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1. Title of the specific services  
 
Request for Specific Services N° EAHC/2013/Health/12 for the implementation of 
Framework Contract N° EAHC/2013/Health/23 "Multiple Framework Contracts with 
reopening of competition to support tobacco policies - Composition of tobacco and related 
products and its impact on human health " concerning the development of a EU common 
reporting format for submission of data on ingredients contained in tobacco and related 
products and disclosure of the collected data to the public.1 
 

2. Context of the request for specific services 
 
a) Background  
 
The current Tobacco Products Directive (TPD, Directive 2001/37)2 stipulates that Member 
States (MS) require manufacturers and importers of tobacco products to report on the 
ingredients used in such products, the ground for their inclusion and relevant toxicological 
information.  
 
In 2006, the Regulatory Committee under the Tobacco Products Directive set up a working 
group to support the European Commission in this work. DG SANCO also organized two 
consultation rounds with tobacco industry representatives on technical aspects of the formats. 
The practical guide on reporting on tobacco product ingredients3 was published on 31 May 
2007 and two sets of formats were developed: one with the full ingredient information to 
national regulators and one with less requirements for the information to the public.  
 
The EMTOC (Electronic Model Tobacco Control) project, funded by the EU Public Health 
Programme4, established a European web application which enables safe submission of the 
lists of tobacco ingredients to the concerned authorities5. EMTOC is in accordance with the 
EU practical guide and the European Directive 2001/37. The data submitted to EMTOC is 
only accessible to national authorities (regulators) and the European Commission. At the 
moment, use of EMTOC is compulsory in Austria, Bulgaria and the Netherlands and can be 
used on voluntary basis in other five countries.  
 
The common reporting formats facilitated and improved the transmission of the data from 
manufacturers and importers to the Member States and from them to the European 
Commission. However, the first analysis of the ingredients data shows that, in spite of 
availability of harmonised reporting format, the organisation of the data collection varies 
greatly among the EU Member States. The use of different electronic and paper-based 
reporting systems makes it difficult for manufacturers and importers to fulfil their reporting 
obligations and burdensome for the Member States and the Commission to compare, analyse 
and draw conclusions from the information received. Also it appeared that industry reports 
                                                 
1 Note that EAHC will be renamed to Consumer, Health And Food Executive Agency from 1 January 2014 on 

(CHAFEA). Whenever EAHC is mentioned in this document, this tacitly shall mean CHAFEA after this date.  
2 Directive 2001/37/EC of the European Parliament and of the Council on the approximation of the laws, 

regulations and administrative provisions of the Member States concerning the manufacture, presentation and 
sale of tobacco products, OJ L 194, 18.7.2001 

3 http://ec.europa.eu/health/ph_determinants/life_style/Tobacco/Documents/practical_guidance_en.pdf 
4 http://ec.europa.eu/eahc/projects/database.html?prjno=2007312 
5 http://www.rivm.nl/en/Topics/T/Tobacco/EMTOC 



ANNEX A 
 

 

 3 

maximum thresholds for ingredients rather than actual amounts of ingredients present in the 
product. 
 
As the heterogeneity of the available data does not allow evaluating systematically ingredients 
at the EU level, the work on ingredients has been limited mainly to the data collection and 
verification of TNCO (Tar, nicotine and carbon monoxide) levels. As sales data are not 
collected, no analysis about the role of ingredients on the market share of a product can be 
carried out.   
 
Member States are also required to ensure that the ingredients for each product, indicating tar, 
nicotine and carbon monoxide yields, is made public. This is currently the case only in limited 
number of MS's and the information presentation is not always user friendly. The PITOC 
project, co-funded by the European Commission under the 2nd Health Programme6, aimed to 
improve the utility of information published on tobacco product composition for professionals 
and the general public.7 
 
The information from the industry received in accordance with Article 6 of the current TPD 
also involves trade secrets. In response to DG SANCO consultations, the industry has 
expressed concerns over the confidentiality of the information they submit to Member States. 
Lack of a common format also makes it more difficult to ensure a coherent and reliable 
regulation of confidentiality in the internal market. 
 
At the international level the regulation of ingredients is governed by Articles 9 and 10 of the 
Framework Convention on Tobacco Control (FCTC)8 and main principles for data reporting 
and dissemination are reflected in the corresponding guidelines. 
 
b) TPD revision 
 
More than ten years have passed since the adoption of the TPD. In line with market, scientific 
and international developments it has become necessary to update and complete the TPD. The 
proposed revision, adopted by the Commission on 19 December 2012, addresses a.o. the 
following issues9: 

− how to regulate products which do not contain tobacco, but which are closely linked 
to smoking or tobacco consumption, for example electronic- and herbal cigarettes,  

− labelling and packaging of tobacco products,  

− ingredients, including flavourings and tobacco leaf, used in tobacco products,  

− internet sales of tobacco products, and  

− tracking and tracing of tobacco products and security features.  
 
The final text was agreed between Council and European Parliament on 19 December 2013 
but still requires formal approval. 
 
 

                                                 
6 http://ec.europa.eu/eahc/projects/database.html?prjno=20081229 
7 http://www.dkfz.de/de/tabakkontrolle/PITOC_Additives_in_Tobacco_Products.html 
8 http://whqlibdoc.who.int/publications/2003/9241591013.pdf 
9 COM(2012) 788 final, http://ec.europa.eu/health/tobacco/docs/com_2012_788_en.pdf 

http://whqlibdoc.who.int/publications/2003/9241591013.pdf
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In terms of ingredients' control, tobacco products can be regulated according to toxicity, 
addictiveness and attractiveness. In addition additives can have carcinogenic, mutagenic or 
reprotoxic properties (jointly referred as CMR) in burnt or unburnt form. At the international 
level this is reflected in the guidelines on Articles 9 and 10 of the Framework Convention on 
Tobacco Control (FCTC), which emphasise the need to regulate attractiveness. WHO Study 
Group on Tobacco Product Regulation (TobReg) carries out research on the issue of the 
design and manufacture of tobacco products.10  
 
More specifically, in the area of ingredient reporting, the revised TPD foresees a common 
electronic reporting format for all Member States for the reporting of tobacco ingredients 
(Article 5), including both tobacco leaf and additives (see the definition in Article 2(18a)). 
Article 5(4) requires manufacturers and importers to submit internal and external studies 
available to them on market research and preferences of various consumer groups, including 
young people and current smokers, as well as executive summaries of any market surveys 
they carry out when launching new products. Manufacturers and importers are also required 
to report the sales volume data per product. In addition Article 5(1a new) foresees that more 
detailed information needs to be provided for additives put on a priority list. 
 
Comprehensive information on ingredients and emissions to assess the attractiveness, 
addictiveness and toxicity of these products and the risks to health associated with their 
consumption should allow Member States and the Commission to exercise their legal 
obligations. 
 
In order to make the revised Directive fully operational and to keep up with future trends in 
the tobacco sector, delegated and implementing powers are foreseen to amend or 
supplement the basic act and to give effect or 'shape the rules' laid down in the basic act. 
According to its Article 5(3) the Commission shall, by means of implementing acts, lay down 
and if necessary update the format for the submission and dissemination of the information on 
ingredients dissemination to the general public.  
 
For further details tenderers may refer to the proposal for the revision of the TPD and the 
accompanying documents11. 
 

3. Description of the specific services 

3.1. Purpose and objective of the services 
 
The purpose of this contract is to provide support to the Commission in its proposals for a 
future EU system for the reporting and dissemination of information on the composition of 
tobacco products, herbal products for smoking and electronic cigarettes (including refill 
containers). To this end implementing acts are foreseen in the revised TPD. 
 
The objective is to provide the Commission with a study which will propose a common 
mandatory format and a pilot submission platform for electronic reporting of ingredients and 
emissions by manufacturers to national authorities and mechanisms for their dissemination to 
the general public as laid down in Article 5 and other provisions of the revised TPD. 
 
                                                 
10 http://www.who.int/tobacco/industry/product_regulation/en/index.html  
11 http://ec.europa.eu/health/tobacco/products/revision/index_en.htm. 

http://www.who.int/tobacco/industry/product_regulation/en/index.html
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The contractor is expected to deliver a reporting format and a pilot for a data submission 
platform which works in practice, is cost-efficient and is defendable for its instant 
application for regulatory purpose, including protection of confidential data.  
 
The contractor should consider at least the following aspects in its study:  

• technical feasibility,  
• administrative burden and  
• costs for stakeholders concerned.  

 
The service is to be provided according to the legal and technical requirements set in the 
revised TPD. The service provided will support the Commission in proposing the 
implementing acts foreseen in the new legislation. In addition, other relevant legal, technical 
and background documents, with regard to ingredient reporting and disclosure, from within 
the EU and at international level have to be considered.12  
 
The full copyrights and other intellectual or industrial property rights for outcomes of the 
specific contract will rest with the European Union without any time, geographical or other 
restrictions except where industrial or intellectual property rights exist prior to the contract 
being entered into. In such a case the contractor must be able to transfer the property rights to 
the Commission or at the very least it must be able to transfer an irrevocable cost free licence. 
 
EAHC and DG SANCO should be updated regularly on the progress of work, in particular to 
be informed without any delay on emerging risks and adequate mitigating measures. The key 
elements of the study (the new reporting format and the electronic data platform), resulting 
primarily from WP2 and WP3, should correspond with the final text of the revised TPD as 
agreed with the European Parliament and the Council.  
 

3.2. Specific tasks and deliverables  
 
These tasks correspond to point 3.2 (3rd bullet) of the tender specifications of the "Call for 
tender n° EAHC/2013/Health/23 for concluding Multiple Framework Contracts with 
reopening of competition to support Multiple Framework Contracts with reopening of 
competition to support tobacco policies - Composition of tobacco and related products and its 
impact on human health". The geographical coverage comprises the 28 EU Member States. 
 
The end result of the study should be a proposal for a fully functional, user friendly and cost 
effective reporting system. Where necessary plausible alternatives should be considered. The 
contractor is also expected to propose appropriate technical solutions for data storage, 
database management and development of security standards, including any specific hardware 
or software requirements. 
 
The work to be carried out by the Contractor shall be developed in four Work Packages, as 
follows: 

 
  

                                                 
12 Including scientific publications, grey literature and legislative/guidance documents adopted by third countries 

or international organisations. 
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Work Package 1:  
Objective to be reached: to deliver an assessment of the experience with the current 
reporting format and submission mechanisms 
Since 2007, regulators and industry have gained ample experience with the use of the current 
reporting format. The contractor should briefly summarise this experience from all Member 
States with a focus on shortcomings and concrete proposals in the light of the revised TPD, in 
particular with regard to: 

− Common reporting formats for the submission of tobacco products ingredient 
information introduced in the Practical Guide; 

− Submission mechanism applied in the MS's and their impact of the utility of 
submitted data; 

− Utilization of collected data at national level and their submission to the European 
Commission; 

− The extent to which submitted data correspond with actual composition of marketed 
tobacco products.  

 
This work package should primarily support the work under WP2 and WP3 by providing a 
brief factual overview of the extent and quality of data submitted in EU MS's: 
 

- On the basis of the data submitted by MS's to the Commission, the contractor should 
evaluate the comprehensiveness and utility of data submitted 1) via EMTOC; 2) 
electronic media (e.g. CD-ROM); 3) paper form as submitted to the Commission.  

 
- The contractor should assess practical experience with the current system on the basis 

of questionnaires sent to all MS's and to a representative sample of companies 
submitting data in more than one MS. The content of the questionnaires and the 
industry sample shall be agreed with EAHC/DG SANCO.  
 
Further information should be gathered via interviews with a representative sample of 
regulators and companies (including SME’s), suggested by the contractor and 
confirmed by EAHC/DG SANCO. A suggestion for the interviewees should be 
provided in the offer. Alternatively, the contractor can also consider to organize a 
workshop involving relevant experts and stakeholders (list of potential invitees to be 
included in the offer). The offer should state the choice of the contractor and motivate 
it. 

 
- Actual data collection should be complemented with a review of relevant 

scientific/grey literature. The EU experience should be confronted with practices in at 
least three countries with developed reporting systems (e.g. Canada) outside of the 
EU.  

The results of WP1 should be presented to the Working Group on ingredients established by 
the Regulatory Committee and summarised in the interim report which should also outline 
possible solutions for identified shortcomings of the current reporting systems. 
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Work package 2:  
Objective to be reached: to deliver a new reporting format 
 
This work package should develop a new common reporting format for electronic reporting, 
by manufacturers and importers of tobacco products. It should provide for reporting of 
ingredients and quantities thereof, used in the manufacture of the tobacco products, herbal 
products for smoking and electronic cigarettes (including refill containers) by brand name and 
type, as well as their emissions and yields.  

 
In particular this WP should extend the current reporting format in order to incorporate 
additional data fields and technical requirements in line with the provisions of the revised 
TPD: 

o Report all ingredients, including both tobacco leaf and additives (see the definition in 
Article 2(18a) of the Commission proposal);  

 the list shall be accompanied by a general description of the 
additives used in reported products, their properties and the reasons 
for the inclusion of such ingredients in those tobacco products; 

 It should provide indication which information constitute a trade 
secret; 

 It should provide an indication which additives are considered by 
the reporting subjects as essential for the manufacture of their 
tobacco products. 

 

o Provide for submission of accompanying toxicological data and data on CMR 
properties regarding used ingredients in burnt or unburnt form as appropriate, 
referring in particular to their effects on health of consumers; 

o Provide for submission of information on addictive effect of used ingredients; 

o Provide for submission of studies on market research and preferences of various 
consumer groups, relating to ingredients and emissions, including the sales volume 
data per product, as required by Art. 5(4)) accompanied by a brief English working 
summary where applicable; 

o Provide for submission of comprehensive studies examining whether a single 
additive ingredient (including in interaction with other ingredients):  

 contributes to the toxicity or addictiveness of the products 
concerned, and whether this has the effect to increase the toxicity or 
addictiveness in any of the products concerned in a significant or 
measurable manner; 

 leads to a characterising flavour;  

 facilitates inhalation or nicotine uptake; or  

 leads to the formation of substances that are carcinogenic, 
mutagenic or toxic to reproduction, the quantities thereof, and 
whether this has the effect to increase the carcinogenic, mutagenic 
or reprotoxic properties in any of the products concerned in a 
significant or measurable manner.  



ANNEX A 
 

 

 8 

The studies shall take into account the intended use of the products and 
assess in particular the emissions resulting from the combustion 
process involving the additive concerned; 

o Indication of the status including whether the ingredients have been registered under 
Regulation (EC) No 1907/2006 (REACH)13 and their classification pursuant to 
Regulation (EC) No 1272/2008;14 

o Provide for submission of yields of emissions other than TNCO; 

o Provide for further extension of the format in line with market, technical and 
scientific development. 

For electronic cigarettes the reporting format should also provide for submission of 
information on nicotine dosing and toxicological data on their ingredients and emissions, 
including when heated, referring in particular to their effects on health of consumers when 
inhaled and taking into account, inter alia, any addictive effect. 

 

In addition the contractor should: 

− Develop a unique terminology and coding system uniform throughout the EU ensuring 
full interoperability of reported data while taking into account relevant standardized 
model applied in related sectors. The unique terminology must be usable for all product 
categories and EU official languages. It should ensure systematic categorisation of 
reported additives, and in particular flavouring, according to their function in specific 
tobacco products.  

− Propose possible mechanisms to efficiently filter out trade sensitive data from datasets for 
public dissemination.  

− Assess the benefits of collected information against the costs for stakeholders concerned. 

o More specifically, tobacco (leaves and other natural, processed or 
unprocessed parts of tobacco plants including expanded and reconstituted 
tobacco) represents the most important component of tobacco products. In 
this respect the characteristics of used tobacco, most relevant from the 
regulatory point of view, need to be identified in order to determine 
parameters to be reported.  

 
A fully harmonised reporting format should ensure that the required data are presented using 
common definitions, acronyms and coding, allowing direct comparison of data between  
various companies and MS's irrespectively of the language of submission.  
 
The proposed design should take into account feedback obtained from a panel composed of 
relevant experts and regulators approved by EAHC/SANCO. The contractor should propose 
the format of the panel (size, frequency and form of interactions) and identify at least 5 
possible panel members in its offer. 
 
  

                                                 
13 Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006,  
14 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 
classification, labelling and packaging of substances and mixtures 
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Work package 3:  
Objective to be reached: to deliver a pilot electronic platform for data submission  
 
While WP 2 should focus on the content and structure of the submitted information (and 
which is the cornerstone of the study), WP3 should provide a pilot for an efficient platform 
for submission, including appropriate level of access by the various classes of users to the 
data and their processing.  
 
The contractor is expected to deliver a semi-functional IT solution for the submission, storage 
and extraction of data, accompanied by detailed hardware and software specifications. It 
should also draft Standard Operation Procedures and specify requirements for the long term 
maintenance of the system. 
 
When proposing the system, the contractor should consider that: 
 
a) Tobacco leaf is a natural product, so the precise composition of a particular tobacco 
product can differ from batch to batch. Therefore the reporting system should provide for 
notification by manufacturers or importers of any modification of a product affecting in 
significant manner the submitted information prior to the placing on the market of a new or 
modified tobacco product. In this respect technical or practical solutions need to be developed 
to ensure that reported data reflect actual content of the marketed products while allowing 
for minor modifactions needed to ensure homogenity of the production over time (e.g. 
definition of acceptable ranges/variations or post-production verification of the previously 
reported values by grouping of manufacturer's information over time, including mean, 
minimum and maximum levels). In any case should the reporting system provide for 
retrospective tracking of all notifications.  
 
b) While the most efficient interface should be identified and developed for automated 
submission of large amounts of data, a specific web interface should be made available for 
SME’s to enter their data. The contractor is also expected to develop utilities allowing MS’s 
to effectively administrate and evaluate the submissions and to publish the data to the general 
public without unnecessary administrative burden. 
 
c) The feasibility, cost of operation, and in particular the level of security while ensuring 
an appropriate access to data for all stakeholderes foreseen in the legislation (the MS where 
the products is marketed, the Commission, other MS's, independent scientific bodies involved 
in peer review of submitted studies) shall be taken into account. In this respect clear rules 
should be established to ensure confidentiality of trade sensitive information involved in the 
submitted ingredients data. In this respect the contractor should also consider pros and cons of 
solutions based either on national databases or on a certain degree of centralization at the EU 
level.  
 
d) The contractor is expected to outline possible mechanisms for the financing of the system 
operation through an appropriate fee structure.  

The technologies to be used and delivered will be the standard technologies used by the 
Commission services: 

o -RDBMS: Oracle version 11G 

o -Application server: Java JE6 (non-specific to a particular vendor) or Coldfusion 
version 9 or above. 
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o _The OS supporting these components will be Linux Red Hat. 
Any deviation from the above technologies should be approved in writing by EAHC/DG 
SANCO. 
 
Work package 4:  
Objective to be reached: to deliver a cost/benefit assessment of the proposed approaches 
 
The contractor shall provide the Commission with a detailed analysis of the impacts of 
introduction of the proposed reporting format (as delivered by WP2) and mechanisms for data 
submission and disclosure for the Commission (primarily addressed by WP3), the Member 
States and for the economic operators concerned. 
 
The assessment should clearly outline all requirements in legal, technical and operational 
terms as well as the impact of the solutions proposed by WP2 and WP3 in comparison to the 
current situation, in particular with regard to: 

− Technical feasibility and a sustainability of the funding model; 

− Administrative burden for national regulators, the Commission and other stakeholders 
concerned; 

− Compliance costs for the industry, distinguishing one-off costs of setting up of the 
system and the running costs. A specific analysis should be performed for SME's;. 

− Utility of data for the regulators, in particular comparability of data across the 
countries and the companies, and the EU citizens.  

 
The methodology for assessing the impacts above and relevant indicators should be clearly 
outlined in the offer. 
 

3.4. Reporting and deliverables 
 
The work carried out by the contractor under the specific request of services will be subject of 
the following reports, which must be sent to the Executive Agency by the contractor: 
 
1) An inception report (Deliverable 1) in 3 hard copies and in electronic format, in English. 
It shall include a detailed and fully updated work plan (based on the draft work plan provided 
with the offer) the methodology and the minutes from the kick-off meeting. The report has to 
be delivered following the Kick-off meeting and at latest 2 weeks after it. 
  
2) An Interim report "Assessment of & Experience with the current format" (Deliverable 
2) in 3 hard copies and in electronic format, in English. 
 
The Interim Report shall: 
 - include the findings of Work Package 1: Assessment of the experience with the 
current reporting format and mechanisms 
 - Update on the work carried out in WP 2&3, including the methodology, 
identification of possible operational risks and an outline of appropriate mitigation measures. 
 
The contractor shall submit the draft Interim report to the Executive Agency no later than 4 
months after the contract signature. The contractor will present the results of the report during 
an interim meeting in Brussels/Luxembourg. 
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The final version will be delivered by the beginning of month 6. 
 
The contractor can be asked to present the results of WP1 to the Regulatory Committee or its 
Working Group on ingredients. Such a presentation would fall into the timeframe of the 
contract and the travel expenses should be budgeted II-A in Annex B.. 
 
3) The final report (Deliverable 4) in 3 hard copies and in electronic format, in English. 
 
A draft final report must be submitted to the Executive Agency no later than 8 months after 
the signature of the contract and will be presented during a meeting. The contractor shall 
revise the draft final Report in the light of the comments expressed during the meeting at 
Luxembourg or Brussels, in month 9, and possible written comments after the meeting. 
 
The final report "Proposal of the new EU Common reporting format for ingredients" will 
describe all the work carried out and the results obtained under the contract. 
 
The final report shall consist of: 
 

1. A report (3 hardcopies) in English, consisting of the following sections: 
• Executive summary 

o Including an abstract (not exceed 250 words) in English  
o A summary (maximum 10 pages) English and French 

• Introduction (describing the topic of the report, stating the objective of the study) 
• Background and context, (listing and commenting the sources of information and 

the problems encountered) 
• Methodology (motivating its adoption), 
• Findings (showing quantitative figures and using as much as possible also graphic 

presentation), including the findings of the interim report and the  outputs of WP2, 
WP3 and WP4:  

o A new reporting format 
o An electronic data platform 
o A cost/benefit assessment 

• Conclusions and recommendations (clear, concise, and keeping in mind the policy 
oriented attitude of the Commission and DG SANCO in particular and the cross-
sectorial nature of this work in the Member States and at the EU level), 

• References 
• Annexes, related to WP 3:  

o A vision document 
o An architecture document 
o A complete Use Case document (the accuracy of this document will allow 

the IT developers to unambiguously develop the modules covered by the 
given Use Case) 

o Test case and scenario 
o A step by step deployment manual (tested in a 'fresh' environment) 

 
2. Comprehensive list of data used and generated for the analysis, at the maximum 
available level of detail. 
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3 A draft reporting format, dictionaries and software applications developed in the course 
of the study.  

 
The European Union will have the complete ownership of all the deliverables of this 
contract including the IT components. The utilisation of these deliverables will not be 
limited to any Intellectual property right and the Commission will be able to use and 
distribute these deliverables with no restriction of any type. Please refer to 
http://ec.europa.eu/dgs/informatics/procurement/calls_docs/2011015/2011015_annex3.pdf for detailed 
conditions. 

 
4. The electronic version of the above mentioned report, outputs, data sets and relevant 
material. 

 
The final report shall be produced in a master version for further publication. 
 
All copyrights shall belong to the European Union (see Article I.8 and II.10 of the Framework 
Contract). 
 
Presentation of the deliverables: 
 
The data in the reports shall be presented with an appealing layout, containing tables as well 
as appropriate graphics to illustrate the arguments. The final report shall be written in a high 
standard and checked by a native speaker.  
 
All reports should have numbered paragraphs and pages and a clear identification, containing:  
• the contract number (not the call number), 
• the acronym,  
• the version (draft, revision or final) and 
• the date. 
 
The contractor shall include in all reports as well as in all written and electronic 
communication the EU emblem with the following statement besides “Funded by the 
European Union in the frame of the EU Health Programme (2008-2013)”. 
 
In addition to this, the reports shall contain the following disclaimer: 
 
“This report was produced under the Health Programme (2008-13) in the frame of a service 
contract with the Consumer, Health And Food Executive Agency (CHAFEA) acting under the 
mandate from the European Commission. The content of this report represents the views of 
[name of the contractor] and is its sole responsibility; it can in no way be taken to reflect the 
views of the European Commission and/or CHAFEA or any other body of the European 
Union. The European Commission and/or CHAFEA do not guarantee the accuracy of the 
data included in this report, nor do they accept responsibility for any use made by third 
parties thereof.” 
 
Finally, the contractor should note that references to individual brands, products or companies 
in the Final Report should be made in a way that they cannot be considered to be 
discriminatory or as a promotion or advertisement of any tobacco product. 
 
Procedure for reporting: 

http://ec.europa.eu/dgs/informatics/procurement/calls_docs/2011015/2011015_annex3.pdf
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All reports shall be submitted in accordance with the timeframes indicated in point 3.5. The 
Executive Agency will then either inform the contractor that it approves the draft or will send 
him its comments within 20 days. 
 
Within 20 days of receiving any such comments, the Contractor will send the Executive 
Agency his revised report, which will either take account of the comments or put forward 
alternative points of view. 
 
In the absence of any comments from the Executive Agency within 20 days of its receiving 
the draft report, the contractor may request written acceptance of it. 
 
The report will be deemed to have been approved by the Executive Agency if it does not 
expressly inform the contractor of any comments within 30 days of its request. 
 

3.5. Duration of the tasks, organisation and timetable 
 
While most of the work shall be carried out in the contractor’s premises, one kick-off 
meeting, one interim meeting and one final meeting are foreseen in Brussels. In addition an 
expert/regulatory workshop is foreseen. 
 
The specific contract period is foreseen from the day after the last party (EAHC) signs the 
contract. The duration foreseen for the tasks is 10 months. More details are given in the table 
below.  
 

 
Time 

 

 
Milestone 

 
Comments 

Month 1 
 

Kick-off meeting with DG SANCO and EAHC In Luxembourg  

Month 2 
 

Final Inception Report (D1) including the 
minutes of the kick-off meeting as well as the 
comments thereafter. 

To be sent to EAHC 

Month 4 Draft Interim Report: including the findings of 
WP 1 and update on the progress of WP2/WP3 

To be sent to EAHC  

Month 5 Interim meeting to discuss the first interim report  
and provide guidance for the second phase 

In Brussels  

Month 6 Final Interim Report (D2) To be sent to EAHC  

Month 8 Draft Final Report (D4) incl. feasibility 
assessment and cost benefit analysis 

To be sent to EAHC  

Month 9 Final meeting and feedback on draft report from 
EAHC/DG SANCO  

In Luxembourg or 
Brussels 

Month 10 Final Report (D4) “Proposal of the new EU 
Common reporting Format for ingredients"  

To be sent to EAHC 

 
A detailed timetable respecting the above timeframe should be provided in the offer. 
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3.6 Composition of the team 
 
The contractor should propose an appropriate team to perform the specific services, taking 
into account the tight planning of the provision of the services, as indicated above. It should 
include at least: 
 

TEAM  CRITERION EXPERIENCE AND EXPERTISE 
NEEDED 

Leader To have professional expertise 
and experience in the area of 
composition of tobacco products 
and their impact on human health 
and experience in leading, 
managing and coordinating a 
project team. 

- a senior expert with a relevant university 
degree (Master's degree) and at least 10 
years of professional experience in the 
area, including project and/or contract 
management. 

1 
member 

To have professional expertise 
and experience in evaluating of 
data reported by tobacco industry 

- one senior expert with a relevant 
university degree (Bachelor's degree) and 
at least 5 years of professional experience 
in the area. 

1 
member 

To have professional expertise 
and experience in electronic 
reporting systems and formats. 

- one expert with a relevant university 
degree (Bachelor's degree) and at least 5 
years of professional experience in the 
area. 

1 
member 

To have professional expertise 
and experience in assessment of 
economic and social impacts.  

- one expert with a relevant university 
degree (Bachelor's degree) and at least 5 
years of professional experience in the 
area. 

 
The tenderer shall enclose CV for each person responsible for providing the service as a 
summary table of their main expertise, and a list of the most relevant publications in scientific 
journals of the team members. 
 
The team needs to be readily available to perform the work from March 2013 on. 

4. Volume of the specific contract and payments 
 
4.1. Volume of the specific contract 
 
The maximum budget for the requested service is 200 000 € . 
 
4.2. Payments 
 
Payments shall be made in accordance with Article I.4 of the Framework Service Contract. 
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5. Award criteria for individual specific contracts  
 
In accordance with award criteria for individual specific contracts as indicated in the tender 
specifications for the Multiple Framework Contracts with reopening of competition, the 
specific contract will be awarded to the best value for money tender. 

5.1 Admissibility 
 
Only admissible specific offers will be evaluated. The criteria of admissibility of the offers 
are the following: 
 

1. The deadline for submission of offers has been respected: 
2. The absence of conflict of interest for the proposed team (and for additional 

subcontractors, not mentioned in the Framework Contract, if applicable). 

5.2 Quality criteria 
 
Taking into account the use of Multiple Framework Contracts with reopening of competition, 
the following award criteria are set to determine the best value for money offer to which the 
specific contract will be awarded.  
 
Quality criterion 1 (max. 20 points): Understanding of the services and general approach to 
the work to be performed. Conformity of the CV(s) of the expert(s) proposed to the skills 
required, as described in the Request for Specific Services 
 
Quality criterion 2 (max 60 points): Proposed methodology and tools. The final score will 
consist of four partial assessment made for each of the WP's as following: 
     Work package 1 … 10 points  
     Work package 2 … 20 points  
     Work package 3 … 15 points  
     Work package 4 … 15 points  
 
Quality criterion 3 (max 20 points): Approach proposed for the management of the work 
 
For each criterion above, a 50% threshold is set. Tenders failing below these thresholds will 
be eliminated. Moreover, tenders that have not obtained a total at least 60 out the 100 points 
will be excluded. 
 

5.3 Financial criteria 
 
Each specific offer will be assessed in terms of the total price offered. The specific offers 
must meet the following criteria: 

1. The unit prices indicated in the Framework Contract have been used and respected; 
2. The maximum budget has been respected 

 
5.4 Overall assessment of the quality and price of the specific offer 
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The Specific Contract will be awarded to the specific offer offering best value for money, 
taking into account the quality of services by weighing quality against price on a 70/30 basis. 
This is done by multiplying: 
 - The scores awarded for the technical quality by 0,70 
 - The scores awarded for the financial bid by 0,30 
The technical and financial scores multiplied by the weighting factors are then added together 
and the Specific Contract will be awarded to the specific offer achieving the highest score. 
 

5.5 Contract award 
 
The specific contract will be awarded to the specific offer with the highest score. 

6. Financial part 
 
The contractors should submit a financial offer in accordance with Annex B – Model 
budgetary offer. The fixed unit prices (‘unit rates for members of personnel’, the unit price 
for ‘travel, hotel and subsistence for a meeting in Brussels or Luxembourg with the 
contracting authority and the Commission’ and the unit price for ‘travel, hotel and 
subsistence linked to an expert meeting in Brussels or Luxembourg or other European 
location'), as included in Annex II of the Framework Contract cannot be changed and must be 
applied by the contractor. 
 
As indicated in the Framework Contract,  

− the daily fees for each professional profile as defined in the explanation in Annex II of 
the Framework Contract cannot be changed. These personnel fees are fixed and include 
all costs (project management, quality control, training of the contractor’s staff, support 
resources, etc.) and all expenditures (secretariat, salaries, social security costs, 
administrative cost, translation, laboratory use, travel cost and subsistence allowance for 
internal meetings of the contractor etc). 

− the unit price for travel, hotel and subsistence for a one day meeting in Brussels or in 
Luxembourg with the contracting authority and the Commission, for one representative 
of the contractor: 3 meetings are foreseen.  
This unit price will be multiplied with the number of requested representatives of the 
contractor and the number of days of the meeting, as specified in the request for service. 

− The unit price for travel, hotel and subsistence linked to expert meetings in 
Luxembourg/Brussels or other location (e.g. in the frame of a conference or other 
event) for one person: 1 meeting is foreseen (Regulatory Committee or its Working 
Group on ingredients).  
This unit price will be multiplied with the number of requested experts and the number 
of days of the meeting, as specified in the request for service. 

− Reimbursable: If necessary for the performance of the tasks, prices for specific 
laboratory material or, data/software purchase shall be included as reimbursable 
costs, which will be reimbursed directly against the invoice(s) Nevertheless, the 
maximum price in the request for specific services shall be respected including such 
costs. 
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7. Annexes  
 
− Annex B – Model financial offer 
− Annex C – Declaration of absence of conflict of interests 
− Annex D – Extract from the Commission proposal  
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