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Ref. Ares(2019)6576528 - 24/1 0/2019

STUDY REQUEST
/4

Underframework contract ? ENV.A.2/FRA/2015/0008

Title ofthe Framework contract: "Assistance to the Commission on technical, socio-economic

and cost-benefit assessments related to the implementation and fürther development ofEU
vvaste legislation", with reopening ofcompetition,

Pursuant to the above-mentioned fi-amework contract, concluded between the Commission

and your Company, we request an offer for the study-specified below:

-1, Designation of Service requested

'2. Requester (name and ftmction)

3. Specific tenns ofreference

4. Estimated duration oftho work
(calendar days)

5. Maximum budget available for Ihe
Services

6. Expected result

7. Requester's address (to which the
öfter is to be sent)

8. Requester's signature

(K. Sadauskas)

9. Date ofsigning request

Shidy to assess one (l) request for a new exemption to AnnexIV of

Directive 2011/65/EU for bis-(2-ethylhexyl) phthalate (DEHP) in
plastic cömponents in MRI detector coils
Director, K?stutis Sadauskas

See annex

6 months

Final report with scientific and technical assessntent of die reque.sts äs

j>er specific terais ofreference

European Commission

DG Environment, Directorale B, Unit B3

F.a.o. Karolina Zäzvorkovä

BU 9 5/106
B~]04^Bmsse!j

(fiel fcL

Thank you in advance for responding rapidly to this request by submitting an offer in
accordance with the provisions ofthe framework contract wifhin 10 working days. Please also
advise the Commission sei-vices with 5 working days ifyou do not intend to submit an ofFer.

Annex: Specific tenns ofreference



Annex: Specific study requcst- 'Specific terms ofrcfcrcncc'

(under Framework contract ENV.A,2/FRA/2Q15/Q008)

Study to assess one (l) rcquest for a new excmption to Annex IV of Directivc 2011/65/EU
for bis-(2-ethylhexyl) phthalate (DEHP) in plastic components in MRI dctector coils

l. Context/General Information

The Commission is launching this contract for evaluation of the following exemption request
relating to Annex IV ofDirective 2011/65/EU':

/

• rcqucst for a new exemption for bis-(2-ethylhexyl) phthalate (DEHP) in plastic
components in MRI detector coils.

The RoHS 2 Directive (adopted in June 2011 and to be traisposed by the Member States by 2
January 2013 at the latest) restricts thc use ofcertain hazardous substances m electdcal and
electronic equipment.

RoHS is regularly updated according to scientific and technical progress. The adaptation to
scientific and technical progress is reflected in the lists of specific exemptions from the
substance restrictions, in Annexes III and IV to RoHS 2.

Annex III is for all RoHS electrical and electronic equipment (EEE), while Aßnex IV is
exclusively for medical devices and monitoring and control instruments.

Any adaptation of the above mentioned Annexes allowing the limited use of hazardous
substances needs to follow specific requirements. In particular:

• Articles 4(1) and 4(2) provide that Member States shall ensure that EEE (äs referred to
in Articles 2(1) and 3(1)) placed on the market, including cables and spare parts for its
repair, its reuse, updating of its functionalities or upgrading of its capacity, does not
contain the substances listed in Annex II. The maximum concentration value by
weight in homogeneous materials äs specified in Annex II shall be tolerated.

" Annexes III and IV to the Directive currently list a limitcd number of applications
which are temporarily cxcmpted from the requirements ofArticle4(l).

• Adaptation of the Annexes to scientific and technical progress is provided for under
Article 5 ofthc Dircctive. Pursuant to Article 5(1), the inclusion in or deletion from
above mentioned Anncxes ofmaterials and components ofEEE shäll be adopted by
the Commission bymcans ofindividual delegated acts.

• Article 5(1 )(a) providcs that the Commission can adopt measures to adapt the Annexes
III and IV to exempt materials and compoüents from the RoHS substance restrictions
only if this does not wcaken the environmental and health protection of Regulation
(EC) No 1907/2006 and ifany ofthe following conditions is fülfilled:

' Directive201l/65/EL)oftheEuropean Parliament and oftheCouncil of8 June 2011 on the restriotion of the
use ofcertain hazardous substanccs in clcctrical and eleclronic eqüipment (recast), OJ L 174, 1.7.2011, p. 88.
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l. their elimination or substitution via dcsign changes or matcrials and
components which do not require any ofthe materials or substances referred to
in Articlc 4(1) is scicntifically or technically impracticable;

2. the reliability of substitutes is not ensured;

3, the total negative environmental, health and consumer safety impacts caused

by substitution are likely to outweigh the total environmental, health and
consumer safety beneflts thereof;

» The decision on inclusion ofmaterials and components ofEEE in RoHS 2 Annexes III
and IV' on exemptions and on the duration öf possible exemptiöns shall take into
account the availability of substitutes and the socio-economic impact of substitution.
Decisions on the duration ofpossible exemptions shall take mto account any potential
adverse impacts on innovation. Life-cycle thmking on the overall impacts of the
exemption shall apply, where relevant.

• Pursuant tu Article 5(2), all exemptions havc expiry dates and can only be renewed
following an application for. renewal. Regarding the treatment of applications for
renewal the same critcria apply äs for new exemptions,

• On the basis of these provisions, the Commission is receiving requests for (granting,
renewing, but possibly also for revoking) exemptions that need to be evaluated in
order to assess whether these requests fülfil the requirements ofArticle 5(1). Where
the requirements of Article 5(1) are fulfilled, the Commission shall adopt a measure
(delegated directive) amending the respective Armex to the RoHS 2 Directive.

* An application for granting, renewing or revoking an exemption shall be made to thc
Commission in accordance with Annex V. This annex specifies the mandatory content
of an application.

^

" On 2 October 2019, the Commission receiyed a request for a new exemption to
Annex IV for bis-(2-ethylhexyl) phthalate (DEHP) in plastic components in MW
detector coils.

2. Subjectofthe study

(l) The Commission needs clear teclmical and scientific evidence and an assessment of any
request for granting, renewing or revoking an exemption in light of the criteria listed in
RoHS 2, notably the provisiöns cited above, taking into consideration the differing validity
periods and expiry dates for the various product categories. The number of reviewed
applications under this study is l (-one-) exemptions in total.

(2) Stakeholder/public consultations are to be organised in order to fulfil the first objective (äs
described in detail below).

tLTasks to be Derfonned

The contractor should be prepared to stmcture the process of evaluation according to the
Pnorities communicated by the Commission.



Task l: Assessment and evaluation ofthe exemption request under RoHS 2
/^

The consultant shall provide technical and scientific evidence and an assessment including
comparative infonnation on the costs and benefits ofthe exemption conccmcd under RoHS 2
Annexes, äs indicated by the Commission.

Thc assessment shall comply with tlie requirements of RoHS 2 and be in line with the
Commission's mandate for an Annex revicw. Thc consultant shall discuss and agree the
detailed bcmndarics ofthe assessment with the Commission Services at the beginning ofthe
project.

Building on the cmteria set out in Article 5(l)(a), the consultant shall provide a clear
assessment and evaluation of whether the respective exemption is justificd in line with the
requirements of RoHS 2, clearly specifying which criterion that allows granting the
exemption is verified;

• Cleariy identijfy the specific application for which the exemption is requested and»
where applicable following the assessment, propose a precise wording for a possible
exemption;

• Assess why the restricted substance is currently required or used, and the quantity of
the restricted substance present/needed for that fünction in thc spccific application;

• Assess if the elimmation or substitution ofthe restricted substance via design changes
or different materials and components is currently technically or scientifically
possible;

- Assess ifthe elimination or substitution ofthe restricted substance via design changes
or different materials and components is currently technically or scientifically
practicable;

• Assess whether the reliability of substitutes is ensured;

- Assess Üie availability of substitutes;

- Assess if the (total) negative environmental, health and/or consumcr safety impacts
caused by substitution are likely to outweigh the (total) environmental, health and/or
consumer safety benefits; life-cycle assessment on the overall impacts of the
exemption shall apply, where relevant.

" If süitable substitutes exist, assess, the case given, why they are not used;

" Assess whether a possible exemption would be in line with Regulation (EC)
1907/2006 (REACH), and indicate possible problems;

• Ideritify any possible adverse impacts on innovation, in particular in relation to the
length ofa possible exemption;

• Assess any similar applications in which the substanccs (or thcir substitutes) are used
and why they are not suitable for the application in question;



• Assess, ifpossible, what efforts have been made by the applicant for an exemption to
investigate i f alternatives are available/what efforts are being made by ftie applicant to
develop alternatives;

• Assess if alternative teclmiques or materials will be available by a proposed expiry
date of an exemption / any other date;

» Identify and assess (see belpw) the socio-economic impacts ofsubstitution;

• Work in dose liaison with the Commission and, in consultation with Üie Commission,
with the applicant or other stakeholdcrs concemed, relevant trade associations and
non-govemmental örganisations; any other inputs received in the context ofthe public
consultation will be equally assessed;

" Having ' regard to • confidentiality issues, ensure, inter alia through setting up a
dedicated wcbsitc, that all relevant stakeholders will receive all the necessary
information about launching and progress ofthe project and be given the opportunity
for a timely and appropriate conti-ibution and participation. The same information will
be published online. This exercise shall be conducted following the minimum
Standards for consultation set in the Commission Communication COM(2002) 704
final of 11.12.2002;

" Consider previous assessmcnts of the exemption requests published at
httt5://ec.europa.eu/environment/waste/rohs eee/studies rohsl en.htm.

The above list is not exliaustive.

In order toassess and provide complete infornwtionalso on the socio-economic impact,
the contractor shall consider (separately for each request) the two following scenarios, m a
time horizon corrcsponding to thc recommended exemption duration:

l. Business äs usual, where ftie substance substitution in the EEE is govcmed by
market forces (by grantingthe exemption requested);

2. Rejection ofthe exemption request and consequent prohibition ofthe placing on
the EU market for the EEE concemed;

The consultant shall assess for each scenano by also building both on own research and on
documentation provided by thc Commission;

l. Volume of EEE concemed placed on the EU market am-iually;

2. Impact on employment in the EEE concemed industry and related upstream and
downstream supply chain in the EU (Job losses/gains), taking into account the
manufacturer's geographical distribution; list of main EU manufacturers should
also be provided;

3. Additional costs (money expenditure) througli substance substitution in the EEE
divided into sectors (private, industry, public);

4. Generation ofadditional waste;



5. Reduction in amount ofrestricted substances placed on the EU market,
/•

The different impacts of substitution triggered by the exemption request rejection should be
expressed not only in absolute tcrms, but also in diffcrcntial terms in comparison to the
scenario where the substitution is left to the market (exemptions request accepted),

Task 2: Stakeholdcr Consultation

The consultant shall organise and perform a stakeholder consultation äs outlined here:

The -stakeholder consultation shall be conducted following the minimum Standards for
consultation ofinterested parties. Tlie co.nsultation has to include the mandatory elcrhents, i.e.
use of Standard template, äata protection, announcement for public consultations linkiüg to
thc consultation on the DG ENV consultation page, publication of answers/results/report on
the web, Before the end of the contract, the contractor shall deliver the rcsults of the
consultation for Publishing on the Europa website.

Stakcholder consultation shall be an iterative process. At the beginning of the project, the
contractor shall set up a website and lceep it updated with regulär reports indicating the
progress ofwork. The contractor shall host the website. The non-confidential contributions of
the stakeholders shall be posted an the CIRCABC website by the contractor.

The contractor shall organise at least one round of stakeholdcr consultations. The list. of
stakeholders to consult shall be established in dose cooperation with the Commission
Services. The consultation shall be perfonned also by taking advantage of the CIRCABC
platform. •

The contractor shall:

(l) Prepare the consultation documents, äs weil äs any other technical documents
necessary;

(2) Follow-up the consultation. In particular, manage and maintain regulär contact with
stakeholders and be ready to respond to all technical questions;

(3) Provide to the Commission a summary of the stakeholder contributions through the

report.

Information about the launch of the evaluation of the exemption sliould be clearly presented
to all relevant stakeholders.

Additionally, the outcomes shall be presented by the contractor to a meeting of the Member
States' expert group for delegated acts, organised by the Commission in Brüssels. The
contractor shall: a) prepare the draft agenda for the meeting; b) prepare the presentation ofthe
results ofhis analysis, a background paper ifnecessary; c) respond to all technical questions.

4. Guide and details ofhaw' the tasks are to be carried out

The duration ofthe tasks is 6 months from the date ofsignature ofthe contract.

The execution.ofthe tasks may not start before the contract has been signed. The contractor
shall Start working immediately after the signature ofthe contract.



Jldbe
o the

s for
s, i.e.

ügto
»rt on
.fthe

t, the
g the
ins of

ist of
.ssion

ABC

nents

with

hthe

ented

mber
The

rfthe
)ns.

squent contactswith the Commission shal1 take place during the elaboration ofthe study in
ordc'r to provide for a smooth and effectivc exchange äs necessary. The contractor shall be .

gvailable for clarification requests from the Commission (by email or phone) following the
lublication ofthe study unti] £he Commission adopts the decision on the requests concemed.

fhe contractor do es not have the authority to publish the deliverables without prior
tion from Üie Commission. All matters related to this study should be treated with

confidentiality.

?. Estimated expertise ifequircmcnt

ßxoert workload con-esponding to maKimum  (including all contractor
activities mentioned in this document, and possible travel and subsistence costs).

6. Estimated timetable:

> Kick-off meeting:

Within l week of the speoific contract signature, the contractor shall participate in a
kick-offmeeting with the Commission to discuss the details ofthe study, in particular the
criteria and requirements that need to be assessed. This meeting will be held in the
Coinmission's offices in Brüssels unless both parties agree to a telephone Conference.

> Reports:

Interim reoort: Shall be submitted to the Commission before the end ofthe tliird
month following the signature ofthe specific contract.

Final Report: A draft shall be submitted to the Commission by the end of the 5th
month of duration of this specific contract. The study report shall then be finalised
by the end of this specific contract, by taking into account Üie Commission
comments and shall mclude a concise and ready-to-print executive summary (in
English and French) describing the objectives of the study and its main findings.
The final report shall contain all deliverables under this contract.

All reports shall be written in clear, good quality English language and provided in
electronic form, both in MS Word and in pdf formal The contractor shall use the
Version of MS-Office available at the Commission at the time of delivery (presently,
the Commission is using MS-Office 2010). Reports shall be concise, focusing on main
messages and avoiding long sentences, redundant text, and repetition. Reports shall
use effective lay-out and style to enable the easy absorption ofinformation.

^ Duration: 6 months

^ Budget: 

;or




