)
953/2003 to avoid trade diversion into the European Union of certain key medicines"
Reference prior information notice: OJ 2014/S 070-119674

1

MISSION STATEMENT OF THE DIRECTORATE GENERAL FOR TRADE

The Directorate General for Trade (DG Trade) is in charge of conducting the Union's
commercial policy in accordance with the objectives set out in Articles 206 and 207 of the
Treaty on the Functioning of the EU.
DG Trade helps through the EU's trade policy to secure prosperity, solidarity and security in
Europe and around the globe. We support the EU's Trade Commissioner and the whole of the
European Commission in shaping a trade environment that is good for people and for
business.
We are committed to helping world trade and development, thereby boosting competitiveness,
jobs and growth in the process.
We have a full agenda: negotiating bilateral and multilateral trade agreements, ensuring that
the rules we agree are actually applied, and working closely with the WTO and other
multilateral institutions. This allows us to tackle international trade and customs barriers,
backed up where needed with EU legislation. Our aim is to meet the challenges posed by
globalisation and to ensure that as many people as possible can seize the opportunities it
offers.
We cover all areas of activity from manufactured goods to services, intellectual property and
investment. We ensure that our businesses can operate fairly in the EU and across the world
and are ready to make full use of our powers to tackle unfair competition and dumping. We
work closely with many other services of the Commission - both those shaping our external
agenda and those making sure our internal market works - in order to deliver joined up,
coherent policies that strengthen Europe's voice in the world and allow people to learn from
our experience of integration.
Our success in Europe is inextricably bound up with the success of our trading partners, both
in the developed and developing world. For this reason, sustainable development and
development policy in general are central to our overall approach. And as the EU's negotiator
in most areas our success is equally dependent on our close working relationship with the
other European Institutions and with the Member States.
See also: http://ec.europa.eu/trade/whatwedo/work/index en.htm
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THE PROJECT FOCUS

The study is to provide for the evaluation of Council Regulation 953/20031 (“the Regulation”)
which will be evaluated as part of the Commission's regulatory fitness and performance
programme (REFIT)2. REFIT aims to reduce administrative burden and identify
inconsistencies, gaps and ineffective measures. The goal is to simplify rules and regulatory
cost for businesses and citizens without compromising public policy objectives.
The Regulation created a procedure designed to ensure that medicines for the treatment of
HIV, tuberculosis and malaria sold to developing countries at discounted prices would be
blocked from re-importation into the EU. The aim was to encourage the pharmaceutical
producers to make pharmaceutical products available at heavily reduced prices in significantly
increased volumes by ensuring that these products remain on those markets. The Regulation
gave security that discounted products would not be diverted back to the EU.
The Regulation is part of a comprehensive framework which the EU adopted to accelerate
action on HIV/AIDS, malaria and tuberculosis in the context of poverty reduction3. The
Commission had a follow up programme where it also called for more price transparency on
pharmaceutical products. It asked countries concerned to publish the prices of products
purchased by national programmes funded by the EU and by the Global Fund to fight AIDS,
Tuberculosis and Malaria4.
These actions also contribute to interventions directed towards the Millennium Development
Goals (MDGs) adopted at the UN Millenium Summit in 2000. In particular, the sixth MDG
prioritised the fight against HIV/AIDS, malaria and other diseases, and set the following
target: to have halted and begun to reverse the spread of HIV/AIDS by 2015 (Target 6A); to
achieve universal access to treatment for HIV/AIDS for all those who need it by 2010 (Target
6B); to have halted and begun to reverse the incidence of malaria and other major diseases by
2015 (Target 6C)5.
The Regulation's mechanism and application
Under the regulation, companies can register pharmaceutical products which they are
supplying at a heavily discounted price in beneficiary countries6. Imports of these products
into the EU are then prohibited.
1

2

3

4
5
6

Council Regulation (EC) No 953/2003 to avoid trade diversion into the European Union of certain key
medicines ("tiered pricing" Regulation). See
http://europa.eu/legislation summaries/development/sectoral development policies/l21166 en.htm
See: Communication "EU Regulatory Fitness" of 12.12.2012 (COM(2012) 746) and the ensuing
Communication "REFIT: Results and Next Steps" of 2.10.2013 COM(2013) 685 final and the
accompanying Commission Staff Working Document "REFIT: Initial Results of the Mapping of the Acquis"
SWD(2013) 401 final
Communication from the Commission to the Council and the European Parliament "Programme for action:
Accelerated action on HIV/AIDS, malaria and tuberculosis in the context of poverty reduction," Brussels,
21.2.2001 COM(2001) 96 final
"European Programme for Action to confront HIV/AIDS, Malaria and tuberculosis through External
Action" (COM (2005) 179)
See http://www.who.int/topics/millennium development goals/en/
Defined in Article 3 of the Regulation as maximum 75% of the average ex factory price in OECD countries,
or the direct production cost plus 15%.
6

There are 76 potential beneficiary countries which were the poorest developing countries
when the Regulation was adopted. These included 48 Least Developed Countries and 24 lowincome countries with a GNP per capita of less than USD 7657.
The mechanism has been used only to a limited extent8. Only one company registered
medicines under the Regulation, and the volume of sales has declined enormously. Total sales
in 2011 represented 3% of total sales in 2005.
3

OBJECTIVES OF THE PROJECT
The objectives of the current project, which is tendered by DG Trade, are to evaluate the
Regulation on 4 points in line with the Commission's evaluation standards9:
1. Effectiveness: To what extent did the Regulation achieve its goals?
2. Efficiency: Were the costs involved justified, given the achievements? This
includes in particular an assessment of administrative burden for businesses,
especially SMEs.
3. Coherence: To what extent is the Regulation coherent internally, with other EU
policies, with Treaty objectives, and with the activities of other actors?
4. Relevance: To what extent do the (original) objectives (still) correspond to the EU
needs? What is the role of a Regulation?

4
4.1

SERVICES TO BE RENDERED
RESEARCH QUESTIONS

In line with the Commission's evaluation standards10 the following four11 research questions
must be answered on the basis of the data and evidence collected in the work packages
described in §2.2:
1. Effectiveness: To what extent did the Regulation achieve its goals of preventing tiered
priced products from being imported into the Community and encouraging the
pharmaceutical industry to make pharmaceutical products available to the poorest
developing countries at heavily discounted prices?
7

Communication from the Commission to the Council and the European Parliament "Programme for action:
Accelerated action on HIV/AIDS, malaria and tuberculosis in the context of poverty reduction," Brussels,
21.2.2001 COM(2001) 96 final
8
Annual Reports on the application of the Regulation are available at http://trade.ec.europa.eu/cgibin/antitradediversion/instructions.pl
9
See http://ec.europa.eu/smart-regulation/evaluation/index en.htm
10 See http://ec.europa.eu/smart-regulation/evaluation/index en htm
11
The Commission’s evaluation guidelines mention five standard evaluation criteria: the four identified here,
plus “EU added value”. The latter is not included in this study, as it is not relevant for Commission services
acting in domains covered by an exclusive competence recognized under TFEU Art. 3. Nevertheless, this
reason for omitting the fifth criterion must be fully explained in the contractor’s final report, executive
summary, and separate briefing document.
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2. Efficiency: Were the costs involved justified, given the achievements? This includes in
particular an assessment of administrative burden for businesses, especially SMEs.
3. Coherence: To what extent is the Regulation coherent internally, with other EU policies,
with Treaty objectives, and with the activities of other actors?
4. Relevance: To what extent do the (original) objectives (still) correspond to the EU needs?
What is the role of a Regulation?
4.2

WORK PACKAGES

The contractor shall collect and present data on a number of issues as outlined in the work
packages. These work packages are to be performed and presented separately.
The contractor should where possible use publicly available data sources.
Data should cover all potential beneficiary countries listed in Regulation's Annex II12. Where
the contractor can show this is not possible a representative sample could be used.
Data should cover all key pharmaceuticals for the prevention, diagnosis and treatment of
HIV/AIDS, tuberculosis and malaria as defined in paragraph 1 of the Regulation. Where the
contractor can show this is not possible a representative sample could be used.
The contractor should where possible follow World Health Organization guidelines to
identify the key pharmaceuticals.
The data should cover the period since 2002 until the last year for which data is available and
give at least yearly data per country and disease. The data needs to show the situation before
adoption of the Regulation in 2003 and developments since.
Institutions such as the World Health Organization publish detailed statistical databases on
public health. These sources should be used where possible.13 In particular, WHO collects
data on mortality and prevalence by country for HIV/AIDS and tuberculosis and malaria as
well as estimates of number of people requiring therapy.
A non-exhaustive list of literature and sources that may be useful for the evaluation is
provided after the work packages description in Section 9.
The percentages given per work package are indicative of the weight given to them. They are
not binding.

12 These were the poorest developing countries, which included 48 Least Developed Countries
(UNCTAD:2000) and 24 low-income countries with a GNP per capita of less than USD 765 (Development
Assistance Committee: 2000). Communication from the Commission to the Council and the European
Parliament "Programme for action: Accelerated action on HIV/AIDS, malaria and tuberculosis in the
context of poverty reduction," Brussels, 21.2.2001 COM(2001) 96 final
13
See http://www.who.int/gho/publications/world health statistics/en/index.html
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4.2.1 WORK PACKAGE 1 – EFFECTIVENESS (40%)
The contractor should analyse the impact the Regulation has had on access to medicines and
compare that to the achievements of other differential pricing initiatives. The analysis should
assess absolute results the effectiveness of the different initiatives.
Data should be collected and presented in a manner comparable to that used in WHO
reporting14. In particular, the contractor should propose comparable methodologies for
measuring volumes (based on the number of units or weight of active ingredient), and for
measuring prices.
The contractor should establish to what extent the Regulation has prevented the import of
tiered priced products into the EU.
a) How many tiered priced products being reimported were stopped by EU customs?
The contractor should establish to what extent the Regulation has contributed to increasing
the supply of medicines at heavily discounted prices.
b) What were the quantities and prices of medicines supplied in the relevant period under
the Regulation?
The contractor should compare volume and prices of medicines sold under the
Regulation to those under other initiatives and overall sales. The contractor shall
provide data on:
c) Volume and prices of medicines made available via differential pricing initiatives
outside of the Regulation, including donations, by country and per disease.
d) Volume and prices of medicines made available under access to medicines initiatives
via technology transfer and licensing or non-enforcement.
e) Volumes supplied of medicines for the prevention, diagnosis and treatment of
HIV/AIDS, tuberculosis and malaria in countries listed in Annex II of the Regulation.
This should cover all pharmaceuticals supplied (ie, regardless of price, and regardless
of whether or not they were supplied under the Regulation).
f) Prices of key pharmaceuticals for the prevention, diagnosis and treatment of
HIV/AIDS, tuberculosis and malaria as defined in paragraph 1 of the Regulation in
countries listed in Annex II of the Regulation. This should cover all pharmaceuticals
supplied (ie, not just those supplied under the Regulation).
g) How do the quantities and prices of medicines supplied independently of the
Regulation compare to quantities and prices of medicines supplied under the
Regulation?
h) The prices actually paid in the potential beneficiary countries should be compared to
the maximum price that could have been charged under the formula provided in

14

See for example, the World Malaria Report, the Global Tuberculosis Report, the Global Update on HIV
Treatment; as well as the Global Price Reporting Mechanism of the AIDS Medicines and Diagnostics
service: http://www.who.int/hiv/pub/amds/en/
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Article 3 of the Regulation. The prices should be split out between those charged on
the open market and those charged under access to medicines initiatives.
i) The contractor should if possible assess affordability. In order to establish
affordability the contractor could for example provide a benchmark comparing
domestic to EU prices for the drugs in the beneficiary countries or domestic prices in
relation to per capita income of the beneficiary countries
j) The contractor should seek stakeholders’ views on why only limited use has been
made of the regulation and what factors prevented its use, or reduced its attractiveness.
Stakeholders include pharmaceutical industry and potential beneficiary countries,
international organisations and civil society organisations dealing with access to
medicines, and Member States, in particular authorities dealing with pharmaceutical
products, health, and trade.
4.2.2 WORK PACKAGE 2 – EFFICIENCY (10%)
The contractor should analyse if the costs the Regulation's application involved were justified
given the achievements. This includes in particular an assessment of administrative burden for
businesses, especially SMEs. The issues that should at least be addressed are:
a) Can the Regulation be regarded as cost effective? Could the same or better results
have been achieved at lower costs?
b) What were the costs and administrative burden associated with using the Regulation?
Can these be quantified?
4.2.3 WORK PACKAGE 3 COHERENCY (10%)
The contractor should establish to what extent the Regulation is coherent internally, with
other EU policies, with Treaty objectives, and with the activities of other actors. The
following is a non-exhaustive list of the issues that should be addressed:
a) Is the Regulation internally coherent, for example is the monitoring mechanism in
line with the objective of simplifying provision of tiered priced products?
b) Is the Regulation coherent with other EU policies and Treaty objectives? How has
the Regulation interacted with other EU initiatives?
c) Has European legislation other than the Regulation addressed the risk of
diversion? If so how? Have other EU initiatives improved access to these
medicines?
d) Are there Member State initiatives in the field? Is the Regulation coherent with
those?
e) How has the Regulation interacted with other public or private policy measures
taken worldwide in the relevant period to improve the supply of pharmaceutical
products for the same diseases to developing countries at heavily discounted
prices?
10

f) Have other public or private initiatives on access to medicines addressed the
diversion threat?
4.2.4 WORK PACKAGE 4 - RELEVANCE (30%)
The contractor should establish to what extent the original objectives corresponded to
addressing EU needs and if they still do.
The contractor should analyse the contribution that differential pricing can make to access to
essential drugs. The contractor should also analyse the conditions that need to be in place for
differential pricing to have an impact. The assessment should be split in two: the contribution
the Regulation can make, and the contribution that differential pricing can make in general.
a) The contractor should assess if there still is need to prevent tiered priced products
from being imported into the Community to encourage the pharmaceutical industry to
make pharmaceutical products available to the poorest developing countries at heavily
discounted prices.
b) The contractor should assess if there still is need for EU action to prevent tiered priced
products from being imported into the Community. Is there a role for policy
intervention at EU level in support of tiered pricing?
c) If so, is a Regulation the most appropriate instrument for intervention? Is there a role
for a Regulation to prevent the import of tiered priced products into the EU? Is there a
role for a Regulation to encourage the pharmaceutical industry to make
pharmaceutical products available to the poorest developing countries at heavily
discounted prices?
d) The contractor should establish to what extent the demand for key pharmaceuticals in
the potential beneficiary countries is being met. The contractor should therefore
collect the following data over the relevant time period. The prevalence for
HIV/AIDS, tuberculosis and malaria by country and per disease. The number of
people eligible for and receiving treatment for HIV/AIDS and tuberculosis and
malaria by country and per disease. The degree of achievement of Millennium
Development Goal 6 in relation to HIV/AIDS, tuberculosis and malaria as monitored
by the WHO15.
e) The contractor should catalogue all initiatives taken since 2002 to make essential
drugs available at reduced prices in increased volumes. He should catalogue all these
with information per initiative. Many tiered pricing initiatives exist operating
independently of the Regulation. For example, A 2013 WHO/WTO/WIPO study
identified a number of cases16 and the International Federation of Pharmaceutical
15

16

Target 6A. Have halted by 2015 and begun to reverse the spread of HIV/AIDS. Target 6B. Achieve, by
2010, universal access to treatment for HIV/AIDS for all those who need it. Target 6C. Have halted by 2015
and begun to reverse the incidence of malaria and other major diseases. See
http://www.who.int/topics/millennium development goals/en/
See WHO/WTO/WIPO (2013): Promoting Access to Medical Technologies and Innovation, page 160.
Study available at http://www.wipo.int/policy/en/global health/trilateral cooperation.html. For more detail
on http://www medicinespatentpool.org/licensing/current-licences/
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Manufacturers & Associations in 2013 documented around 70 programmes (45 via
product donations, and 28 via differential pricing)17.
f) The contractor should provide case studies based on literature study and interviews for
the five initiatives on access to medicines which have had the biggest impact in terms
of making essential drugs available at reduced prices in increased volumes. The case
studies should include views from stakeholders, such as the beneficiary countries.
g) The contractor should seek stakeholders' views on the strengths and weaknesses of
differential pricing as a contribution to the problem of affordable access to essential
drugs. Potential stakeholders include the pharmaceutical industry and potential
beneficiary countries, international organisations and civil society organisations
dealing with access to medicines, and Member States, in particular authorities dealing
with pharmaceutical products, health, and trade.
RECOMMENDATIONS
Based on the findings of the various work packages, the contractor should make
recommendations on the continuing need for EU-level policy intervention in support of tiered
pricing schemes; and on the most appropriate form that any such intervention should take.
If the contractor should recommend the existing regulatory measure is to be maintained, then
the contractor should outline if and how the functioning of the regulation could be improved.
The contractor should establish what factors must be taken into account in order to build a
successful scheme18; and should seek to identify examples of best practice in the design and
implementation of existing tiered pricing schemes from either the public or private sector.
4.2.5 WORK PACKAGE 5 – WORKSHOP TO PRESENT AND VALIDATE THE RESULTS (10%)
The contractor should organize a workshop in the eight month after the signature of the
contract to present and validate the provisional results of work packages 1 to 4. These results
form part of the second interim report that is to be provided six months after the signature of
the contract (see 5.1 Reporting Requirements). The provisional results should be made
available at least 2 weeks in advance of the workshop on a website.
Stakeholders should be given the possibility to provide written comments. The final report
should take into account written comments and those received at the workshop.
The contractor shall prepare a programme and identify speakers and potential invitees in close
cooperation with the Commission. The final programme shall be submitted to the
Commission for approval. At least six speakers should be invited. The contractor should
foresee a budget to reimburse costs incurred by speakers.

17
18

See World Health Partnerships Directory http://partnerships.ifpma.org/
For example: How have other initiatives addressed the diversion threat? If they have not done so, why not?
How high was the risk of diversion? Were other mechanisms and safeguards sufficient to address the risk of
diversion?
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The contractor will draft a report of the workshop, and submit to the Commission for approval
not later than ten working days afterwards.
The workshop shall take place on Commission premises in Brussels.
Potential invitees could include stakeholders such as the pharmaceutical industry and
potential beneficiary countries, international organisations and civil society organisations
dealing with access to medicines, and Member States, in particular authorities dealing with
pharmaceutical products, health, and trade.
5

DELIVERABLES

The project must deliver a draft inception report, first and second interim reports, and a final
report. Each must include all explanations, analytic concepts, assumptions, and contextual
information necessary for a full understanding of the work performed, the judgements
reached, and any recommendations made.
5.1

REPORTING REQUIREMENTS

One month after the signature of the contract, the contractor shall provide the Commission
with a draft inception report that presents a finalised work plan and research method and
explains the evaluation criteria and performance indicators which will be used for the study. It
should include:


An overview of the project’s key features; a description of the project’s objectives and
how these will be met; an account of the key risks and how these will be managed; a
clear explanation of the research method that will be used, and of how the work will
be structured into phases; a clarification of the scope of work (after consultation with
the Commission); a schedule of the project’s phases, activities, resources, milestones,
outputs, and expected delivery dates; a statement of any assumptions that have been
relied upon in preparing the plan; and a description of the evaluators’ procedures and
methods for quality control and assurance.



A draft of the descriptive account of the underlying policy activity that will be
included in the final report (see below).

Three months after the signature of the contract, the contractor shall provide the Commission
with a first interim report containing the results of work package 1.
Six months after the signature of the contract, the contractor shall provide the Commission
with a second interim report containing the provisional results of work packages 1 to 4.
These provisional results are to be presented at the workshop.
Nine months after the signature of the contract, the contractor shall provide the Commission
with the final report.
All reports must:


Address the objectives of the evaluation answer the research questions and specific
points per work package, and comply with the requirements of the terms of reference;
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Include a clear description of the research method followed, and a final assessment of
any limitations of the approach taken, and the data relied upon;



Satisfy the Commission's performance standards and quality assessment criteria;



Demonstrate the link to the aims of the study, and to the specific research questions.
They should have structure and signposting that usefully guide the reader through the
commentary. Key messages should be highlighted and where necessary summarised.

The final report must in addition:


Contain an abstract of no more than 200 words and as a separate document an
executive summary of no more than 6 pages in both English and French.



Provide separately all material on access to medicines initiatives as collected under
work package 4 in electronic form ready for printing and website publication.



Report separately on the stakeholders' consultation. This part should contain the report
of the workshop as well as summarize responses received by stakeholders and how
these have been taken into account in the final report.



Give a clear and comprehensive descriptive account of the policy activity; the context
in which it operates; and of its interaction with other instruments or other policies.



Make practical and relevant recommendations for the future development of the policy
that is the subject of the evaluation.



A separate briefing document of no more than 2 pages. This should summarize: the
subject, scope and purpose of the evaluation; the main findings and recommendations;
the sources of evidence and the evidence-gathering methods employed; limitations in
the design or execution of the evaluation in meeting the study aims and objectives; and
suggestions where relevant of issues or aspects for further investigation.

5.2

MEETINGS

The following meetings with the Commission shall be attended by the contractor:


a kick-off meeting as soon as possible after signature of the contract,



a meeting shortly after submission of the draft inception report;



a meeting 3 months from signature to discuss the first interim report, and



a meeting 6 months from signature, to discuss the second interim report and prepare
the workshop.



a final meeting after the submission of the final report.

The contractor will prepare the agendas for these meetings and review/validate them with the
Commission (project officer). The contractor will also draft minutes of each meeting, and
make them available to the Commission for approval not later than ten working days after
each meeting.

14

A Steering committee will be set up by the Commission; it will include staff from different
Commission services. Its members may also participate in the above-mentioned meetings
with the contractor.
All meetings shall take place in Brussels. All costs relating to the preparation of and
participation in these meetings by the contractor shall be included in the proposed price.
5.3

GENERAL RULES REGARDING DOCUMENTS AND REPORTS

For each report, the Contractor must first send a draft to the Commission. The Commission
may provide comments and/or request adaptations. The quality of the interim and final reports
will be assessed using the quality assessment framework presented in Annex 4.
For the interim reports the Commission will either inform the Contractor that it accepts the
draft, or it will send the Contractor its comments within twenty (20) days.
The Contractor will then have thirty (30) days in which to submit additional information or a
finalised report to the Commission.
The Commission shall have forty-five (45) days from receipt to approve or reject the final
report. The Contractor shall have thirty (30) days in which to submit additional information or
a new report.
Reports should be drafted in such a way as to be readily accessible and meaningful to the
general reader, as well as to trade specialists. They should include a clear and concise
summary of the findings.
All reports, recommendations, and files prepared by the Contractor under the contract must be
in English. The executive summary of the final report should be in English and French.
Initial drafts should be transmitted as electronic documents only, in both PDF and Wordcompatible formats.
Final (approved) versions of reports should be submitted in PDF and Word-compatible
format, together with two hard copies and relevant invoices.
Reports should be accompanied by the original statistical databases, model files, and other
data inputs (where accessible) that formed the basis for the analysis carried out in the
approved reports.
Reports must include specific identifiers which should be incorporated on the cover page
provided by the European Commission.
All reports must bear the following statement on the inside title page:
This report was commissioned and financed by the European Commission. The
information and views set out in this report are those of the author(s) and do
not necessarily reflect the official opinion of the Commission. The Commission
does not guarantee the accuracy of the data included in this study. Neither the
Commission nor any person acting on the Commission’s behalf may be held
responsible for the use which may be made of the information contained
therein.
For graphic requirements please refer to the template provided in the annex 5. The cover page
shall be filled in by the contractor in accordance with the instructions provided in the
template. For further details you may also contact
@ec.europa.eu..
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5.4

PUBLICITY AND ACCOUNTABILITY

The contractor should be aware that the final report will be made public.
However, under Article 4 of Regulation (EC) 1049/2001 regarding public access to European
Parliament, Council and Commission documents, particular information produced in the
context of the evaluation, such as preliminary findings, simulation results, and suggested
policy recommendations may be kept from disclosure if disclosure of the information would
seriously undermine the Commission’s decision-making process, unless there is an overriding
public interest in disclosure. Such cases would have to be evaluated on an ad hoc basis.
If only parts of the requested document are covered by the exceptions to public access
allowed by Article 4, the remaining parts of the document will be released. Tenderers should
be aware that public access will be the norm rather than the exception.
5.5

PERFORMANCE STANDARDS AND QUALITY ASSESSMENT FRAMEWORK

The contractor will be expected to perform the work in a way that ensures that the applicable
Evaluation Standards of the Commission19 are complied with.
6

TIMING

The duration of the tasks shall not exceed nine months. The period of execution of the tasks
may be extended only with the express written agreement of the parties before the expiration
of such period.
7

BUDGET

The budget of the contract, including all costs is expected not to exceed EUR 150 000 (one
hundred and fifty thousand) for its total duration.
The contract will be awarded to the most economically advantageous tender.
The price offer of the tender must be complete. The tenderer must not include in the price
offer expenses for items that cannot be itemized and specified as requested (see Annex 2);
otherwise, his tender will be rejected.
The Commission will not reimburse travel or subsistence expenses, nor any other costs such
as, for example, translation costs, database management, secretarial assistance. Therefore the
tenderer is requested to take into account of these costs in the proposed price. Any travel and
subsistence expenses must be included in the price quoted.
8

PAYMENT

Payment shall be made in Euro (€). No VAT shall be paid.
Remuneration:
Payment shall be made in 3 instalments on submission to the Commission by the Contractor
of duly established invoices:
19 See http://ec.europa.eu/smart-regulation/evaluation/index en htm
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an interim payment of 20 % of the total price after the signature of the contract and after
approval by the Commission of the detailed working plan and methodology;



an interim payment of 50 % of the total price after approval by the Commission of the
second interim report including the results of work packages 1 to 4



a final payment of 30 % of the total price after the final study has been approved by the
Commission.

9

SELECTION OF RELEVANT LITERATURE AND SOURCES

Institutions such as the World Health Organization (WHO) publish detailed statistical
databases on public health. In particular, WHO collects data on mortality and prevalence by
country for HIV/AIDS, tuberculosis and malaria, as well as estimates of the number of people
requiring therapy.
WHO, WIPO and WTO organised a number of workshops with experts on access to essential
drugs the results of which should be taken into account. The workshops dealt with the relation
between public health, intellectual property and trade. A joint WHO and WTO 2001
Workshop on Differential Pricing concluded that ensuring access to essential drugs includes
issues of selection, affordability, financing, and health systems. A Workshop in 2010 focused
on the relation between access to medicines pricing and procurement practices. A 2011
Workshop analyzed the relation between access to medicines: patent information and freedom
to operate. A 2013 Workshop looked at promoting access to medical technologies and
innovation. The outcome of this process was a joint WHO, WTO, and WIPO study in 2013
Promoting Access to Medical Technologies and Innovation.
Burrone E et al. (2012) Challenges for the Uptake of Fixed-Dose Combinations: An Analysis
of Intellectual Property Issues – Working Paper July 2012. Medicines Patent Pool, Geneva,
2012. Study available at: http://www.medicinespatentpool.org/wp-content/uploads/WorkingPaper-on-FDCs-FINAL.pdf
Cameron A et.al (2011) The World Medicines Situation 2011: Medicines prices, availability,
and affordability. World Health Organization. Geneva 2011
CRA Study for International Federation of Pharmaceutical Manufacturers " Access to
essential medicines for the treatment of HIV/AIDS." Study available at
http://www.ifpma.org/fileadmin/content/Publication/2011/CRA_Access_to_Essential_Medici
nes HIV-AIDS October2011.pdf
European commission, Commission staff working document, EU 2013 Report on Policy
Coherence for Development, SWD(2013) 456 final, 31.10.2013
Lopert R, Lang DL, Hill SR, Henry DA: Differential pricing of drugs: A role for costeffectiveness analysis? Lancet 2002, 359:2105-2107.
Mackay B: Summary report of Industry Government Forum on Access to Medicines
(IGFAM). London: DFID Health Resources Center. Meeting report; 2009
Moon et al.: A win-win solution?: A critical analysis of tiered pricing to improve access to
medicines in developing countries. Globalization and Health 2011 7:39.
Niëns LM, Cameron A, Van de Poel E, Ewen M, Brouwer WBF, Laing R: Quantifying the
impoverishing effects of purchasing medicines: A crosscountry comparison of the
affordability of medicines in the developing world. PLoS Med 2010, 7:e1000333.
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Particip, Thematic evaluation of the European Commission support to the health sector, Final
Report,Volume I, August 2012. Evaluation for the European Commission, Study available at
http://ec.europa.eu/europeaid/how/evaluation/evaluation reports/reports/2012/20120904health-new-vol-iia en.pdf
Plahte J: Tiered pricing of vaccines: A win-win-win situation, not a subsidy. Lancet Infect Dis
2005, 5:58-63
Scherer and Watal, Post-TRIPS Options for Access to Patented Medicines in Developing
Nations, Journal of International Economic Law Volume 5, Issue 4 (2002) pages: 913-939.
See: http://jiel.oxfordjournals.org/content/5/4/913.full.pdf+html
Sukkar E: UK kick-starts differential pricing debate for developing world. Scrip World News
2009, 28-29
Waning, B. et al. (2010) Intervening in global markets to improve access to HIV/AIDS
treatment: an analysis of international policies and the dynamics of global antiretroviral
medicines markets. Globalization and Health, 2010a, 6:9.
WHO and WTO 2001 Workshop on Differential Pricing. All materials available at:
http://www.wto.org/english/tratop_e/trips_e/tn_hosbjor_e.htm
WHO (2007) Medicines Prices in Africa. Analysis of findings from 11 countries in the WHO
African region; Final version 10 September 2007
WHO, WIPO and WTO Workshop (2010) on relation between access to medicines pricing
and procurement practices. All materials available at
http://www.wto.org/english/tratop_e/trips_e/techsymp_july10_e/techsymp_july10_e.htm#pro
g
WHO, WIPO and WTO Workshop (2011) on the relation between access to medicines: patent
information and freedom to operate. All materials available at
http://www.wto.org/english/tratop_e/trips_e/techsymp_feb11_e/techsymp_feb11_e.htm
WHO, WIPO and WTO Workshop (2013) on promoting access to medical technologies and
innovation. All materials available at
http://www.wipo.int/meetings/en/2013/who_wipo_ip_med_ge_13/program.html
WHO,WTO, and WIPO Study (2013) "Promoting Access to Medical Technologies and
Innovation" Study available at
http://www.wipo.int/policy/en/global health/trilateral cooperation.html
Wilson P: Giving developing countries the best shot: An overview of vaccine access and
R&D. Oxfam International and MSF Campaign for Access to Essential Medicines. Geneva:
2010
Witty A: Big pharma as a catalyst for change. February 13, 2009 Speech to Harvard Medical
School. 2009
Yadav P: Differential pricing of pharmaceuticals: Review of current knowledge, new findings
and ideas for action. A study conducted for the UK Department for International
Development (DFID). Zaragoza, Spain: MITZaragoza International Logistics Program 2010
Yadav P: Differential pricing: The interface of economics and supply chains. London; 2009,
Presented at DFID Industry-Government Forum on Access to Medicines
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10 CONTRACTUAL CONDITIONS
In drawing up his bid, the tenderer should bear in mind the provisions of the standard
contract attached to this invitation to tender (see Annex 3). This contract will be
proposed to the successful tenderer. By submitting an offer, the tenderer accepts the
conditions of this contract.
The tenderer must not include in the offer conditions or clauses that are not specified in,
or that modify, this Terms of Reference, on pain of his/her tender being rejected.
Initiation of a tendering procedure imposes no obligation on the Commission to award
the contract. The Commission shall not be liable for any compensation with respect to
tenderers whose tenders have not been accepted. Nor shall it be so liable if it decides not
to award the contract.
11 THE TENDER MUST INCLUDE (SEE ANNEX 1 AND ANNEX 2 FOR THE STANDARD FORMS TO
BE USED):
– All the information and documents required by the authorising department for the
appraisal of tenders on the basis of the exclusion, selection and award criteria set out at
points 11, 12 and 13 (please see these points for more details);
A. Tender submission form and tenderer’s declaration;

B. A duly completed legal entity form 20;
Wherever the tenderer is a consortium of firms or groups of service
providers the legal entity form should be provided for each member or
group.

C. A duly completed banking reference form 21;
Wherever the tenderer is a consortium of firms or groups of service
providers, the banking reference form must be provided for each firm or
group

D. A duly signed and dated solemn declaration certifying that the tenderer
is not in any of the situations which would disqualify him from taking part
in a contract awarded by the European Union (see Annex I to the Terms of
20

The tenderer is not required to submit a legal entity form if he has already submitted such a legal entity form
in the context of a contract signed with the European Union since 01.01.2004 and if the information recorded
on this form has remained unaltered since the date of such submission.

21

The tenderer is not required to submit a banking reference form if he has already submitted such a banking
reference form in the context of a contract signed with the European Union since 01.01.2004 and if the
information recorded on this form has remained unaltered since the date of such submission.
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Reference).
Wherever the tenderer is a consortium of firms or groups of service
providers, the above mentioned information must be provided for each
firm or group.

E. Proof of economic and financial capacity22 (such as financial statements,
statements of overall turnover, statements from banks or the annual budget
in the case of semi-public or non-profit organisations).
Wherever the tenderer is a consortium of firms or groups of service
providers, the above mentioned information must be provided for each
firm or group.

F. A statement of exclusivity and availability of each proposed expert.

G. The technical offer, including:


A description of the general approach to the objectives of the
services to be rendered.



A description of the proposed planning and organisation of the
work, including quality control measures.



A description of the proposed methodology and tools and proposed
sources of data as well as a description of the proposed interaction
with stakeholders in the field of tiered pricing.



A description of the proposed team, in particular the variety and the
range of skills at its disposal.



A description of the relevant local contacts and networks in EU
countries and countries that are potential beneficiaries under the
Regulation.



All other relevant information related to the technical offer.

H. Description of the tenderer’s technical capacity to perform the tasks
involved in this contract notice.


The details (CVs) of educational and professional qualifications of
the proposed experts and of the persons providing the services.
For the proposed experts, this should clearly indicate their expertise

22

The Commission may waive this obligation if such evidence has already been submitted in another
procurement procedure and it is still valid.
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and knowledge in the areas of economic analysis, tiered pricing,
and access to medicines, as well as the capacity to perform in
English.



The tenderer shall indicate which person would be responsible for
the contract and the sole point of contact for the European
Commission throughout the performance of the study. The person
responsible for the contract shall have proven experience in
contract management, including the managing of international
studies.



A list of the principal related projects that were carried out under
the applicant’s direct responsibility during the past 3 years proving
merit and experience in similar studies.

I. The price offer, using the quotation form in Annex II to the Term of
Reference
Tenders can be submitted by groupings of service providers who will not be required to
adopt a particular legal form prior to the contract being awarded, but may be required to
do so after the award. However, a grouping of firms must nominate one party to be
responsible for the receipt and processing of payments for members of the grouping, for
managing the service administration, and for coordination. Each member of the grouping
assumes a joint and several liability towards the Commission.
Wherever the tenderer is a consortium of firms or groups of service providers with a
distinct legal personality, the tender should clarify the legal status of the consortium and
specify the role, qualifications and experience of each member or group. The above
mentioned legal entity form and tenderer’s declaration should be provided for each
member or group.
Candidates or tenderers and, if they are legal entities, persons who have powers of
representation, decision-making or control over them, are informed that, should they be
in one of the situations mentioned in:
- the Commission Decision of 16.12.2008 on the Early Warning System (EWS) for the
use of authorising officers of the Commission and the executive agencies (OJ, L 344,
20.12.2008, p. 125), or
- the Commission Regulation of 17.12.2008 on the Central Exclusion Database – CED
(OJ L 344, 20.12.2008, p. 12),
their personal details (name, given name if natural person, address, legal form and name
and given name of the persons with powers of representation, decision-making or
control, if legal person) may be registered in the EWS only or both in the EWS and
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CED, and communicated to the persons and entities listed in the above-mentioned
Decision and Regulation, in relation to the award or the execution of a procurement
contract.
Participation in tendering procedures is open on equal terms to all natural and legal
persons from one of the EU Member States and to all natural and legal persons in a third
country which has a special agreement with the European Union in the field of public
procurement on the conditions laid down in that agreement.
Where the Plurilateral Agreement on Government Procurement (GPA) concluded within
the WTO applies, the contracts are also open to nationals of the countries that have
ratified this Agreement, on the conditions it lays down. In that connection, it should be
noted that the services under Annex IIB to Directive 2004/18/EC and the R&D services
listed in category 8 of Annex IIA to that Directive are not caught by the Agreement.
The parties to the GPA can be consulted on the following web page:
http://www.wto.org/english/tratop e/gproc e/memobs e.htm#parties.
Operators in third countries which have signed a bilateral or multilateral agreement with
the European Union in the field of public procurement must be allowed to take part in the
tendering procedure on the conditions laid down in this agreement.

12 QUOTATION OF PRICES
Prices must be quoted in EUR (€) using the conversion rates published in the C series of
the 'Official Journal of the European Union' on the day when this invitation to tender was
published.
Prices must be fixed amounts that are non-revisable.
Prices shall be quoted free of all duties, taxes and other charges, including VAT, as the
European Union is exempt from such charges under Articles 3 and 4 of the Protocol on
the Privileges and Immunities of the European Union annexed to the Treaty of the
European Union and to the Treaty on the Functioning of the European Union. Exemption
is granted to the Commission by the governments of the Member States, either through
refunds upon presentation of documentary evidence or by immediate exemption. The
successful tenderer shall be given the necessary instructions by the Commission.
13 EXCLUSION CRITERIA:
Tenderers shall be excluded from participation in this procurement procedure if:
a)

they are bankrupt or being wound up, are having their affairs administered by the
courts, have entered into an arrangement with creditors, have suspended business
activities, are the subject of proceedings concerning those matters, or are in any
analogous situation arising from a similar procedure provided for in national
legislation or regulations;

b)

they have been convicted of an offence concerning their professional conduct by a
judgement which has the force of res judicata;
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c)

they have been guilty of grave professional misconduct proven by any means
which the contracting authority can justify;

d)

they have not fulfilled obligations relating to the payment of social security
contributions or the payment of taxes in accordance with the legal provisions of
the country in which they are established or with those of the country of the
contracting authority or those of the country where the contract is to be
performed;

e)

they have been the subject of a judgement which has the force of res judicata for
fraud, corruption, involvement in a criminal organisation or any other illegal
activity detrimental to the Union's financial interests;

f)

they have been the subject of an administrative penalty for being guilty of
misrepresentation in supplying the information required by the contracting
authority as a condition of participation in the procurement procedure or failing to
supply an information, or being declared to be in serious breach of his obligation
under contract covered by the budget.

Contracts may not be awarded to tenderers who, during the procurement procedure:
(a)
(b)

are subject to a conflict of interest;
are guilty of misrepresentation in supplying the information required by the
contracting authority as a condition of participation in the contract procedure or
fail to supply this information;
find themselves in one of the situations of exclusion, referred to at the beginning
of point 11 (letters (a) to (f)).

(c)

Tenderers must provide a declaration on honour that they are not in one of the abovementioned situations.
Only the tenderer to whom the contract is to be awarded shall be required to submit,
before signing the Contract, evidence confirming his declaration on honour, by
providing:


for points (a), (b) or (e): a recent extract from the judicial record or, failing that,
an equivalent document recently issued by a judicial or administrative authority
in the country of origin or provenance showing that those requirements are
satisfied.



for point (d), a recent certificate issued by the competent authority of the State
concerned.

Where no such documents or certificates are issued in the country concerned, they may
be replaced by a sworn or, failing that, a solemn statement made by the interested party
before a judicial or administrative authority, a notary or a qualified professional body in
his country of origin or provenance.
Depending on the national legislation of the country in which the tenderer or candidate is
established, the documents referred to in the above two paragraphs shall relate to legal
persons and/or natural persons including, where considered necessary by the contracting
authority, company directors or any person with powers of representation, decisionmaking or control in relation to the candidate or tenderer.
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Wherever the tenderer is a consortium of firms or groups of service providers, the abovementioned information must be provided for each member or group.
However, the Commission may waive the obligation for a candidate or tenderer to submit
documentary evidence if such evidence has already been submitted for another
procurement procedure and provided the documents were issued not more than one year
earlier and are still valid. In such cases, the candidate or tenderer must declare on his
honour that the documentary evidence has already been provided in a previous
procurement procedure, provide reference to that procedure, and confirm that there has
been no change in the situation. The above-mentioned information must be included in
the tender specifications.
Please refer to the e-Certis website, which provides the possibility of determinating the
exact certificates and attestations required: http://ec.europa.eu/markt/ecertis/login.do
14 SELECTION CRITERIA – MINIMUM QUALIFICATIONS REQUIRED
A.

FINANCIAL AND ECONOMIC CAPACITY
Sufficient economic and financial capacity to guarantee continuous and
satisfactory performance throughout the envisaged lifetime of the contract
Proof of economic and financial capacity may in particular be furnished by
one or more of the following documents:
a) appropriate statements from banks or where appropriate, evidence of
relevant professional risk indemnity insurance;
b) financial statements for the last two years for which account have been
closed;
c) a statement of overall turnover and turnover concerning the services
covered by the contract during a period of one year for the last financial
year available.
The Commission may waive the obligation of a candidate or tenderer to
submit the documentary evidence above if such evidence has already been
submitted to it for the purposes of another procedure and it is still valid.
If, for some exceptional reasons which the Commission considers justified,
the tenderer or candidate is unable to provide the references requested, he
may prove his economic and financial capacity by any other means which
the Commission considers appropriate.
If the economic and financial selection criteria are fulfilled by relying on a
third party, the Commission may demand, if that tender wins the contract,
that this party signs the contract (becomes a contractor) or, alternatively,
provides a joint and several first-call guarantee. If the third party chooses to
sign the contract it should prove that it is not in an exclusion situation and
that it has access to the market.

B.

TECHNICAL AND PROFESSIONAL CAPACITY
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The minimum professional and technical standards required are:
1. Profound knowledge of access to medicines and tiered pricing issues and
relevant EU and international legislation. This includes issues of selection,
affordability, and financing as well as the relation between public health
policies and health systems and trade.
2. Experience of minimum 5 years in conducting economic analysis in the
area of public health, and studies of the impact of public health policies.
3. Technical capacity to manage an international study, including
conducting international case studies, and organisation of an international
stakeholder's consultation and workshop.
Evidence of the technical and professional capacity may in particular be
furnished on the basis of one or more of the documents listed below:
a)

Details of educational and professional qualifications of the service
provider and/or those of the firm's managerial staff and, in particular,
those of the person or persons responsible for providing the service
(detailed CV’s to be included clearly indicating expertise in and
knowledge of points above under (1) knowledge, and (2) experience.)

b)

A list of the principal services provided in the past three years, with the
sums, dates and recipients, public or private ,and in particular of similar
projects that were carried out under the applicant’s direct responsibility
proving merit and experience in points above under (1) knowledge, (2)
experience, and (3) technical capacity.

Where the tenderer wishes to sub-contract or otherwise rely on the capacities of other
entities, it must in that case prove that it will have at its disposal the resources necessary
for performance of the contract, for example by producing an undertaking on the part of
those entities to place those resources at its disposal.
Where the successful tenderer is an individual, a partnership of individuals, or a sole
trader, it will be expected to demonstrate that continuity of service can be guaranteed.
The Commission will consider, inter alia, the risk to successful project completion that
would be occasioned by the death or resignation of one or more of the individuals
involved.
Only those proposals which meet all the Selection Criteria will be carried forward for
assessment under the Award Criteria.
15 AWARD CRITERIA FOR THE CHOICE OF THE CONTRACTOR
The contract will be awarded to the “most economically advantageous tender”.
Criteria to be applied are:
 price (price of the tender measured as a ratio compared to the lowest tender 23),
(30%) and
23

By using the formula: Price of the lowest tender * fixed percentage = … % for the criterion ‘price’
Price of the tender
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Enclosures of the Terms of reference:
Annex 1:

Tender submission form including tenderer’s declaration, statement of
exclusivity and availability, banking references form and legal entities form

Annex 2:

Quotation form for unit prices

Annex 3:

Model contract, which will be proposed to the selected Contractor.

Annex 4

Quality assessment framework

Annex 5

Graphic requirements template
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ANNEX 1.

TENDER SUBMISSION FORM
TENDERER'S DECLARATION(S)
STATEMENT OF EXCLUSIVITY AND AVAILABILITY
BANKING REFERENCES FORM
LEGAL ENTITIES FORM

29

(preferably on headed notepaper of the tenderer)

TENDERER'S DECLARATION(S)
Declaration of honour
on exclusion criteria and absence of conflict of interest
To be completed and signed by the tenderer
(including one from each consortium partner, in the case of a consortium).
Contract to […]
Publication reference:______________________________________________________
(Complete or delete the parts in grey italics in parenthese)
[Choose options for parts in grey between square brackets]
The undersigned (insert name of the signatory of this form):
 in [his][her] own name (for a natural person)
or
 representing the following legal person: (only if the economic operator is a legal person)
full official name:
official legal form:
full official address:
VAT registration number:
 declares that [the above-mentioned legal person][he][she] is not in one of the
following situations:
a) is bankrupt or being wound up, is having its affairs administered by the courts, has entered
into an arrangement with creditors, has suspended business activities, is the subject of
proceedings concerning those matters, or is in any analogous situation arising from a
similar procedure provided for in national legislation or regulations;
b) has been convicted of an offence concerning professional conduct by a judgment of a
competent authority of a Member State which has the force of res judicata;
c) has been guilty of grave professional misconduct proven by any means which the
contracting authorities can justify including by decisions of the European Investment
Bank and international organisations;
d) is not in compliance with all its obligations relating to the payment of social security
contributions and the payment of taxes in accordance with the legal provisions of the
country in which it is established, with those of the country of the contracting authority
and those of the country where the contract is to be performed;
e) has been the subject of a judgement which has the force of res judicata for fraud,
corruption, involvement in a criminal organisation, money laundering or any other illegal
activity, where such activity is detrimental to the Union's financial interests;
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f) is a subject of an administrative penalty for being guilty of misrepresentation in supplying
the information required by the contracting authority as a condition of participation in a
procurement procedure or failing to supply this information, or having been declared to be
in serious breach of its obligations under contracts covered by the Union's budget.
 (Only for legal persons other than Member States and local authorities, otherwise
delete) declares that the natural persons with power of representation, decision-making
or control24 over the above-mentioned legal entity are not in the situations referred to
in b) and e) above;
 declares that [the above-mentioned legal person][he][she]:
g)
has no conflict of interest in connection with the contract; a conflict of interest could
arise in particular as a result of economic interests, political or national affinity, family,
emotional life or any other shared interest;
h)
will inform the contracting authority, without delay, of any situation considered a
conflict of interest or which could give rise to a conflict of interest;
i)
has not granted and will not grant, has not sought and will not seek, has not attempted
and will not attempt to obtain, and has not accepted and will not accept any advantage,
financial or in kind, to or from any party whatsoever, where such advantage constitutes an
illegal practice or involves corruption, either directly or indirectly, inasmuch as it is an
incentive or reward relating to award of the contract;
j)
provided accurate, sincere and complete information to the contracting authority
within the context of this procurement procedure ;
 acknowledges that [the above-mentioned legal person][he][she] may be subject to
administrative and financial penalties25 if any of the declarations or information
provided prove to be false.
In case of award of contract, the following evidence shall be provided upon request and
within the time limit set by the contracting authority:
For situations described in (a), (b) and (e), production of a recent extract from the judicial
record is required or, failing that, a recent equivalent document issued by a judicial or
administrative authority in the country of origin or provenance showing that those
requirements are satisfied. Where the tenderer is a legal person and the national legislation of
the country in which the tenderer is established does not allow the provision of such
documents for legal persons, the documents should be provided for natural persons, such as
the company directors or any person with powers of representation, decision making or
control in relation to the tenderer.
For the situation described in point (d) above, recent certificates or letters issued by the
competent authorities of the State concerned are required. These documents must provide
evidence covering all taxes and social security contributions for which the tenderer is liable,

24

This covers the company directors, members of the management or supervisory bodies, and cases
where one natural person holds a majority of shares.

25

As provided for in Article 109 of the Financial Regulation (EU, Euratom) 966/2012 and Article
145 of the Rules of Application of the Financial Regulation
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including for example, VAT, income tax (natural persons only), company tax (legal persons
only) and social security contributions.
For any of the situations (a), (b), (d) or (e), where any document described in two paragraphs
above is not issued in the country concerned, it may be replaced by a sworn or, failing that, a
solemn statement made by the interested party before a judicial or administrative authority, a
notary or a qualified professional body in his country of origin or provenance.
If the tenderer is a legal person, information on the natural persons with power of
representation, decision making or control over the legal person shall be provided only upon
request by the contracting authority.
Full name

Date

Signature
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BANKING REFERENCES FORM AND LEGAL ENTITY
FORM
Please complete and sign:



the banking references form, which can be downloaded from this address
http://ec.europa.eu/budget/contracts grants/info contracts/financial id/financial id e
n.cfm. Once completed, it must be printed, signed and attached to the tender.
the form providing details on the “legal entity”: select either the public entity form, the
private entity form or the form for individuals. The form can be downloaded from this
address:
http://ec.europa.eu/budget/contracts grants/info contracts/legal entities/legal entities
_en.cfm. Once completed, it must be printed, signed and attached to the tender.

You are not required to submit a legal entity form or a banking reference form if you have
already submitted these forms in the context of a contract signed with the European Union
since 01.01.2004 and if the information recorded on these forms has remained unaltered since.
In the case of the banking reference form, please submit such a form if you have used more
than one bank account with your previous contracts with the European Union.
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ANNEX 2.

QUOTATION FORM FOR PRICE

Tenderers are required to quote a rate separately for all of the Work Packages

COSTS

Rates per
Unit (Euro)

Number of TOTAL
Units
(EUR)

UNIT RATES
Honoraria : *
…..

e.g.:
- senior
- junior

…..
TOTAL

The honoraria are to be detailed for the purposes of comparison.
It is understood that the resulting total, including the travel related costs, will be treated as
lump-sum. Such a lump-sum shall cover all the Contractor’s costs in order to manage the
contract as well as the Contractor’s commercial margin. Therefore, it shall cover, inter alia,
the travel and subsistence costs incurred by the Contractor to attend the meetings explicitly
required by this Contract at the moment of the submission of the tender, the management team
and supporting staff costs and all administrative costs necessary to carry out the tasks of the
contract (offices, communications, printing costs of documents, dispatch costs, etc.).
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ANNEX 3.

MODEL CONTRACT
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Contract number: [complete]

Contract model of October 2012

EUROPEAN COMMISSION
Directorate-General for Trade
Directorate B - Services and Investment, Intellectual Property and Public Procurement
Director

SERVICE CONTRACT
CONTRACT NUMBER – [complete]
The European Union (hereinafter referred to as "the Union"), represented by the European
Commission (hereinafter referred to as "the contracting authority"), which is represented
for the purposes of the signature of this contract by Rupert Schlegelmilch, Director
Directorate B - Services and Investment, Intellectual Property and Public Procurement,
on the one part, and
[full official name]
[official legal form]
[statutory registration number]
[full official address]
[VAT registration number]
[(hereinafter referred to as ‘the contractor’),][represented for the purposes of the signature
of this contract by [forename, surname and function,]]
[The parties identified above and hereinafter collectively referred to as ‘the contractor’
shall be jointly and severally liable vis-à-vis the contracting authority for the performance
of this contract.]
on the other part,
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HAVE AGREED

to the special conditions, the general conditions for service contracts and the following
annexes:
Annex I –

Tender specifications (reference No [complete] of [insert date])

Annex II –

Contractor's tender (reference No [complete] of [insert date])

[Other annexes]
which form an integral part of this contract (hereinafter referred to as “the contract”).

-

The terms set out in the special conditions shall take precedence over those in the
other parts of the contract.

-

The terms set out in the general conditions shall take precedence over those in the
annexes.

-

The terms set out in the tender specifications (Annex I) shall take precedence over
those in the tender (Annex II).
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I – SPECIAL CONDITIONS
ARTICLE I.1 – SUBJECT MATTER
I.1.1

The subject matter of the contract are services "Evaluation of Council Regulation
(EC) 953/2003 to avoid trade diversion into the European Union of certain key
medicines."

I.1.2

The contractor shall execute the tasks assigned to it in accordance with the tender
specifications annexed to the contract (Annex I).

ARTICLE I.2 – ENTRY INTO FORCE AND DURATION
I.2.1

The contract shall enter into force on the date on which it is signed by the last
party, this being the authority.

I.2.2

Under no circumstances may performance commence before the date on which the
contract enters into force.

I.2.3

The duration of the execution of the tasks shall not exceed nine months. Unless
otherwise specified, all periods specified in the contract are calculated in calendar
days. Execution of the tasks shall start from the date of entry into force of the
contract.
The period of execution of the tasks may be extended only with the express written
agreement of the parties before the expiration of such period.

ARTICLE I.3 –PRICE
I.3.1

The maximum total amount to be paid by the contracting authority under the
contract shall be EUR [amount in figures and in words] covering all tasks
executed.

ARTICLE I.4 – PAYMENT ARRANGEMENTS
Payment shall be made in three instalments on submission to the Commission by the
Contractor of duly established invoices.
I.4. Interim payment
The contractor shall submit an invoice for an interim payment of EUR [amount in figures
and in words] equal to 20 % of the total amount referred to in Article I.3.1. after approval
by the Commission of the detailed working plan and methodology.
The contractor shall submit an invoice for an interim payment of EUR [amount in figures
and in words] equal to 50 % of the total amount referred to in Article I.3.1. after approval
by the Commission of the second interim report including the results of work packages 1
to 4.
Invoices for interim payment shall be accompanied by a progress report or any other
document in accordance with the tender specifications. The contracting authority shall
make the payment within 60 days from receipt of the invoice. The contractor shall have 30
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days in which to submit additional information or corrections or a new progress report or
documents if required by the contracting authority.
I.4. Payment of the balance
The contractor shall submit an invoice for payment of the balance.
The invoice shall be accompanied by the final progress report or any other document in
accordance with the tender specifications. The contracting authority shall make the
payment within 60 days from receipt of the invoice. The contractor shall have 30 days in
which to submit additional information or corrections, a new final progress report or other
documents if it is required by the contracting authority.
***

ARTICLE I.5 – BANK ACCOUNT
Payments shall be made to the contractor’s bank account denominated in [euro][insert
local currency where the receiving country does not allow transactions in EUR],
identified as follows:
Name of bank:
Full address of branch:
Exact designation of account holder:
Full account number including [bank] codes:
[IBAN27 code:]

ARTICLE I.6 – COMMUNICATION DETAILS AND DATA CONTROLLER
For the purpose of Article II.6, the data controller shall be Mr Anders C. Jessen, Head of
Unit B.3 - Intellectual Property and Public Procurement.
Communications shall be sent to the following addresses:
Contracting authority:
European Commission
Directorate-General for Trade
Directorate B - Services and Investment, Intellectual Property and Public
Procurement
Unit B.3 Intellectual Property and Public Procurement
B – 1049 Brussels
Email: [insert functional mailbox]
Contractor:
[Full name]
[Function]
[Company name]
[Full official address]
27

BIC or SWIFT code for countries with no IBAN code.
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ARTICLE I.7– APPLICABLE LAW AND SETTLEMENT OF DISPUTES
I.7.1. The contract shall be governed by Union law, complemented, where necessary, by
the law of Belgium.
I.7.2. Any dispute between the parties in relation to the interpretation, application or
validity of the contract which cannot be settled amicably shall be brought before
the courts of Belgium.

ARTICLE I.8 - EXPLOITATION OF THE RESULTS OF THE CONTRACT
I.8.1 Modes of exploitation
In accordance with Article II.10.2 whereby the Union acquires ownership of the results as
defined in the tender specifications (Annex I), these results may be used for any of the
following purposes:
[(a)

use for its own purposes:
(i)

making available to the staff of the contracting authority

(ii)

making available to the persons and entities working for the contracting
authority or cooperating with it, including contractors, subcontractors whether
legal or natural persons, Union institutions, agencies and bodies, Member
States' institutions

(iii)

installing, uploading, processing

(iv)

arranging, compiling, combining, retrieving

(v)

copying, reproducing in whole or in part and in unlimited number of copies

(b)

distribution to the public:
(i)

publishing in hard copies

(ii)

publishing in electronic or digital format

(iii)

publishing on the internet as a downloadable/non-downloadable file

(iv)

broadcasting by any kind of technique of transmission

(v)

public presentation or display

(vi)

communication through press information services

(vii)

inclusion in widely accessible databases or indexes

(viii) otherwise in any form and by any method
(c)
modifications by the contracting authority or by a third party in the name of the
contracting authority:
(i)

shortening

(ii)

summarizing
42

Contract number: [complete]

Contract model of October 2012

(iii)

modifying of the content

(iv)

making technical changes to the content:
- necessary correction of technical errors
- adding new parts or functionalities
- changing functionalities
- providing third parties with additional information concerning the result
(e.g. source code) with a view of making modifications

(v)

addition of new elements, paragraphs titles, leads, bolds, legend, table of
content, summary, graphics, subtitles, sound, etc.

(vi)

preparation in audio form, preparation as a presentation, animation,
pictograms story, slide-show, public presentation etc.

(vii)

extracting a part or dividing into parts

(viii) use of a concept or preparation of a derivate work
(ix)

digitisation or converting the format for storage or usage purposes

(x)

modifying dimensions

(xi)

translating, inserting subtitles, dubbing in different language versions:
- English, French, German
- all official languages of EU
- languages used within EU
- languages of candidate countries

(d)

the modes of exploitation listed in article II.10.4

(e)
rights to authorise, license, or sub-license in case of licensed pre-existing rights,
the modes of exploitation set out in any of the points (a) to (c) to third parties.
Where the contracting authority becomes aware that the scope of modifications exceeds
that envisaged in the contract the contracting authority shall consult the contractor. Where
necessary, the contractor shall in turn seek the agreement of any creator or other right
holder. The contractor shall reply to the contracting authority within one month and shall
provide its agreement, including any suggestions of modifications, free of charge. The
creator may refuse the intended modification only when it may harm his honour,
reputation or distort integrity of the work.
I.8.2 Pre-existing rights and transmission of rights
All pre-existing rights shall be licensed to the Union in accordance with Article II.10.3.
The contractor shall provide to the contracting authority a list of pre-existing rights and
third parties' rights including its personnel, creators or other right holders as provided for
in Article II.10.5.
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ARTICLE I.9 – TERMINATION BY EITHER PARTY
Either party may, unilaterally and without being required to pay compensation, terminate
the contract by formally notifying the other party by giving [one month's] notice. Should
the contracting authority terminate the contract, the contractor shall only be entitled to
payment corresponding to part-performance of the contract before the termination date.
The first paragraph of Article II.14.3 shall apply.

ARTICLE I.10 – OTHER SPECIAL CONDITIONS
NOT APPLICABLE

SIGNATURES
For the contractor,

For the contracting authority,

[Company name/forename/surname/function]

[forename/surname/function]

signature[s]: _______________________

signature[s]:_____________________

Done at [Brussels], [date]

Done at [Brussels], [date]

In duplicate in English.

44

Contract number: [complete]

Contract model of October 2012

II – GENERAL CONDITIONS FOR SERVICE CONTRACTS
1.

ARTICLE II.1 – PERFORMANCE OF THE CONTRACT

II.1.1 The contractor shall perform the contract to the highest professional standards.
II.1.2 The contractor shall be solely responsible for taking the necessary steps to obtain
any permit or licence required for performance of the contract under the laws and
regulations in force at the place where the tasks assigned to it are to be executed.
II.1.3 Without prejudice to Article II.4 any reference made to the contractor’s personnel
in the contract shall relate exclusively to individuals involved in the performance
of the contract.
II.1.4 The contractor must ensure that the personnel performing the contract possesses
the professional qualifications and experience required for the execution of the
tasks assigned to it.
II.1.5 The contractor shall neither represent the contracting authority nor behave in any
way that would give such an impression. The contractor shall inform third parties
that it does not belong to the European public service.
II.1.6 The contractor shall be solely responsible for the personnel who executes the tasks
assigned to the contractor.
The contractor shall stipulate the following employment or service relationships
with its personnel:
(a)

personnel executing the tasks assigned to the contractor may not be given
orders directly by the contracting authority;

(b)

the contracting authority may not under any circumstances be considered to
be the employer of the personnel referred to in point (a) and the personnel
shall undertake not to invoke against the contracting authority any right
arising from the contractual relationship between the contracting authority
and the contractor.

II.1.7 In the event of disruption resulting from the action of one of the contractor's
personnel working on the contracting authority's premises or in the event that the
expertise of a member of the contractor's personnel fails to correspond to the
profile required by the contract, the contractor shall replace him without delay. The
contracting authority shall have the right to make a reasoned request for the
replacement of any such personnel. The replacement personnel must have the
necessary qualifications and be capable of performing the contract under the same
contractual conditions. The contractor shall be responsible for any delay in the
execution of the tasks assigned to it resulting from the replacement of personnel.
II.1.8 Should the execution of the tasks be directly or indirectly hampered, either
partially or totally, by any unforeseen event, action or omission, the contractor
shall immediately and on its own initiative record it and report it to the contracting
authority. The report shall include a description of the problem and an indication of
the date on which it started and of the remedial action taken by the contractor to
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ensure full compliance with its obligations under this contract. In such an event the
contractor shall give priority to solving the problem rather than determining
liability.
II.1.9 Should the contractor fail to perform its obligations under the contract, the
contracting authority may - without prejudice to its right to terminate the
contract - reduce or recover payments in proportion to the scale of the unperformed
obligations. In addition, the contracting authority may claim compensation or
impose liquidated damages in accordance with Article II.12.

ARTICLE II.2 – MEANS OF COMMUNICATION
II.2.1 Any communication relating to the contract or to its performance shall be made in
writing and shall bear the contract number. Any communication is deemed to have
been made when it is received by the receiving party unless otherwise provided for
in this contract.
II.2.2 Electronic communication shall be deemed to have been received by the parties on
the day of dispatch of that communication provided it is sent to the addressees
listed in Article I.6. Without prejudice to the preceding, if the sending party
receives a message of non-delivery to or of absence of the addressee, it shall make
every effort to ensure the actual receipt of such communication by the other party.
Electronic communication shall be confirmed by an original signed paper version
of that communication if requested by any of the parties provided that this request
is submitted without unjustified delay. The sender shall send the original signed
paper version without unjustified delay.
II.2.3 Mail sent using the postal services is deemed to have been received by the
contracting authority on the date on which it is registered by the department
responsible referred to in Article I.6.
Any formal notification shall be made by registered mail with return receipt or
equivalent, or by equivalent electronic means.

2.

ARTICLE II.3 – LIABILITY

II.3.1 The contractor shall be solely responsible for complying with any legal obligations
incumbent on it.
II.3.2 The contracting authority shall not be held liable for any damage caused or
sustained by the contractor, including any damage caused by the contractor to third
parties during or as a consequence of performance of the contract, except in the
event of wilful misconduct or gross negligence on the part of the contracting
authority.
II.3.3 The contractor shall be held liable for any loss or damage sustained by the
contracting authority in performance of the contract, including in the event of
subcontracting, and for any claim by a third party, but only to an amount not
exceeding three times the total amount of the contract. Nevertheless, if the damage
or loss is caused by the gross negligence or wilful misconduct of the contractor or
of its personnel or subcontractors, the contractor shall have unlimited liability for
the amount of the damage or loss.
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II.3.4 The contractor shall indemnify and hold the Union harmless for all damages and
costs incurred due to any claim. The contractor shall provide compensation in the
event of any action, claim or proceeding brought against the contracting authority
by a third party as a result of damage caused by the contractor during the
performance of the contract. In the event of any action brought by a third party
against the contracting authority in connection with the performance of the
contract, including any alleged breach of intellectual property rights, the contractor
shall assist the contracting authority. Such expenditure incurred by the contractor
may be borne by the contracting authority.
II.3.5 The contractor shall take out an insurance policy against risks and damage relating
to the performance of the contract, if required by the relevant applicable
legislation. It shall take out supplementary insurance as reasonably required by
standard practice in the industry. A copy of all the relevant insurance contracts
shall be sent to the contracting authority should it so request.

3.

ARTICLE II.4 - CONFLICT OF INTEREST

II.4.1 The contractor shall take all the necessary measures to prevent any situation of
conflict of interest. Such situation arises where the impartial and objective
performance of the contract is compromised for reasons involving economic
interest, political or national affinity, family or emotional ties, or any other shared
interest.
II.4.2 Any situation constituting or likely to lead to a conflict of interest during the
performance of the contract shall be notified to the contracting authority in writing
without delay. The contractor shall immediately take all the necessary steps to
rectify the situation. The contracting authority reserves the right to verify that the
steps taken are appropriate and may require that additional steps be taken within a
specified deadline.
II.4.3 The contractor declares that it has not granted and will not grant, has not sought
and will not seek, has not attempted and will not attempt to obtain and has not
accepted and will not accept, any advantage, financial or in kind, to or from any
party whatsoever, when such advantage constitutes an illegal practice or involves
corruption, either directly or indirectly, in so far as it serves as an incentive or
reward relating to the performance of the contract.
II.4.4 The contractor shall pass on all the relevant obligations in writing to its personnel
and to any natural person with the power to represent it or take decisions on its
behalf and ensure that it is not placed in a situation which could give rise to
conflicts of interest. The contractor shall also pass on all the relevant obligations in
writing to third parties involved in the performance of the contract including
subcontractors.

4.

ARTICLE II.5 – CONFIDENTIALITY

II.5.1 The contracting authority and the contractor shall treat with confidentiality any
information and documents, in any form, disclosed in writing or orally in relation
to the performance of the contract and identified in writing as confidential.
The contractor shall:
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(a) not use confidential information and documents for any purpose other than fulfilling
its obligations under the contract without prior written agreement of the contracting
authority;
(b) ensure the protection of such confidential information and documents with the same
level of protection it uses to protect its own confidential information, but in no case
any less than reasonable care;
(c) not disclose directly or indirectly confidential information and documents to third
parties without prior written agreement of the contracting authority.
II.5.2 The confidentiality obligation set out in Article II.5.1 shall be binding on the
contracting authority and the contractor during the performance of the contract and
for five years starting from the date of the payment of the balance unless:
(a) the concerned party agrees to release the other party from the confidentiality
obligation earlier;
(b) the confidential information becomes public through other means than in breach of
the confidentiality obligation through disclosure by the party bound by that
obligation;
(c) the disclosure of the confidential information is required by law.
II.5.3 The contractor shall obtain from any natural person with the power to represent it
or take decisions on its behalf, as well as from third parties involved in the
performance of the contract, an undertaking that they will comply with the
confidentiality obligation set out in Article II.5.1.

5.

ARTICLE II.6 – PROCESSING OF PERSONAL DATA

II.6.1 Any personal data included in the contract shall be processed pursuant to
Regulation (EC) 45/2001 of the European Parliament and of the Council of 18
December 2000 on the protection of individuals with regard to the processing of
personal data by the Community institutions and bodies and on the free movement
of such data. Such data shall be processed by the data controller solely for the
purposes of the performance, management and monitoring of the contract without
prejudice to its possible transmission to the bodies charged with monitoring or
inspection tasks in application of Union law.
II.6.2 The contractor shall have the right to access its personal data and the right to
rectify any such data. The contractor should address any queries concerning the
processing of its personal data to the data controller.
II.6.3 The contractor shall have right of recourse at any time to the European Data
Protection Supervisor.
II.6.4 Where the contract requires the processing of personal data by the contractor, the
contractor may act only under the supervision of the data controller, in particular
with regard to the purposes of the processing, the categories of data which may be
processed, the recipients of the data and the means by which the data subject may
exercise his rights.
II.6.5 The contractor shall grant its personnel access to the data to the extent strictly
necessary for the performance, management and monitoring of the contract.
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II.6.6 The contractor undertakes to adopt appropriate technical and organisational
security measures having regard to the risks inherent in the processing and to the
nature of the personal data concerned in order to:
(a) prevent any unauthorised person from gaining access to computer systems
processing personal data, and especially:
(i)

unauthorised reading, copying, alteration or removal of storage media;

(ii)
unauthorised data input, as well as any unauthorised disclosure, alteration
or erasure of stored personal data;
(iii)
unauthorised use of data-processing systems by means of data transmission
facilities;
(b) ensure that authorised users of a data-processing system can access only the
personal data to which their access right refers;
(c) record which personal data have been communicated, when and to whom;
(d) ensure that personal data being processed on behalf of third parties can be
processed only in the manner prescribed by the contracting authority;
(e) ensure that, during communication of personal data and transport of storage media,
the data cannot be read, copied or erased without authorisation;
(f) design its organisational structure in such a way that it meets data protection
requirements.

ARTICLE II.7 – SUBCONTRACTING
II.7.1 The contractor shall not subcontract without prior written authorisation from the
contracting authority nor cause the contract to be de facto performed by third
parties.
II.7.2 Even where the contracting authority authorises the contractor to subcontract to
third parties, it shall nevertheless remain bound by its contractual obligations and
shall be solely responsible for the proper performance of this contract.
II.7.3 The contractor shall make sure that the subcontract does not affect rights and
guarantees granted to the contracting authority by virtue of this contract, notably
by Article II.18.

ARTICLE II.8 – AMENDMENTS
II.8.1 Any amendment to the contract shall be made in writing before fulfilment of any
new contractual obligations and in any case before the date of payment of the
balance.
II.8.2 The amendment may not have the purpose or the effect of making changes to the
contract which might call into question the decision awarding the contract or result
in unequal treatment of tenderers.
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ARTICLE II.9 – ASSIGNMENT
II.9.1 The contractor shall not assign the rights, including claims for payments, and
obligations arising from the contract, in whole or in part, without prior written
authorisation from the contracting authority.
II.9.2 In the absence of such authorisation, or in the event of failure to observe the terms
thereof, the assignment of rights or obligations by the contractor shall not be
enforceable against the contracting authority and shall have no effect on it.

ARTICLE II.10 – OWNERSHIP

OF THE RESULTS

- INTELLECTUAL

AND

INDUSTRIAL PROPERTY RIGHTS

II.10.1 Definitions
In this contract the following definitions apply:
(1) 'results' means any intended outcome of the performance of the contract which is
delivered and finally accepted by the contracting authority;
(2) 'creator' means any natural person who contributed to the production of the result and
includes personnel of the contracting authority or a third party;
(3) 'pre-existing rights' means any industrial and intellectual property rights, including
background technology, which exist prior to the contracting authority or the contractor
ordering them for the purpose of the contract execution and include rights of ownership
and use by the contractor, the creator, the contracting authority and any third parties.
II.10.2 Ownership of the results
The ownership of the results shall be fully and irrevocably acquired by the Union under
this contract including any rights in any of the results listed in this contract. Those rights
in the results may include copyright and other intellectual or industrial property rights, as
well as all technological solutions and information contained within these technological
solutions, produced in performance of the contract. The contracting authority may exploit
them as stipulated in this contract. All the rights shall be acquired by the Union from the
moment the results are delivered by the contractor and accepted by the contracting
authority. Such delivery and acceptance are deemed to constitute an effective assignment
of rights from the contractor to the Union.
The payment of the price as set out in the contract is deemed to include any fees payable
to the contractor in relation to the acquisition of rights by the Union including all forms of
use of the results.
The acquisition of rights by the Union under this contract covers all territories worldwide.
Any intermediary sub-result, raw data, intermediary analysis made available by the
contractor cannot be used by the contracting authority without the written consent of the
contractor, unless the contract explicitly provides for it to be treated as a self-contained
result.
II.10.3 Licensing of pre-existing rights
The Union shall not acquire ownership of the pre-existing rights.
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The contractor shall license the pre-existing rights on a royalty-free, non-exclusive and
irrevocable basis to the Union which may use the pre-existing right as foreseen in
Article I.8.1. All the pre-existing rights shall be licensed to the Union from the moment
the results were delivered and accepted by the contracting authority.
The licensing of pre-existing rights to the Union under this contract covers all territories
worldwide and is valid for the whole duration of intellectual property rights protection.
II.10.4 Modes of exploitation
The Union shall acquire ownership of each of the results produced as an outcome of this
contract which may be used for any of the following purposes:
(a)

(b)
(c)

giving access upon individual requests without the right to reproduce or exploit, as
provided for by Regulation 1049/2001 of the European Parliament and of the Council
of 30 May 2001 regarding public access to European Parliament, Council and
Commission documents;
storage of the original and copies made in accordance with this contract;
archiving in line with the document management rules applicable to the
contracting authority.

II.10.5 Identification and evidence of granting of pre-existing rights and rights of
third parties
When delivering the results, the contractor shall warrant that they are free of rights or
claims from creators and third parties including in relation to pre-existing rights, for any
use envisaged by the contracting authority. This does not concern the moral rights of
natural persons.
The contractor shall establish to that effect a list of all pre-existing rights and rights of
creators and third parties on the results of this contract or parts thereof. This list shall be
provided no later than the date of delivery of the final results.
In the result the contractor shall clearly point out all quotations of existing textual works.
The complete reference should include as appropriate: name of the author, title of the
work, date and place of publication, date of creation, address of publication on internet,
number, volume and other information which allows the origin to be easily identified.
Upon request by the contracting authority, the contractor shall provide evidence of
ownership of or rights to use all the listed pre-existing rights and rights of third parties
except for the rights owned by the Union.
This evidence may refer, inter alia, to rights to: parts of other documents, images, graphs,
tables, data, software, technical inventions, know-how etc. (delivered in paper, electronic
or other form), IT development tools, routines, subroutines and/or other programs
("background technology"), concepts, designs, installations or pieces of art, data, source or
background materials or any other parts of external origin.
The evidence shall include, as appropriate:
(a)
(b)

the name and version number of a software product;
the full identification of the work and its author, developer, creator, translator, data
entry person, graphic designer, publisher, editor, photographer, producer;
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(c)

a copy of the licence to use the product or of the agreement granting the relevant
rights to the contractor or a reference to this licence;

(d)

a copy of the agreement or extract from the employment contract granting the
relevant rights to the contractor where parts of the results were created by its
personnel;

(e)

the text of the disclaimer notice if any.

Provision of evidence does not release the contractor from its responsibilities in case it is
found that it does not hold the necessary rights, regardless of when and by whom this fact
was revealed.
The contractor also warrants that it possesses the relevant rights or powers to execute the
transfer and that it has paid or has verified payment of all due fees including fees due to
collecting societies, related to the final results.
II.10.6 Creators
By delivering the results the contractor warrants that the creators undertake not to oppose
that their names be recalled when the results are presented to the public and confirms that
the results can be divulged. Names of authors shall be recalled on request in the manner
communicated by the contractor to the contracting authority.
The contractor shall obtain the consent of creators regarding the granting of the relevant
rights and be ready to provide documentary evidence upon request.
II.10.7 Persons appearing in photographs or films
If natural, recognisable persons appear in a result or their voice is recorded the contractor
shall submit a statement of these persons (or of the persons exercising parental authority in
case of minors) where they give their permission for the described use of their image or
voice on request by the contracting authority. This does not apply to persons whose
permission is not required in line with the law of the country where photographs were
taken, films shot or audio records made.
II.10.8 Contractor's copyright for pre-existing rights
When the contractor retains pre-existing rights on parts of the results, reference shall be
inserted to that effect when the result is used as set out in Article I.8.1 with the following
disclaimer: © - year – European Union. All rights reserved. Certain parts are licensed
under conditions to the EU.
II.10.9 Visibility of Union funding and disclaimer
When making use of the results, the contractor shall declare that they have been produced
within a contract with the Union and that the opinions expressed are those of the
contractor only and do not represent the contracting authority's official position. The
contracting authority may waive this obligation in writing.

ARTICLE II.11 – FORCE MAJEURE
II.11.1 'Force majeure' means any unforeseeable and exceptional situation or event beyond
the parties' control which prevents either of them from fulfilling any of their
obligations under the contract, which was not attributable to error or negligence on
their part or on the part of subcontractors and which proves to be inevitable in spite
of exercising due diligence. Any default of a service, defect in equipment or
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material or delays in making them available, unless they stem directly from a
relevant case of force majeure, as well as labour disputes, strikes or financial
difficulties, cannot be invoked as force majeure.
II.11.2 A party faced with force majeure shall formally notify the other party without
delay, stating the nature, likely duration and foreseeable effects.
II.11.3 The party faced with force majeure shall not be held in breach of its contractual
obligations if it has been prevented from fulfilling them by force majeure. Where
the contractor is unable to fulfil its contractual obligations owing to force majeure,
it shall have the right to remuneration only for the tasks actually executed.
II.11.4 The parties shall take all the necessary measures to limit any damage due to force
majeure.

ARTICLE II.12 – LIQUIDATED DAMAGES
The contracting authority may impose liquidated damages should the contractor fail to
complete its contractual obligations, also with regard to the required quality level,
according to the tender specifications.
Should the contractor fail to perform its contractual obligations within the time-limits set
by the contract, then, without prejudice to the contractor's actual or potential liability or to
the contracting authority's right to terminate the contract, the contracting authority may
impose liquidated damages for each and every calendar day of delay according to the
following formula:
0.3 x (V/d)
V is the amount specified in Article I.3.1;
d is the duration specified in Article I.2.3 expressed in calendar days.
The contractor may submit arguments against this decision within 30 days of receipt of the
formal notification. In the absence of a reaction on its part or of written withdrawal by the
contracting authority within 30 days of the receipt of such arguments, the decision
imposing the liquidated damages shall become enforceable.
The parties expressly acknowledge and agree that any sums payable under this article are
in the nature of liquidated damages and not penalties, and represent a reasonable estimate
of fair compensation for the losses incurred due to failure to fulfil obligations which may
be reasonably anticipated.

ARTICLE II.13 – SUSPENSION OF THE PERFORMANCE OF THE CONTRACT
II.13.1 Suspension by the contractor
The contractor may suspend the performance of the contract or any part thereof if a case of
force majeure makes such performance impossible or excessively difficult. The contractor
shall inform the contracting authority about the suspension without delay, giving all the
necessary reasons and details and the envisaged date for resuming the performance of the
contract.
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Once the circumstances allow resuming performance, the contractor shall inform the
contracting authority immediately, unless the contracting authority has already terminated
the contract.
II.13.2 Suspension by the contracting authority
The contracting authority may suspend the performance of the contract or any part thereof:
(a)
if the contract award procedure or the performance of the contract prove to have
been subject to substantial errors, irregularities or fraud;
(b)
in order to verify whether presumed substantial errors, irregularities or fraud have
actually occurred.
Suspension shall take effect on the day the contractor receives formal notification, or at a
later date provided in the notification. The contracting authority shall give notice as soon
as possible to the contractor to resume the service suspended or inform the contractor that
it is proceeding with the termination of the contract. The contractor shall not be entitled to
claim compensation on account of suspension of the contract or of part thereof.

ARTICLE II.14 – TERMINATION OF THE CONTRACT
II.14.1 Grounds for termination
The contracting authority may terminate the contract in the following circumstances:
(a)

if a change to the contractor’s legal, financial, technical or organisational or
ownership situation is likely to affect the performance of the contract substantially
or calls into question the decision to award the contract;

(b)

if execution of the tasks has not actually commenced within three months of the date
foreseen, and the new date proposed, if any, is considered unacceptable by the
contracting authority, taking into account Article II.8.2;

(c)

if the contractor does not perform the contract as established in the tender
specifications or fails to fulfil another substantial contractual obligation;

(d)

in the event of force majeure notified in accordance with Article II.11 or if the
performance of the contract has been suspended by the contractor as a result of force
majeure, notified in accordance with Article II.13, where either resuming
performance is impossible or the modifications to the contract might call into
question the decision awarding the contract or result in unequal treatment of
tenderers;

(e)

if the contractor is declared bankrupt, is being wound up, is having its affairs
administered by the courts, has entered into an arrangement with creditors, has
suspended business activities, is the subject of proceedings concerning those
matters, or is in any analogous situation arising from a similar procedure provided
for in national legislation or regulations;

(f)

if the contractor or any natural person with the power to represent it or take
decisions on its behalf has been found guilty of professional misconduct proven by
any means;

(g)

if the contractor is not in compliance with its obligations relating to the payment of
social security contributions or the payment of taxes in accordance with the legal
provisions of the country in which it is established or with those of the country of
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the applicable law of this contract or those of the country where the contract is to be
performed;
(h)

if the contracting authority has evidence that the contractor or natural persons with
the power to represent it or take decisions on its behalf have committed fraud,
corruption, or are involved in a criminal organisation, money laundering or any
other illegal activity detrimental to the Union's financial interests;

(i)

if the contracting authority has evidence that the contractor or natural persons with
the power to represent it or take decisions on its behalf have committed substantial
errors, irregularities or fraud in the award procedure or the performance of the
contract, including in the event of submission of false information;

(j)

if the contractor is unable, through its own fault, to obtain any permit or licence
required for performance of the contract.

II.14.2 Procedure for termination
When the contracting authority intends to terminate the contract it shall formally notify the
contractor of its intention specifying the grounds thereof. The contracting authority shall
invite the contractor to make any observations and, in the case of point (c) of Article
II.14.1, to inform the contracting authority about the measures taken to continue the
fulfilment of its contractual obligations, within 30 days from receipt of the notification.
If the contracting authority does not confirm acceptance of these observations by giving
written approval within 30 days of receipt, the termination procedure shall proceed. In any
case of termination the contracting authority shall formally notify the contractor about its
decision to terminate the contract. In the cases referred to in points (a), (b), (c), (e), (g) and
(j) of Article II.14.1 the formal notification shall specify the date on which the termination
takes effect. In the cases referred to in points (d), (f), (h), and (i) of Article II.14.1 the
termination shall take effect on the day following the date on which notification of
termination is received by the contractor.
II.14.3 Effects of termination
In the event of termination, the contractor shall waive any claim for consequential
damages, including any loss of anticipated profits for uncompleted work. On receipt of the
notification of termination, the contractor shall take all the appropriate measures to
minimise costs, prevent damages, and cancel or reduce its commitments. The contractor
shall have 60 days from the date on which termination takes effect to draw up the
documents required by the special conditions for the tasks already executed on the date of
termination and produce an invoice if necessary. The contracting authority may recover
any amounts paid under the contract.
The contracting authority may claim compensation for any damage suffered in the event
of termination.
On termination the contracting authority may engage any other contractor to execute or
complete the services. The contracting authority shall be entitled to claim from the
contractor all extra costs incurred in this regard, without prejudice to any other rights or
guarantees it may have under the contract.
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ARTICLE II.15 – REPORTING AND PAYMENTS
II.15.1 Date of payment
Payments shall be deemed to be effected on the date when they are debited to the
contracting authority's account.
II.15.2 Currency
The contract shall be in euros.
Payments shall be executed in euros or in the local currency as provided for in Article I.5.
Conversion between the euro and another currency shall be made according to the daily
euro exchange rate published in the Official Journal of the European Union or, failing
that, at the monthly accounting exchange rate established by the European Commission
and published on its website, applicable on the day on which the payment order is issued
by the contracting authority.
II.15.3 Costs of transfer
The costs of the transfer shall be borne in the following way:
(a) costs of dispatch charged by the bank of the contracting authority shall be borne by
the contracting authority,
(b) cost of receipt charged by the bank of the contractor shall be borne by the contractor,
(c) costs for repeated transfer caused by one of the parties shall be borne by the party
causing repetition of the transfer.
II.15.4 Invoices and Value Added Tax
Invoices shall contain the contractor's identification, the amount, the currency and the
date, as well as the contract reference.
Invoices shall indicate the place of taxation of the contractor for value added tax (VAT)
purposes and shall specify separately the amounts not including VAT and the amounts
including VAT.
The contracting authority is, as a rule, exempt from all taxes and duties, including VAT,
pursuant to the provisions of Articles 3 and 4 of the Protocol on the Privileges and
Immunities of the European Union.
The contractor shall accordingly complete the necessary formalities with the relevant
authorities to ensure that the supplies and services required for performance of the contract
are exempt from taxes and duties, including VAT exemption.
II.15.5 Pre-financing and performance guarantees
Pre-financing guarantees shall remain in force until the pre-financing is cleared against
interim payments or payment of the balance and, in case the latter takes the form of a debit
note, three months after the debit note is notified to the contractor. The contracting
authority shall release the guarantee within the following month.
Performance guarantees shall cover performance of the service in accordance with the
terms set out in the tender specifications until its final acceptance by the contracting
authority. The amount of a performance guarantee shall not exceed the total price of the
contract. The guarantee shall provide that it remains in force until final acceptance. The
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contracting authority shall release the guarantee within a month following the date of final
acceptance.
Where, in accordance with Article I.4, a financial guarantee is required for the payment of
pre-financing, or as performance guarantee, it shall fulfill the following conditions:
(a) the financial guarantee is provided by a bank or an approved financial institution or, at
the request of the contractor and agreement by the contracting authority, by a third
party;
(b) the guarantor stands as first-call guarantor and does not require the contracting
authority to have recourse against the principal debtor (the contractor).
The cost of providing such guarantee shall be borne by the contractor.
II.15.6 Interim payments and payment of the balance
The contractor shall submit an invoice for interim payment upon delivery of intermediary
results, accompanied by a progress report or any other documents, as provided for in
Article I.4 or in the tender specifications.
The contractor shall submit an invoice for payment of the balance within 60 days
following the end of the period referred to in Article I.2.3, accompanied by a final
progress report or any other documents provided for in Article I.4 or in the tender
specifications.
Upon receipt, the contracting authority shall pay the amount due as interim or final
payment within the periods specified in Article I.4, provided the invoice and documents
have been approved and without prejudice to Article II.15.7. Approval of the invoice and
documents shall not imply recognition of the regularity or of the authenticity,
completeness and correctness of the declarations and information they contain.
Payment of the balance may take the form of recovery.
II.15.7 Suspension of the time allowed for payment
The contracting authority may suspend the payment periods specified in Article I.4 at any
time by notifying the contractor that its invoice cannot be processed, either because it does
not comply with the provisions of the contract, or because the appropriate documents have
not been produced.
The contracting authority shall inform the contractor in writing as soon as possible of any
such suspension, giving the reasons for it.
Suspension shall take effect on the date the notification is sent by the contracting
authority. The remaining payment period shall start to run again from the date on which
the requested information or revised documents are received or the necessary further
verification, including on-the-spot checks, is carried out. Where the suspension period
exceeds two months, the contractor may request the contracting authority to justify the
continued suspension.
Where the payment periods have been suspended following rejection of a document
referred to in the first paragraph and the new document produced is also rejected, the
contracting authority reserves the right to terminate the contract in accordance with Article
II.14.1(c).
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II.15.8. Interest on late payment
On expiry of the payment periods specified in Article I.4, and without prejudice to
Article II.15.7, the contractor is entitled to interest on late payment at the rate applied by
the European Central Bank for its main refinancing operations in Euros (the reference
rate), plus eight points. The reference rate shall be the rate in force on the first day of the
month in which the payment period ends, as published in the C series of the Official
Journal of the European Union.
The suspension of the payment periods in accordance with Article II.15.7 may not be
considered as a late payment.
Interest on late payment shall cover the period running from the day following the due
date for payment up to and including the date of actual payment as defined in Article
II.15.1.
However, when the calculated interest is lower than or equal to EUR 200, it shall be paid
to the contractor only upon request submitted within two months of receiving late
payment.

ARTICLE II.16 - REIMBURSEMENTS
II.16.1 Where provided by the special conditions or by the tender specifications, the
contracting authority shall reimburse the expenses which are directly connected
with execution of the tasks on production of original supporting documents,
including receipts and used tickets, or failing that, on production of copies or
scanned originals, or on the basis of flat rates.
II.16.2 Travel and subsistence expenses shall be reimbursed, where appropriate, on the
basis of the shortest itinerary and the minimum number of nights necessary for
overnight stay at the destination.
II.16.3 Travel expenses shall be reimbursed as follows:
(a)

travel by air shall be reimbursed up to the maximum cost of an economy class
ticket at the time of the reservation;

(b)

travel by boat or rail shall be reimbursed up to the maximum cost of a first class
ticket;

(c)

travel by car shall be reimbursed at the rate of one first class rail ticket for the same
journey and on the same day;

In addition, travel outside Union territory shall be reimbursed provided the contracting
authority has given its prior written consent.
II.16.4 Subsistence expenses shall be reimbursed on the basis of a daily subsistence
allowance as follows:
(a)

for journeys of less than 200 km for a return trip, no subsistence allowance shall be
payable;

(b)

daily subsistence allowance shall be payable only on receipt of supporting
documents proving that the person concerned was present at the destination;

(c)

daily subsistence allowance shall take the form of a flat-rate payment to cover all
subsistence expenses, including meals, local transport which includes transport to
and from the airport or station, insurance and sundries;
58

Contract number: [complete]

Contract model of October 2012

(d)

daily subsistence allowance shall be reimbursed at the flat rates specified in Article
I.3;

e)

accommodation shall be reimbursed on receipt of supporting documents proving
the necessary overnight stay at the destination, up to the flat-rate ceilings specified
in Article I.3.

II.16.5 The cost of shipment of equipment or unaccompanied luggage shall be reimbursed
provided the contracting authority has given prior written authorisation.
II.16.6 Conversion between the euro and another currency shall be made as specified in
Article II.15.2.

6.

ARTICLE II.17 – RECOVERY

II.17.1 If an amount is to be recovered under the terms of the contract, the contractor shall
repay the contracting authority the amount in question according to the terms and
by the date specified in the debit note.
II.17.2 If the obligation to pay the amount due is not honoured by the date set by the
contracting authority in the debit note, the amount due shall bear interest at the rate
indicated in Article II.15.8. Interest on late payments shall cover the period from
the day following the due date for payment, up to and including the date when the
contracting authority receives the full payment of the amount owed.
Any partial payment shall first be entered against charges and interest on late
payment and then against the principal amount.
II.17.3 If payment has not been made by the due date, the contracting authority may, after
informing the contractor in writing, recover the amounts due by offsetting them
against any amounts owed to the contractor by the Union or by the European
Atomic Energy Community or by calling in the financial guarantee, where
provided for in Article I.4.

ARTICLE II.18 – CHECKS AND AUDITS
II.18.1 The contracting authority and the European Anti-Fraud Office may check or have
an audit on the performance of the contract. It may be carried out either directly by
their own staff or by any other outside body authorised to do so on their behalf.
Such checks and audits may be initiated during the performance of the contract and
during a period of five years which starts running from the date of the payment of
the balance.
The audit procedure shall be deemed to be initiated on the date of receipt of the
relevant letter sent by the contracting authority. Audits shall be carried out on a
confidential basis.
II.18.2 The contractor shall keep all original documents stored on any appropriate
medium, including digitised originals when they are authorised by national law and
under the conditions laid down therein, for a period of five years which starts
running from the date of payment of the balance.
II.18.3 The contractor shall allow the contracting authority's staff and outside personnel
authorised by the contracting authority the appropriate right of access to sites and
premises where the contract is performed and to all the information, including
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information in electronic format, needed in order to conduct such checks and
audits. The contractor shall ensure that the information is readily available at the
moment of the check or audit and, if so requested, that information be handed over
in an appropriate form.
II.18.4 On the basis of the findings made during the audit, a provisional report shall be
drawn up. It shall be sent to the contractor, which shall have 30 days following the
date of receipt to submit observations. The final report shall be sent to the
contractor within 60 days following the expiry of that deadline.
On the basis of the final audit findings, the contracting authority may recover all or
part of the payments made and may take any other measure which it considers
necessary.
II.18.5 By virtue of Council Regulation (Euratom, EC) No 2185/96 of 11 November 1996
concerning on-the-spot checks and inspection carried out by the Commission in
order to protect the European Communities' financial interests against fraud and
other irregularities and Regulation (EC) No 1073/1999 of the European Parliament
and the Council of 25 May 1999 concerning investigation conducted by the
European Anti-Fraud Office (OLAF), the OLAF may also carry out on-the-spot
checks and inspections in accordance with the procedures laid down by Union law
for the protection of the financial interests of the Union against fraud and other
irregularities. Where appropriate, the findings may lead to recovery by the
contracting authority.
II.18.6 The Court of Auditors shall have the same rights as the contracting authority,
notably right of access, for the purpose of checks and audits.
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Cover page

Add the title of the document which should be center aligned. Add any
other relevant information if necessary which should be left aligned on
the left vertical axe of the EC logo.
The font colour of the title should be White.
Page set up

 Top margin: 3.5
 Bottom margin: 2.5
 Left margin: 3
 Right margin: 2.5
Headings and subheadings

The following styles should be used for headings and subheadings.
 Heading 1
Font type: Verdana
Font Size: 14
Colour: R:38, G:54, B:115
 Heading 2
Font type: Verdana
Font Size: 11
Colour: R:38, G:54, B:115
 Heading 3
Font type: Verdana
Font Size: 10
Colour: R:38, G:54, B:115
Do not use capital letters for the headings/subheadings, the format
should always be "sentence case", except for abbreviations.
Body text

Font style: Verdana
Font size: 10
Font colour: Gray 80%
Header

The header should include the EU flag and the reference text:
 European Commission
 The title of the document
 Font type: Verdana Italic
 Font size: 8
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