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1. INTRODUCTION

With procurement resolution No. 2675312 dated 01/04/2021, the Human Technopole Foundation
has decided to outsource genotyping services by means of a Dynamic Purchasing System (DPS)
pursuant to section 55 of Legislative Decree No. 50 18 dated April 2016 — Public Procurement
Code (hereinafter: Code).

The DPS is an entirely electronic purchasing system that, throughout its term, will allow Human
Technopole Foundation to make multiple purchases through several procedures (Specific
Contracts) on the basis of criteria specified in the respective documentation.

Besides in the Contract Notice, Access to the DPS, details on how it works and terms of System
access and use are contained in these Specifications and in the Sintel Platform manuals available
from hitp://www.humantechnopole.it under the section “Contract Notices”.

If you have a specific request for help in using the system, please contact the SINTEL Platform IT
Technical Support on freephone 800.116.730 or write to supportoacquistipa@ariaspa.it (ARIA

Support). In addition, you can find all manuals needed for registering with the Sintel Platform and
participating in this procedure at the following link:

https://www.ariaspa.it/wps/portal/Aria/Home/bandi-convenzioni/e-procurement/strumenti-

disupporto/quide-e-manuali

The place of performance of the contract is Via Cristina Belgioioso 171, 20157 Milano (NUTS code:
ITC4C).

Pursuant to article 31 of the Code, the Chief Procurement Officer is Dott.ssa Alessandra Poggiani,
Head of Corporate Programmes.

2. DOCUMENTATION, CLARIFICATION AND COMMUNICATION
21. DOCUMENTS
Procurement procedure documentation comprises:

1. Annex A - Contract Notice

2. Annex B - Contract Specifications

w

Annex C - Application to join the Dynamic Purchasing System

Annex D - ESPD Template

o &

Annex E - ESPD Additional Declarations
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6. Annex F - Additional Declaration by parties specified under section 80, subsection 3, of

Legislative Decree No. 50/2016
7. Annex G - HT Code of Ethics
8. Sintel Platform Manuals

The documentation is available from the website http://www.humantechnopole.it under the section

“Contract Notices”.
2.2. CLARIFICATION

You can obtain clarifications about this procedure by submitting a written query using the special
function provided by the IT System (hereinafter “System”), “Procedure communications” section,
located under “Details” of this procedure, by 12:00 hours on 17 March 2024 in order to comply
with the provisions of section 74, subsection 4, of the Code. Requests for clarification must be
submitted in Italian only. Pursuant to section 74, subsection 4, of the Code, answers to all queries
submitted in good time will be provided at least six days before the deadline for submitting the

application to join by anonymous publication at the website http://www.humantechnopole.it under

the section “Contract Notices”.
Clarification will not be provided over the phone.

2.3. COMMUNICATION

Without prejudice to the provisions set out herein and under section 52 of the Code, all
communications between the Contracting Authority and economic operators shall be considered
valid and properly delivered when conveyed using the special function provided by the IT System,
“Procedure communications” section, located under “Details” of this DPS. Records remain of
messages exchanged using this method which can be found in procedure reports. The economic
operator shall select as alternative addresses for service relating to communications about the
procurement procedures and, in general, activities performed within the System, the following
contact addresses specified when receiving approval to join or submitting a bid:

- the “Procedure communications” area located within the System and accessible using supplier
credentials. To this end, the Supplier agrees to keep close watch over its private area within the
System at all times;

- the certified e-mail (PEC) address;
- the address of its registered office as specified in the bid.

The date and time of messages sent using the System are stored in System records.

Fondazione Human Technopole
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Any changes to the PEC/e-mail address or temporary problems in using these forms of
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communication shall be promptly notified to the Contracting Authority; in the event of failure to do

so, the Contracting Authority shall accept no liability for late or non-delivery of messages.

3. OBJECT OF THE DYNAMIC PURCHASING SYSTEM, ESTIMATED VALUE AND TERM

The object of this procedure is the admission of economic operators to the DPS in order to carry

out genotyping services for the Human Technopole Foundation.

This DPS basically comprises the following categories:

DPS for genotyping, sequencing and other genomic services over the three-year period 2021-

2023

CPV

Product category

73111000-3

Research laboratory services

Type of service

Brief description of service

Requirements of service

Genotyping

Genotyping of 25,000-
150,000 samples

Array design and manifacture:

e Minimal content: backbone of genome-wide
variants (700,000-3M sites) selected to optimise
imputation precision in European and/or non-
European ancestry populations

* Probes for variants across a range of minor
allele frequencies (common to rare) and of
sufficient variant types: single nucleotide variants
(SNVs), short insertion-deletions (InDels), copy
number variants (CNVs) and mitochondrial
variants (mtDNA).

e Customised content: Possibility to add either (i)
markers selected by the investigator, or (ii)
customised markers associated with blood group
and other blood cell alloantigen.

Throughput 10k sample/month

Fondazione Human Technopole
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Array genotyping:

* Provision of barcoded plates and seals for the
DNA sample submission

e PicoGreen quantification of samples

* Option to resubmit samples when DNAs fail
quality control (per-plate failure rate > 20%)

e Supply of arrays

* Genotyping of DNA samples (cost should
include the provision of labour and any other
material expenses to perform the genotyping
service)

e Bioinformatic analyses to confirm the quality
control of the genotyping data and the correct
tracking of the supplied sample

e Return of genotyping data via cloud or hard
drive

* Provision of expert bioinformatic support for
downstream data analysis up to 3 months after
the delivery of the data

e Return of unused DNA samples where
appropriate

Throughput: 10k sample/month

DNA extraction
and
preparation

DNA extraction and
preparation on 25,000-
150,000 samples

Quality checks:

e Check that supplied volume is within
appropriate ranges

* DNA concentration check using UV-absorbance
e Dilution to required concentration if needed

e DNA quantification using Picogreen (10% repeat
included in the contract)

e Plating or normalisation followed by plating
(dependent on concentration)

* Shipping to genotyping lab

e Project management

Throughput: 10k sample/month

Fondazione Human Technopole

Palazzo Italia - Via Cristina Belgioioso, 171 - 20157 Milano, ltaly - humantechnopole.it

Page 60f17



Contract Specifications

W\ >
al s
A,
Whole genome | WGS for 35,000 samples
sequencing ¢ Short read sequencing (100bp or longer, paired-
(WGS) end)
e Minimal coverage 12x, median coverage 15x
* At least 90% of the genome covered with 12x

coverage

Throughput 5,000/month

Cancer WGS of already e short read sequencing 150bp PE

prepared libraries ¢ data provided in fastq format

e standard QC

e option to accept pooled samples (1 pool =1
flowcell)

* median coverage 40x

e at least 90% of genome covered with 30x
coverage

Throughput 150 sample/year

long read WGS for 200 ¢ long read sequencing (>5kbp, up to 100kbp)
sample * median coverage 30x
e at least 90% of genome covered with 30x
coverage

Throughput 10 sample/month

Whole-exome | WES for 1,000 samples
sequencing e Short read sequencing (100bp or longer, pair
(WES) ended)

e Minimal coverage 30x, median coverage 50x
e at least 90% of genome covered with 30x

coverage
iPSC quality iPSC quality control on 1200 | ¢ STR (Short-tandem repeat) profiling for cell line
control for cell | cell lines identity
banking * aCGH (array comparative genomic

hybridisation) for QC testing
¢ Scorecard for pluripotency testing of iPSC
Troughput 50 lines/months

Spatial Barcoded beads based on Throughput 100-500 sample/year
Transcriptomics | 300-1000 samples Tissue slide preparation optimization
RNA QC

Immunofluorescence imaging on the same slide

Fondazione Human Technopole
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in situ RNA hybridization Throughput 50 sample/year
and imaging for 150 Tissue slide preparation optimization
samples RNA QC
Immunofluorescence imaging on the same slide
Sequencing Sequencing of already e libraries QC
prepared libraries ® sequencing with custom coverage depending on
Testa's group: 0.8*10712 the project
reads/year e short read sequencing, 100 pb (Piero)
Carninci's group: 10714 e 50PE/100PE/150PE depending on need
bases. from 0,2 to 1 ¥10712 | (Andrea)
reads/year (reads length
100-500 bases, pair ends or | MIN throughput: 15*1079 reads/month
single ends)
Sottoriva group:
0.35*10712 reads/year
Methylomics DNA methylation arrays for | ¢ DNA extraction
150 samples e QC on DNA
e profiling of >850k array
Thoughput 50 sample/year
Methylomics Bisulfite sequencing for 300 | ¢ DNA extraction

samples

e QC on DNA
* sequencing with 15% coverage

Transcriptomics

RNA sequencing of 5500
samples

¢ RNA extraction

* RNA quantification and QC

e Library preparation (Poly(A) RNA seq)

® QC on the libraries with bioanalyser or
equivalent

e Short read sequencing (50bp or longer, pair
ended)

e Minimal Coverage 20M per sample

Transcriptomics

Long read RNA sequencing
of 200 - 700 samples

e RNA extraction

* RNA quantification and QC

e Library preparation (Poly(A) RNA seq)
* QC on the libraries with bioanalyser or
equivalent

* Long read sequencing

Apply for all: Option to resubmit samples when results fail quality control

Fondazione Human Technopole
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Admission to the DPS does not mean that a qualified economic operator has been awarded a
contract but it allows said operator to receive calls for bids for individual Specific Contracts and, if
interested, take part.

The estimated maximum value excluding VAT of all procurement contracts envisaged throughout
the term of the DPS amounts to around EUR 40,710,000.00 (forty million seven hundred and ten
thousand/00).

This amount is based on a forecast of the Human Technopole Foundation’s probable requirements
for genotyping and sequencing services. Therefore, this estimated figure is in no way to be
considered a binding commitment by Human Technopole Foundation towards the economic
operators admitted to the DPS.

The DPS shall last 36 months starting from the date on which the procurement notice is sent to the
OJEU for publication.

4. ADMISSION TO THE DYNAMIC PURCHASING SYSTEM

Pursuant to and subject to the provisions of section 55 of the Code, the Human Technopole
Foundation shall grant admission to the dynamic purchasing system to all economic operators
fulfilling the requirements specified herein throughout its period of validity.

In accordance with the provisions of section 45 of the Code, economic operators, including those
established in other Member States, may take part in the bidding procedure either individually or as
a group provided they fulfil the requirements specified hereafter.

Sections 47 and 48 of the Code shall apply to parties forming a joint venture or consortium.

An individual business granted DPS membership may submit a bid in a procurement procedure on
its own behalf or as the lead member of a consortium.

5. GENERAL ADMISSION REQUIREMENTS

Admission to the DPS shall not be granted to economic operators for which exclusion grounds
pursuant to section 80 of the Code exist and economic operators that have awarded assignments
in breach of section 53, subsection 16 b), of Legislative Decree No. 165/2001.

Economic operators having office, residence or domicile in a country placed on the so-called
blacklists specified under Minister of Finance Decree dated 4 May 1999 and Minister of the

Economy and Finance Decree dated 21 November 2001 shall be refused admission unless they

Fondazione Human Technopole
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are in possession of currently valid authorisation issued pursuant to Ministry of the Economy and
Finance Decree dated 14 December 2010 (pursuant to section 37 of Decree Law No. 78 dated 3
May 2010, enacted as Act No. 122/2010) or the authorisation application submitted pursuant to
section 1, subsection 3, of Ministerial Decree dated 14 December 2010.

Possession of the general requirements shall be certified by completing an ESPD.

Fulfilment of the general requirements cannot be demonstrated by relying on the capacities of
other entities.

6. SPECIAL REQUIREMENTS

Economic operators shall be refused admission unless they are in possession of the
requirements specified hereafter.

A direct request made be made to the economic operator to supply documentation proving
fulfilment of requirements and said operator shall arrange for its submission within 10 working days
of receiving such request.

6.1 PROFESSIONAL ABILITY REQUIREMENTS

Registered with the Chamber of Commerce, Industry, Crafts and Agriculture to supply products
from one or more of the product categories mentioned herein.

An economic operator not established in Italy but in another Member State or one of the countries
specified under section 83, subsection 3 of the Code shall submit an affidavit or similar statement
based on current practice in the country in which it is established.

Fulfilment of professional ability requirements cannot be demonstrated by relying on the capacities
of other entities.

6.2 INSTRUCTIONS FOR JOINT VENTURES, CONSORTIA, BUSINESS NETWORKS, EEIGs

The parties mentioned under section 45, subsection 2 d), e), f) and g), of the Code shall meet the
selection criteria as specified hereafter.

The registration requirement specified under 6.1 shall be fulfilled by:
a. each member of the joint venture, consortium or EEIG;

b. each of the signatories to the network contract indicated as businesses that will perform the
work and by the network itself if it has legal personality.

6.3 INSTRUCTIONS FOR CONSORTIA FORMED BY COOPERATIVES AND CRAFT
ENTERPRISES AND PERMANENT CONSORTIA

The parties mentioned under section 45, subsection 2 b) and c), of the Code shall meet the
selection criteria as specified hereafter.

Fondazione Human Technopole
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The registration requirement specified under 6.1 shall be fulfilled by the consortium and the

members indicated as businesses that will perform the work.

7. RELIANCE ON THE CAPACITIES OF OTHER ENTITIES

The provisions of section 89 of the Code shall apply.

8. CORRECTION AND RESUBMISSION OF DOCUMENTATION

Under the terms of section 83, subsection 9, of the Code, shortcomings in any formal element of
the application, particularly when these elements and the ESPD are missing, incomplete or non-
compliant, can be remedied by following the correction and resubmission procedure.

9. SUBMITTING THE MEMBERSHIP APPLICATION

In order to join the Dynamic Purchasing System, economic operators shall submit their
membership application over the Sintel IT System utilised by Human Technopole Foundation,
following the procedure set out hereafter.

Submission of the membership application using the System shall take place by visiting the
website www.ariaspa.it and accessing the SINTEL platform.

After registering with the System by carefully following the instructions given under the heading
“Technical use of the SINTEL platform” an economic operator may apply for membership by
accessing the DPS interface in SINTEL (through the “Procedures” section) and then following the
5-step wizard “Send membership application”.

During step 1 (“Participation declarations and documents”) you are asked to provide:
* Annex C - Application to join the Dynamic Purchasing System

* Annex D - ESPD Template

* Annex E - ESPD Additional Declarations

* Annex F - Additional Declaration by parties specified under section 80, subsection 3, of
Legislative Decree No. 50/2016

* Annex G - HT Code of Ethics

»  Chamber of Commerce Membership Certificate

During steps 2 and 3 (“Technical envelope” and “Commercial envelope”) of the “Send
membership application” wizard no details need to be entered and you have to click “Continue” to
reach step 4.

Fondazione Human Technopole
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During step 4 (“Membership application digital signature”) of the wizard the economic operator
is asked to download the file that SINTEL has generated to its computer. This document contains
the details entered by the wizard and has to be digitally signed by the economic operator’s
authorised representative or agent issued with specific power of attorney before uploading to
SINTEL using the “Load digitally signed membership application” function.

Finally, step 5 of the wizard (“Membership application summary and submission”) lets you
check the details entered and the file attachments before actually submitting the membership
application by clicking “Send application” at the bottom of the screen.

SINTEL will confirm that the membership application has been sent correctly by showing the
message “Membership application sent correctly”.

The economic operator may check the status of its membership application at any time using the
“‘Membership application history” function located in the left-hand menu of the DPS interface.

Using this Membership application history” function, along with “Check status”, you can see
whether the membership application has been examined by the contracting authority that issued
the contract notice. The contracting authority is always entitled to “accept” or “refuse” a
membership application.

. If the membership application is “accepted”, the economic operator will be invited to

participate in all Specific Contracts issued under the DPS.

. If the membership application is “refused”, the economic operator will have to utilise the
“Send membership application” wizard to submit a new membership application to the
contracting authority. Until a membership application has been “accepted”, it will not be

possible to participate in any specific contract issued under the DPS.

WARNING - TYPE OF PARTICIPATION
The membership application may only be submitted by the economic operator “as a single entity”,

enclosing the documentation requested for the chosen type of participation. Any joint ventures or
consortia may be grouped together on the platform when participating in single specific contracts
that will be tendered during the duration of the DPS.

WARNING — MEMBERSHIP APPLICATION EXPIRY DATE AND UPDATING
Once the contracting authority has “accepted” a membership application, this shall be valid for

180 calendar days, matching the validity of the individual self-certification documents. Once
validity has expired, the economic operator will no longer be invited to participate and bid in

Specific Contracts until it has updated the membership application.

Fondazione Human Technopole
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In order to update the membership application it is necessary to use the “Update application”
function that you will find on the “Check status” page of the DPS interface. 30 days before the
expiry date of its membership application, SINTEL shall arrange to advise the economic operator
by means of a notice in SINTEL (in the “Check status” interface) and an e-mail (to the address

given when registering with SINTEL).

In accordance with section 55, subsection 10, of Legislative Decree 50/2016 as amended and
supplemented, at any time during the period of validity of the DPS, Human Technopole
Foundation may ask an admitted economic operator to renew or update annexes D and E, within
5 (five) working days of submitting such request. Section 85, subsections 5 to 7 shall be

applicable throughout the period of validity of the DPS.

Economic operators shall release Human Technopole Foundation from any liability regarding fault
or failure of the connectivity services needed to access the System and send the documents
required to submit the DPS membership application.

All documentation submitted must be in Italian and signed by the economic operator’s authorised
representative or agent issued with appropriate power of attorney.

To this end, the declarant shall enclose a photocopy of a currently valid identification document
of the signatory (for each declarant just one copy of the identification document is sufficient even in
the case of multiple declarations on separate sheets).

Please remember that all documentation should be digitally signed.

10. APPLICATION EVALUATION AND DPS ADMISSION PROCEDURE

After sending the contract notice of this DPS for publication in the OJEU, an initial period of 30
calendar days is available for submission of applications for admission and the respective
documentation.

The first Specific Contract will be announced no less than 30 days after sending the above-

mentioned contract notice.

Examination of the membership applications, based on the selection criteria specified herein, shall
be carried out by the Human Technopole Foundation according to the order in which they have
been received by the System.

In accordance with the provisions of section 55, subsection 7, of the Code, DPS membership
applications shall be evaluated within 10 working days of receipt, this timescale can be extended to
15 working days where it is justified in individual cases, for example by the need to examine
additional documentation or check in some other way whether selection criteria have been met.

Fondazione Human Technopole
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Provided that the invitation to submit bids for the first Specific Contract under the DPS has not
been sent, the Human Technopole Foundation can extend the evaluation period to 20 working
days, so long as no invitation to submit bids will be sent during the extended evaluation period.

Bidders may join the Dynamic Purchasing System provided that, based on declared qualifications
and subject to possible verification by the Human Technopole Foundation, they meet all
requirements of the contract notice and these specifications, bearing in mind the grounds for
exclusion and selection criteria specified in the contract notice and herein, as well as other grounds
for refusing participation, both statutory or specified herein.

DPS admittance/non-admittance decisions shall be made by the Chief Procurement Officer and
notified to the economic operator in question as soon as possible by sending a message over
Sintel.

Where membership is refused, the unsuccessful economic operator may however reapply to join
once the previously unfulfilled requirements or conditions behind the refusal have been met.

Economic operators may apply to join at any time during the term of the DPS.

Joint Ventures and Consortia that have yet to be set up when submitting the membership
application shall formally establish themselves within 30 days of notification of admission and
forward the articles of incorporation to the Human Technopole Foundation, failing which they shall
forfeit membership.

In order to remain in the DPS, an admitted economic operator shall:
- continue to meet the requirements specified when applying to join
- update the documentation submitted in accordance with the timescale specified above

At any time, the Human Technopole Foundation shall be entitled to check and verify the truth,
accuracy, completeness and up-to-date status of the declarations made by the economic
operators.

In the event of change to any detail mentioned in the membership application and in the relative
documentation, the economic operator shall update its declarations and all information contained in
the DPS and, in any event, notify Human Technopole of the circumstances that have arisen and/or
the changes within 30 days of their coming to light.

In particular, the economic operator shall notify Human Technopole Foundation by certified e-mail
of circumstances and/or changes that could, even if only in theory, affect membership within 30
days of their coming to light. Failure to notify or a delay in notifying shall in itself constitute grounds
for exclusion from the DPS and preclude a new membership application for the 4 months following
exclusion, even when the circumstance that needs to be reported does not represent automatic
grounds for exclusion from the DPS (but is subject to discretion).
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When notice is sent, Human Technopole Foundation shall decide within the next 30 days whether
or not the economic operator's DPS membership may be allowed to continue; when the reported
circumstance means that personal conduct requirements are no longer fulfilled, this will lead to the
economic operator’s disqualification from the DPS with the possibility of being readmitted once the

misconduct issue has been resolved.

Throughout the period of validity of the DPS, the economic operator admitted to the System shall
ensure that the self-certification issued, along with the identifying details of the economic operator
and authorised representative applying to join, as well as of all other parties registered with and
allowed to use the System since they have permission to act for and on behalf of the economic
operator, remains complete, truthful and accurate. It also needs to be renewed every six months.

The economic operator is requested to pay great care and attention in drafting and correctly
submitting the membership application in good time, since it bears sole responsibility for the
statements and documentation, the respective updates and the additional documents requested
that must be promptly submitted to enable the membership evaluation process to be completed as
soon as possible.

In the event of false statements, Human Technopole Foundation shall arrange to refuse or revoke
the economic operator's membership of the DPS.

It should be remembered that, pursuant to section 76 of Presidential Decree 445/2000, forgery of
documents and false statements are criminal offences.

11. PARTICIPATION IN SPECIFIC CONTRACTS

The rules governing Specific Contracts set out hereafter are for guidance only and not binding.
Pursuant to the law, they may be amended and/or supplemented by the clauses contained in the
respective documentation.

The specific rules for each Specific Contract (selection criteria, technical evaluation criteria, bid
formulation procedure, etc.) will be published in the documentation for each individual procurement

contract.

The individual Specific Contracts will be awarded on the basis of the criteria specified in the
respective documentation.

All economic operators having an “accepted” (and currently valid) membership application when
issuing the call for tenders in SINTEL shall be invited to participate in Specific Contracts. To enable

an individual specific contract to be awarded, an invitation will be sent to these operators by e-mail.

It should be noted that an economic operator who has not been admitted to the DPS when the

invitation for bids is sent out shall not be able to participate in the relative Specific Contract,
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whether the economic operator submitted the membership application after the invitation for bids
was sent out or the membership application was submitted too late to enable the Human
Technopole Foundation to examine it in accordance with the timescale specified above. In such
cases, no liability shall be attached to the Human Technopole Foundation for the fact that an

invitation is not sent.

An economic operator wishing to submit a bid should use the “Send bid” wizard available in the
interface of each Specific Contract.

That being said, all economic operators admitted to the DPS should note that the invitation to bid
for the subsequent Specific Contract will be delivered via SINTEL with a certified e-mail message
containing details of where to find the documentation for the specific procurement contract, sent
with sufficient notice to enable bids to be submitted, and will be visible to invited economic
operators amongst the procurement documents. The invitation to bid shall contain the deadline for
bid submission, the deadline for requests for clarification and the date and time of the first public

session.

The specific contracts will be announced on a regular basis during the period of validity of the DPS.

When a Specific Contract is tendered, the invited economic operators shall submit their bid through
Sintel only, by uploading the electronic documents complete with digital signature.

An individual economic operator that is granted DPS membership may submit a bid on its own
behalf or as the lead member of a consortium: in this case, all economic operators belonging to the
consortium shall have successfully completed the DPS admission procedure.

Information about the content of Specific Contract bids and instructions for their submission will be
available in the individual invitations to bid.

Bids, in Italian, shall be sent and delivered through the IT System (or face exclusion) by the
deadline specified in the invitations to bid that shall be not less than 10 days after sending out the
letters (section 55, subsection 4 b), of the Code).

The Contracting Authority shall award each Specific Contract to the economic operator submitting

the best bid on the basis of the award criteria specified in the individual invitations to bid.

12. PERSONAL DATA PROCESSING

Pursuant to Legislative Decree No. 196 dated 30 June 2003 and Regulation (EU) 2016/679, data
collected will be processed, including with computer systems, solely as part of the procedures

governed by these Specifications.
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Chief Procurement Officer Alessandra Poggiani

Computer file containing digital signature
pursuant to consolidated Presidential Decree No. 444
dated 28 December 2000, Legislative Decree No. 82
dated 7 March 2005 and associated regulations
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