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This EHDEN Sub-Grant Agreement for providing financial support to the Data Partner (hereinafter
referred to as the “Agreement”) is entered into by and between the following parties:

on the one part,

ERASMUS UNIVERSITAIR MEDISCH CENTRUM ROTTERDAM (EMC), established in Dr.
Molerwaterplein 40, Rotterdam 3015 GD, Netherlands, with VAT number NL8071811997B01, duly
represented for the purposes of signing the Agreement by Head of Department of Medical Informatics,
Prof. dr. J. van der Lei, hereinafter referred as the “Harmonization Fund Holder” and acting as
Coordinator of the Research and Innovation Action “European Health Data and Evidence Network”
(hereinafter referred to as “EHDEN”) and representing the EHDEN consortium members;

and on the other part,

ATS DI BERGAMO, established in VIA GALLICCIOLLI, 4 24121 BERGAMO, ITALY, with VAT number
04114400163, duly represented by Dott. Massimo Giupponi, Direttore Generale, hereinafter
referred to as the Data Partner,

Hereinafter individually or collectively-referred to as ”Party” or “Parties”.

The contracting Parties HAVE AGREED to the following terms and conditions including those in the
following annexes, which form an integral part of this Sub-Grant Agreement. The Sub-Grant Agreement
is composed of:

e Preamble

e Terms and conditions

e Annex 1: Workplan

* Annex 2; Call Description

¢ Annex 3: Data Partner bank information
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A. PREAMBLE

The Innovative Medicines Initiative 2 Joint Undertaking (hereinafter referred as “IMI”), and the
Harmonization Fund Holder have signed the Grant Agreement no. 806968 for the implementation of
the Action “European Health Data and Evidence Network” (hereinafter referred as “EHDEN”). The
EHDEN Consortium has also signed a Consortium Agreement, further detailing some of the provisions
in the Grant Agreement. EHDEN includes specific activities aimed at incentivising the standardisation
of health data sources in Europe to the Observational Medical Outcomes Partnership Common Data
Model (hereinafter referred as “OMOP CDM”). Such activities comprise the launch of periodic EHDEN
open calls to interested Data Partners to receive financial support for mapping their data to the OMOP
CDM. Such financial support is granted based on transparent, fair and equitable evaluation criteria.

The Data Partner applied for an Open Call organised in the framework of the EHDEN activities as
foreseen in the above-mentioned Grant Agreement, and has been selected to receive Financial
Support. The application submitted by the Data Partner results in a plan of activities and milestones
described in Annex 1 (hereinafter referred as the “Work Plan”) that the Data Partner needs to fulfil in
order to receive the Financial Support.

The rights and obligations contained in this Agreement are derived from the EHDEN Grant Agreement
and Consortium Agreement. The Harmonization Fund Holder is willing to sign this Sub-Grant
Agreement on behalf of the EHDEN consortium in compliance with both the EHDEN Grant Agreement
and the Consortium Agreement.

The Harmonization Fund Holder is willing to provide Financial Support to the Data Partner for the
implementation of the Work Plan, and the Data Partner is willing to receive the Financial Support under
the terms and conditions of this Agreement.

The Harmonization Fund Holder is responsible for the execution of this Agreement with the Data
Partner. The Data Partner is responsible for the implementation of the work described in the Work
Plan.

B. TERMS AND CONDITIONS

1. Subject of the Agreement

1.1. This Agreement sets out the rights and obligations of the Parties as well as the terms and
conditions applicable to the provision of the Financial Support awarded to the Data Partner for
implementing the Work Plan as set out in Annex 1 of this Agreement.

1.2. The Agreement specifies the conditions for the implementation of the Work Plan by the Data
Partner, within the general framework established in the EHDEN Open Call as described in the Call
Description in Annex 2 of this Agreement.

1.3. The Harmonization Fund Holder receives funding from the Innovative Medicines Agency 2 Joint
Undertaking to undertake Open Calls for Grant Awarding to Data Partners. Under the EHDEN Grant
Agreement and the Consortium Agreement, some of the obligations of the Harmonization Fund Holder
have to be imposed on the Data Partner. Those obligations are reflected in this Agreement.
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1.4. The Data Partner acknowledges and agrees that the obligations comprised in this Agreement ar
fully applicable and shall do everything that is necessary to comply with these obligations, being
understood that the Data Partner is bound to this Agreement only and not to the EHDEN Grant
Agreement or Consortium Agreement, unless otherwise stated.

2. Financial Support for the Work Plan

2.1. The Data Partner is awarded with € 70.000 (settantamila Euro) as financial support (“Financial
Support”) to implement the Work Plan, according to the budget specified in Annex 1.

2.2. The Financial Support awarded to the Data Partner is understood to cover all reasonable, actual
costs associated to the implementation of the Work Plan. It shall never provide any profit to the Data
Partner. The Financial Support is to be considered as a maximum amount and will not be increased in
any case, including a situation where the actual costs related to implementing the Work Plan exceed
such Financial Support.

2.3. The Data Partner shall manage the Financial Support with due diligence, according to the
conditions set out in Annex 2 to this Agreement, solely for the purposes of implementing the Work
Plan and complying with all applicable laws and its own usual policies. The Data Partner shall record
the costs associated with implementing the Work Plan in its own accounts, allowing information on
such costs to be easily identifiable and available to the Harmonization Fund Holder upon request.

2.4. The awarded Financial Support will be made available to the Data Partner in Euro. No
compensation for potential gains or losses due to exchange rates will be considered by either Party.
Furthermore it is understood that any taxes (e.g. VAT) are to be considered included in the amount
mentioned in section 2.1 and Annex 1. The Data Partner is solely responsible in respect of the proper
tax treatment of the Financial Support.

3. General obligations to properly implement the Work Plan

3.1. The Data Partner:
a. shall execute the Work Plan in line with the highest quality standards and state-of-the-art
scientific and technological development;
b. must implement the Work Plan as described in Annex 1 and in compliance with the
provisions of this Agreement and all legal obligations under applicable EU, international and
national law;
c. has full responsibility for implementing the Work Plan properly and in compliance with this
Agreement;
d. agrees to be included, without any compensation, in the EHDEN Database Catalogue and
EHDEN communication materials intended for the public as an EHDEN “Data Partner”;
e. agrees to participate in at least one research study promoted by EHDEN, subject to the
applicable ethics and other approvals required by the Data Partner’s governance structure.

3.2. On behalf of the EHDEN Consortium, the Harmonization Fund Holder shall monitor the
implementation of the Work Plan and approve in writing any milestones achieved.

3.3. If the Data Partner does not properly implement the Work Plan, and in particular if it fails to
achieve any of the milestones described in Annex 1, the Harmonization Fund Holder reserves the right
to withhold the corresponding part of the Financial Support until such milestones are achieved and
approved.
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3.4. Except if the duration of this Agreement is extended pursuant to section 11 below, if the Wor
Plan cannot be implemented in full for any reason within a maximum period of one year from the date
of signature of this Agreement, the Harmonization Fund Holder will reduce the Financial Support and
make it correspond only to the milestones that have been achieved and approved, according to the
breakdown provided in Annex 1. In that event, the Data Partner agrees to return to the Harmonization
Fund Holder any amounts that may have been paid in excess of those corresponding to the milestones
achieved and approved.

3.5. Parts of the Work Plan will be implemented by an EHDEN-certified small to medium-sized
enterprise (hereinafter referred to as “Certified SME”) as indicated in Annex 1, unless otherwise
agreed by the EHDEN consortium. For clarity, an agreement of the EHDEN consortium regarding the
foregoing needs a decision of the Executive Committee (“ExCom”). The procurement procedures that
may apply to hire a Certified SME or any other subcontractor to implement the Work Plan will be
subject to the corresponding Data Partner’s internal policy and usual practice as needed, and will in
any case respect all applicable national legislation and fundamental principles such as best value for
money.

4. General obligations to inform the Harmonization Fund Holder

4.1. The Data Partner must provide any information requested by the Harmonization Fund Holder in
writing at any time to verify the proper implementation of the Work Plan in compliance with the
obligations under the Agreement, including information about actual costs incurred.

4.2. The Data Partner must immediately inform the Harmonization Fund Holder of any needed changes
in the Work Plan as set out in Annex 1. In particular the Data Partner must promptly provide any
relevant information on:
a. any circumstances, changes and/or events that may cause deviation from the Work Plan,
especially regarding its start and the achievement of the foreseen milestones;
b. any obstacles and/or limitations that may prevent or are likely to affect or delay the Work
Plan implementation, including the submission of activity reports to the Harmonization Fund
Holder;
d. any relevant changes in the Data Partner legal, financial, technical, organisational or
ownership status that may affect implementation of the Work Plan;
€. any circumstances that may affect the Data Partner’s due diligence in the management of
the Financial Support or the compliance with the obligations of this Agreement.

4.3. The Parties shall only be able to modify the Work Plan included as Annex 1 by mutual agreement.

5. Final report

5.1 The Data Partner shall provide the Harmonization Fund Holder with a final report in accordance
with the timing and conditions set out in this Agreement.

5.2 The final report must comprise the following documents:
a. Description of activities carried out according to the Work Plan;
b. Financial cost statement including details on the costs incurred in during the implementation
of the Work Plan;
c. Brief summary including explanations justifying any differences and deviations between the
Work Plan as set in Annex 1 and the work actually carried out (if any);
d. Request for final payment.
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5.3 The financial cost statement will be expressed in EURO (€). All costs issued in another currency,
must be converted into EURO (€) for the purposes of reporting.

5.4. The Data Partner must submit the final report within 30 days following the end of the Work Plan.

6. Payments

6.1. The Financial Support indicated in provision 2.1 of this Agreement will be paid by the
Harmonization Fund Holder to the Data Partner in a series of installments as described in Annex 1.
Payments will be made upon achievement and approval of the corresponding milestones indicated in
Annex 1.

6.2. Notwithstanding provision 6.1, an advance payment corresponding to 20% of the total Financial
Support can be requested by the Data partner upon signature of this Agreement. In case such advance
payment is requested, this advance payment will have the sole purpose of facilitating the start of
activities for the Data Partner and will be offset from the rest of payments foreseen in Annex 1
proportionately.

6.3. All payments made by the Harmonization Fund Holder to the Data Partner shall never cumulatively
exceed the Financial Support indicated in provision 2.1 of this Agreement, and shall never exceed the
total costs reported by the Data Partner in its final report.

6.4. A final payment shall be made upon completion of the Work Plan and approval by the
Harmonization Fund Holder of the final report described in section 5 of this Agreement. The final
payment will cover any outstanding part of the Financial Support that has not yet been paid, provided
that the Data Partner reports total costs equal or higher than the Financial Support. Otherwise, the
final payment will cover only any unpaid amounts up to the total costs reported by the Data Partner.
In the event that the costs reported by the Data Partner are lower than the amount already paid, the
Data Partner shall return the excess payment to the Harmonization Fund Holder without undue delay.

6.5. Payments by the Harmonization Fund Holder are considered to have been carried out on the date
when they are debited to the Data Partner’s bank account.

6.6. Payments will be made by the Harmonization Fund Holder by bank transfer to the account
indicated in Annex 3 to this Agreement. The Data Partner shall notify the Harmonization Fund Holder
of any changes in the information contained in Annex 3 as soon as possible. The Harmonization Fund
Holder shall not in any case be liable for any late payment derived from a change in the financial
information of the Data Partner.

6.7. The Harmonization Fund Holder shall bear the cost of transfers charged by its bank. The Data
Partner shall bear the cost of transfers charged by its bank. The Party causing a repetition of a transfer
shall bear the cost of the repeated transfer.

7. Consequences of non-compliance

7.1 If the Data Partner fails to comply with any of the obligations set in this Agreement, the
Harmonization Fund Holder may suspend any payment and require additional information for
clarification.
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7.2 If the Data Partner fails to comply with their obligations within one month following a written
request for clarification, the Harmonization Fund Holder may terminate the Agreement.

8. Confidentiality

8.1 During implementation of the Work Plan and for four (4) years after the period of 66 months as of
1 November 2018, the EHDEN consortium members and the Data Partner must keep confidential any
data, documents or other material (in any form) that is identified as confidential at the time it is
disclosed (“Confidential Information”). If information has been identified as confidential only orally, it
will be considered to be confidential only if this is confirmed in writing within 15 days of the oral
disclosure. Unless otherwise agreed between the Data Partner and the EHDEN consortium, they may
use Confidential Information only to implement the Work Plan.

8.2 The Data Partner may ask the Harmonization Fund Holder to request to the IMI2 JU to keep such
information confidential for an additional period beyond the initial four years.

8.3 The Data Partner may disclose confidential information to their personnel, or third parties involved
in the action only if they:

(a) need to know to implement the Work Plan, and

(b) are bound by an obligation of confidentiality.

8.4 The confidentiality obligations mentioned in this article no longer apply if:

(a) the disclosing Party agrees to release the other Party;

(b} the information was already known by the recipient or is given to him without obligation of
confidentiality by a third party that was not bound by any obligation of confidentiality;

(c) the recipient proves that the information was developed without the use of confidential
information;

(d) the information becomes generally and publicly available, without breaching any confidentiality
obligation, I(e) the disclosure of the information is required by EU or national law.

8.5 It is understood by the Data Partner that the IMI2 JU may disclose Confidential Information to its
staff, other EU institutions and bodies. It may disclose Confidential Information to third parties, if:

(a) this is necessary to implement the EHDEN Grant Agreement or safeguard the EU's or IMI2 JU's
financial interests, and

(b) the recipients of the information are bound by an obligation of confidentiality.

8.6 The consequences of non-compliance as mentioned in article 7 of this Agreement (‘Consequences
of non-compliance’) are applicable accordingly.

9. Visibility of EHDEN

9.1 The Data Partner declares their willingness to support EHDEN by attending its public events on
invitation and by presenting the results of the Work Plan.

9.2 When promoting the Work Plan and its major results, the Data Partner shall display the EHDEN
logo, the IMI2 JU and EFPIA logos, and the EU emblem and include the following text: “This project has
received funding from the Innovative Medicines Initiative 2 Joint Undertaking (JU) under grant
agreement no 806968. The JU receives support from the European Union’s Horizon 2020 research and
innovation programme and EFPIA”.
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9.3 The Data Partner authorizes the Harmonization Fund Holder to use the Data Partner’s logo ant
name for all purposes related to communication of EHDEN activities.

10. Liability

10.1 Each Party represents and warrants that (i) it has the full right and authority to enter into and
perform its obligations as set forth in this Agreement; (ii) the execution, delivery and performance of
this Agreement have been duly authorized by all necessary corporate action on its part; (iii) it will not
grant any rights in conflict with any of the rights granted in this Agreement; (iv) the rights granted
pursuant to this Agreement do not and will not infringe with any Third Party rights and,
notwithstanding the foregoing, it will notify the other Parties promptly after becoming aware of any
Third Party right infringement.

10.2 The Data Partner agrees that the IMI2 JU cannot be held liable for any damage caused to and/or
by the Data Partner as a consequence of implementing any action in the framework of the EHDEN
Project.

11. Term and Termination

11.1. Unless terminated earlier in accordance with the provisions of this Agreement, the term of this
Agreement shall commence on the date of its full signature and shall remain in effect until the
completion of the Work Plan, with a maximum duration of 12 months, unless this period is extended
by mutual agreement of the Parties in writing.

11.2. The Agreement is automatically terminated at the end of the EHDEN Project.

11.3. Termination for Breach. Either party may terminate this Agreement if the other party materially
breaches a provision of this Agreement and fails to cure such breach within thirty (30) days of receipt
of written notice describing the breach in reasonable detail.

12. Conflict of Interest

12.1 The Data Partner agrees to take all measures to prevent any situation where the impartial and
objective implementation of the action is compromised for reasons involving economic interest,
political or national affinity, family or emotional ties or any other shared interest (“Conflict of
Interests”).

12.2 The Data Partner must formally notify to the Harmonization Fund Holder without delay of any
situation constituting or likely to lead to a Conflict of Interests and immediately take all the necessary
steps to rectify this situation.

12.3 The Harmonization Fund Holder may verify that the measures taken are appropriate and may
require additional measures to be taken by a specified deadline.

12.4 The consequences of non-compliance as mentioned in article 7 of this Agreement (‘Consequences
of non-compliance’) are applicable accordingly.
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13. Miscellaneous

13.1 The Data Partner undertakes to comply with all applicable laws, rules, regulations, ordinances,
and directives. In addition to the foregoing, the Data Partner acknowledges that this Agreement is a
derivative of the EHDEN Grant Agreement. The Data Partner explicitly agrees to comply with the
EHDEN Grant Agreement as if it is a Beneficiary, to the extent its specific applicable articles are
mentioned in this Sub Grant Agreement.

13.2 The Data Partner agrees to ensure that the IMI2 JU, the European Commission, the European
Court of Auditors (ECA) and the European Anti-Fraud Office (OLAF) can exercise their rights of Checks,
Reviews and Audits as well as Evaluation of the Impact if necessary in respect of the EHDEN project, as
established in the EHDEN Grant Agreement.

14. Governing law

14.1. This Agreement shall be governed by and interpreted in accordance with the law of the
Netherlands.

14.2. Any dispute which cannot be settled amicably shall be finally settled by the court of Rotterdam,
the Netherlands.

<<< SIGNATURES WILL FOLLOW ON THE NEXT PAGE >>>
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IN WITNESS WHEREOF, the Parties have executed this Agreement in duplicate originals by their dul
authorized officers or representatives,

On behalf of the EHDEN consortium:

ERASMUS UNIVERSITAIR MEDISCH CENTRUM ROTTERDAM

Name: Prof. dr. J. van der Lei

Title: Head of Department of Medical Informatics

and

As Data Partner:

ATS DI BERGAN
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ANNEX 1. WORKPLAN

[NOTE: This Annex will include the activities that will be performed, and the associated resources,
milestones and payments. The contents below is only indicative, based on a default model workplan. It
will be adjusted as necessary on a case by case basis before signature.]

Data set(s) identifier(s):

[unique identifier for each dataset that will be mapped to the OMOP CDM]
Agenzia di Tutela della Salute di Bergamo (ATS Bergamo) is the public Institution competent over
the territory of the province of Bergamo for the Population's Welfare and Healthcare system
governance. ATS is custodian of several data ranging from demography, new-born, social and
frailty related registries to health care and welfare related services claims: from prevention and
educational programs to environment/pollution monitoring.
The following data sources are owned by ATS and will be mapped to the OMOP-CDM (information
have been gathered by using White Rabbit Tool and consistent with what anticipated in the DP
application form).

Data set(s) description:
[description of the datasets, scope and size — will need to be aligned with the description provided in
the application form]

»  ScanReport_500_000_far_farmavision:
e Unique Identifier: pharmacys drug's delivery
e Data set full Name: far_ssn_farmavision_his
e Table description: Data set includes information about the prescribed
medicines, price, prescription ID, prescriber doctor, assisted, etc.
* Scope: Mapping the data related to pharmacys drug's delivery
e  Size: 500000 rows

= ScanReport_dem_farma_his:
* Unique Identifier: Drug's prescriptions
e Data set full Name: dem_farma_his

e Table description: Data set includes information about the drug's
prescriptions: Pharmacy code, Anonimous patient's ID, Diagnostic question,
prescribed medicines, Number of packages of the prescribed medication,
price, prescription ID, prescriber doctor, assisted, etc.

e Scope: Mapping the data related to drug's prescriptions

e Size: 1541819 rows

» ScanReport_dem_specialistiche_his:

* Unique Identifier: Outpatient's service prescription
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Data set full Name: dem_specialistiche_his

Table description: Data set includes information about the prescribed service,
diagnostic question, personal data of the patient and data of the prescriber
doctor, etc.

Scope: Mapping the data related to hospital services provided to assisted

persons.

Size: 3719731 rows

= ScanReport_dwh_stratificazione_cronici:

Unique Identifier: provincial chronic pathology registry
Data set full Name: dwh_stratificazione_cronici

Table description: Data set includes information about chronic patients:
personal data, pathological description, level of complexity, reference doctor,
Descriprion first co-morbidity, Main Condition, etc.

Scope: Mapping the data related to the provincial chronic pathology registry

Size: 351058 rows

®=  ScanReport_f1_his:

Unique Identifier: care home service (1)
Data set full Name: fel_his

Table description: Data set includes quarterly information about the assisted
person: structure code (offering unit providing services to the assisted
person), drg code, daily rate, Anonimous ID Patient, Die fare to budget, etc.
Scope: Mapping the data related to care home service (1)

Size: 50666 rows

= ScanReport_fe4_his:

Unique Identifier: Homecare setting
Data set full Name: fe4_his

Table description: Data set includes quarterly information about the
homecare setting: structure code (offering unit providing services to the
assisted person), days of taking charge, rate per day, Anonimous Individual
Guest Code, etc.

Scope: Mapping the data related to Homecare setting

Size: 42472 rows

= ScanReport_mmgpls_his:
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Unique Identifier:

Data set full Name: mmgpls_his

Table description: Data set includes information about general practitioners:
personal data, information about the outpatient structure where the doctor
performs the activities, information about specialization, etc.

Scope: Mapping the data related to general practitioners

Size: 2237 rows

= ScanReport_regtum_his:

Unique Identifier: oncological registry
Data set full Name: regtum_his

Table description: Data set includes oncological registry: patient information,
ICD-Oncologcal, ICD-10 code, Condition start date, etc.
Scope: Mapping the data related to oncological patients

Size: 74808 rows

= ScanReport_rencam_his:

Unique ldentifier: mortality registry
Data set full Name: rencam_his

Table description: Data set includes mortality causes registry: Reference
period, Reference ATS code, Date of death of the assisted, Mode of death, etc.
Scope: Mapping the mortality causes registry

Size: 91729 rows

® ScanReport_sandef_his_500_000:

Unique Identifier: outpatient services
Data set full Name: sandef_his

Table description: Data set includes information related to outpatient
services: Healthcare institution, Hospital code, anagraphical details of the
assisted persons, Prescription number, etc.

Scope: Mapping the data related to outpatient services

Size: 500000 rows

= ScanReport_sandef_ospedali_his:

Unique Identifier: Hospital registry

Data set full Name: sandef_ospedali_his
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Table description: Data set includes information related to the healthcare
structure: Structure code, Reference year, Presidium name, Hospital address,
Hospital typology, etc.

Scope: Mapping the Hospital registry

Size: 1635 rows

= ScanReport_sandef presidi_his:

Unique Identifier: Outpatient Care Site Registry
Data set full Name: sandef_presidi_his

Table description: Data set includes information related to the healthcare
structure: Healthcare institution, Reference year, Hospital address and other
information about the structure.

Scope: Mapping the Outpatient Care Site Registry

Size: 17460 rows

= ScanReport_sdodef_his:

Unique Identifier: Hospitalizations
Data set full Name: sdodef_his

Table description: Data set includes patients information related to
Hospitalizations: Hospital code, Anonimized ID Patient, Civil status code,
Month and day of admission, Trauma type, transfer data, Main diagnosis at
discharge, Secondary diagnosis 1, Major surgery, etc.

Scope: Mapping the data related to hospitalizations

Size: 390148 rows

= ScanReport_tamponi_covid_his:

Unique Identifier: covid test
Data set full Name: tamponi_covid_his

Table description: Data set includes patients information related to covid
monitoring (tests): id number of test, Care_site, date of synthom begin,
condition {positive/negative), Anonimous ID_citizen, citizen location, referral
dates, etc.

Scope: Mapping the data related to covid monitoring

Size: 445059 rows

= ScanReport_TLMBG:

Unique ldentifier: Survey on population
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Data set full Name: dm_tIm_prestazioni

Table description: Data set includes information related to population survey:
Anonimous Patient ID, Telemonitoring Plan ID, service id, service datetime,
service code, service description, etc.

Scope: Mapping the data related to population survey

Size: 275139 rows

Unique Identifier: Population survey measurements

Data set full Name: dm_tim_rilevazioni

Table description: Data set includes patients information related to
population survey measurements: Detection ID, Variable ID, Variable
Description, Detection value code, etc.

Scope: Mapping the data related to population survey measurements

Size: 1262808 rows

Unique ldentifier: Population Survey Plans

Data set full Name: dm_tim_piani

Table description: Data set includes patients information related to
Population Survey Plans: Telemonitoring Plan ID, Organization ID, Anonimous
Patient ID, healthcare structure ID, etc.

Scope: Mapping the data related to Population Survey Plans

Size: 29374 rows

* ScanReport_vaccini_covid_his:

Unique Identifier: Covid-19 vaccination
Data set full Name: vaccini_covid_his

Table description: Data set includes information related to Covid-19
vaccinations: anonimous citizen ID, vaccine code, programmed vaccination
(first dose), programmed vaccination (second dose), etc.
Scope: Mapping the data related to Covid-19 vaccination

Size: 322429 rows

= ScanReport_epic_events_dett:

Unique Identifier: Chronic care model related events

Data set full Name: epic_events_dett
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Table description: Data set includes information related to chronic care mode
related events: Event Detail ID, Communication ID, Reception datetime,
Number of events, Event Type, Patient Protocol Number, etc.

Scope: Mapping the data related to chronic care events

Size: 4179982 rows

»  ScanReport_far_ssn_dpc_his:

Unique Identifier: drug delivery
Data set full Name: far_ssn_dpc_his

Table description: Data set includes information related to mapping the data
related to Drug delivery via non pharmacys nor hospital point of delivery:
Progressive number of the recipe, Anonimous ID_patient, Drug quantity, Drug
price, AIFA note recorded in the prescription, Pharmacy identification code,
etc.

Scope: Mapping the data related to Drug delivery via non pharmacys nor

hospital point of delivery, Code of the drug dispensed
Size: 435500 rows

Page | 15

EHDEN e~ G2
mi efpia
Sub-Grant Agreement Model V3.7 ~—’ m P




Activities:
[detailed description of the activities that will be undertaken leading to milestone completion, including
any procurement arrangements or preparatory work needed, responsible, timelines]

The planning of the activities that will be carried out during the project and that will allow to

complete the milestones has been defined below, within the timeline of Gantt.

I Y ToCTaRER NOVERS PR VE [ IAUAT

Task Responsible i

work

Organization, procurement

Kick-off

3

Iy

z

s}

N WPL1] Dataset profiiing and documentation
z WP1.2) GDPR ANALISYS (Privacy By Deslgn+
I Review)
v

w

=)

-

:

Milestone 1

Milestone 2
Milestone 3

[WP1.3} Generatlon of the ETL Design (+review;

Kick-OFF & Check Upfront resources

WP2.1) Technical ETL Development
WP2.2) _Setting up of infrastructure

l& SE, Bt
WP3.1) ({Technical) testing of the ETL
WP3.2) Data Quality Assessment

WP3.3} Completion of the data catalogue

W/P3.4) Inspection Report

WP3: TEST-

We have divided the project into the following main activities:

A.1 Organization, procurement arrangements & preparatory work:

Subgrant document preparation

This activity run by ATS from early July 2021 until mid-late August to prepare all the
documents (legal, financial, technical) leading to the subcontract agreement sign and
provisioning process activation.

Signature Subgrant agreement

Subcontract agreement signing is expected in September (accordingly to EHDEN
feedback about the subcontracting annex preliminary approval).

Project Management
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Project management (PM) activities will begin at the end of September 2021 with the
project planning; it will follow the life cycle of the project up to its conclusion at the
end of WP3(work package 3): additional support could be provided by external
provider /SME as part of their activity.

We plan to take a week to identify and create the working group.

PM will manage and monitor WP1 execution for the expected time of three months;
In correspondence with the end of WP1 term the expected documentation will be
shared to EHDEN by the PM operators (Shared ETL DOCUMENTATION).

Simingly PM will manage and monitor WP2 — for the expected three months time of
ETL Development and for the WP3 activities (these lasting as represented in the
Gantt.): PM will be in charge of WP’s final documentation sharing to EHDEN (ETL
Implementation and Infrastructure Operational and final Report (this latter expected
in May 2022).

Provisioning: services and external technological partners

The activities related to the supply of software, licenses, cloud services, computational
resources and storage will begin by ATS in August ’21 and will have a duration of about
eight/nine weeks.

A.2 WP1: DESIGN & CONFIG

Work package 1: Shared ETL documentation

The start of WP1 is scheduled for the beginning of October 2021 with the Project Kick-
off, pre-required software installation (i.e. White Rabbit, Rabbit-In-A-Hat, Usagi) which
will allow ETL documentation creation and source codes mapping to standards,
profiling and documentation of the datasets (WP1.1) with the production of scan
reports by ICT Provider/accredited SME (White Rabbit tool will be used).

It is expected that version 5.3.1 of the CDM will be use for the mapping activities.

A specific task will be focused on privacy compliance — Italian Law GDPR-analysis
(WP1.2) and requirements definition leading to the following ETL design specification
(WP1.6); this latter will be operated by using appripriate expected tools such as Rabbit-
In-a-Hat and OMOP/ standard vocabularies mapping (WP1.4). If some concepts could
not be mapped within the OMOP vocabularies, Athena and Usagi tools could be
applied to enforce the mapping definition upon textual similarity.

During WP1, the technical architecture will be also defined (WP1.5) and ETL
documentation will be generated (WP1.3).

To allow the execution of the following WPs (i.e WP3: Test & Inspection), ICT
provider/accredited SME will install the OHDSI WebAPI, (downloading the ATLAS
JavaScript application -with the Achilles connected components- and configuring that
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to use the OHDSI WebAPI) for data quality check and the design of obsewationél
studies with patient level data converted to the OMOP CDM.
The WP1 will last for about three months.

A3  WP2:ETLDVL

Work package 2: ETL implemented and infrastructure operational.

WP2 is expected to start in January 2022 with a executive scheduling by ATS and
Provider/SME of activities and Kick-off of ETL Development phase (WP2.1). In parallel,
as part of the Infrastructure set up (WP2.2) an ETL (Extraction, Transform and Loading)
development tool software as well as database schemas will be configured in order to
host OMOP CDM and develop data mapping procedures.

While developing WP2, WP3 will also initiated in order to execute few intermediate
testing and inspection upon which results technical ETL review fixing improvement
could be routinely performed (WP2.3). This will prevent scenario in which all potential
correction will concentrated at the very end of WP2; instead, a routinely testing will
enable short term and progressive fixing of ETL. WP2 is expected to end of April 2022.

A4 WP3: TEST-INSPECT

Work package 3: Database catalogue entry following final inspection by certified
SME, final report.

As mentioned before, a routinely preliminary inspections and technical tests of the ETL
are expected to be performed by the SME (WP3.1) -with the first test/inspections
expected at the end of March 2022, and then every 3-4 weeks until the end of WP2.
Once the data source has been completely converted to OMOP CDM, the final quality
assessment process begins (WP3.2) including the application of Data Quality
Dashboard tools to assess how well a dataset conforms with OMOP/OHDSI standards,
how well source codes are mapped to standard concepts and the plausibility of certain
data.

After evaluating the CDM instance, the Achilles tool will be used to provide a
characterization of the entire database.

The completion of the data catalogue (WP3.3) will lead to the inspection report
compilation (WP3.4) in order to provide information on the completeness,
transparency and quality of the ETL process performed; Cdminspection package will
be used by the SME to verify the performance and compliance of the developed
system.

WP3 will be in charge of SME and will then characterized by:

a sequential iterative cycles (interacting with WP2 activities along about 9 -12 weeks)
of ETL technical testing via data quality assessment and data catalogue completion.
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» A Final inspection (1-2 weeks) and certification are planned for the end of May 2022.

Milestones/payments:
Expected milestones release and Payment’s plan is reported below.

L. Payment’s \ N
Milestones Description v Estimated Timelines
Percentage
Ad d
vance Advanced Payment 20% month 1 (October 21)
Payment
Milestone 1 Shared ETL Documentation 24% month 4 (January 22)
Milestone 2 ETL Implementation Fmd 32% month 7 (April 22)
Infrastructure Operational
Database Catalogue entry
Milestone 3 following final inspection by 24% month 9 (June 22)
certified SME, final report

Estimated costs (in Euro):
The expected resources for the project will be allocated as follow (amounts including Taxes):

Resources
- Provi
Cost Category Activity rovison (TAX Incl.)
ICT provider /
Project Management Accredited SME 5.000,00 €
. a ingl i —
External Services/ ccordingly with DP
Subcontracti D P - EHDEN Sub-Grant
ubcontracting ocumentation Preparation by a .
Subcontractor (e.g. Certified SME); Aagre;mznstk:t:ef. 25.000,00€
Implementation of the ETL code; cere |te. or 26.500,00 €
Intermediate and final Inspection activities. Inspection WP) 7.000,00 €
. i 1 ices, HW/SW .
Oher Direct Costs Computational and °t!'er CT services, HW/S ICT provider 6.500,00 €
configuration / set up.
Internal Costs Project Leading, Coordination, Comminication ATS Personel -
‘Total Resources Needed 70.000,00 €
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ANNEX 2. CALL DESCRIPTION

Currently available on www.ehden.eu and added in sub-grant agreement upon signature.
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ANNEX 3. DATA PARTNER BANK INFORMATION

FINANCIAL IDENTIFICATION

Please use CAPITAL LETTERS and LATIN CHARACTERS when filling in the form.

BANKING DETAILS @

ACCOUNT NAME @ | ATS BERGAMO

IBAN/ACCOUNT NUMBER () l IT36J0306911100100000046212

CURRENCY BR ]
BIC/SWIFT CODE | BCITITMM | BRANCH cODE @ |
BANK NAME | INTESA SAN PAOLO SPA

ADDRESS OF BANK BRANCH

STREET & NUMBER VIA G. CAMOZZI, 27

TOWN/CITY | BERGAMO ] POSTCODE [24121

COUNTRY [ ITALY

ACCOUNTHOLDER'S DATA (AS DECLARED TO THE BANK)

ACCOUNT HOLDER | AGENZIA DI TUTELA DELLA SALUTE DI BERGAMO

STREET & NUMBER VIA F, GALLICCIOLLI, 4

TOWN/CITY | BERGAMO POSTCODE 24121
COUNTRY {ITALY
REMARK

BANK STAMP + SIGNATURE OF BANK REPRESENTATIVE DATE (Obligatory)
®

SIGNATURE OF ACCOUNPHOLDER {Dbligatory)

IL DIREATORE GEMERALE

Doty Mgsgiokp Gjlupponi
A

@ Enter the final bank data and not the data of the intermediary bank.

@ This does not refer to the type of account. The account name is usually the one of the account holder, However, the account
holder may have chosen to give a different name to its bank account.

@ Fillin the IBAN Code (International Bank Account Number) if it exists in the country where your bank is established

@ Only applicable for US (ABA code), for AU/NZ (BSB code) and for CA (Transit code). Does not apply for other countries.

@ Itis preferable to attach a copy of RECENT bank statement. Please note that the bank statement has to confirm all
the information listed above under 'ACCOUNT NAME’,"ACCOUNT NUMBER/IBAN' and 'BANK NAME'. With an
attached statement, the stamp of the bank and the signature of the bank’s representative are not required. The

signature of the account-holder and the date are ALWAYS mandatory,
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A Frn ESTRATTO CONTO N. 002/2021
INTESA m| SNNPAOLO AL 30.06 2051

Vi s 3 P S 1S4 s . o ¢ AT s AT e e o
entanta del NA laca " Porsia VA C/CN. 1000/46212

11991500015 D%tsstso’mm Aba Banche . 5361 ABf 30682 Adererds alFonda
n ‘

Irdecbsncario gTTtM: del [ ' Gacanga C: del

bancario rtesa Sanpack” iscritio af Ao del Cruppt Banceri

INTESA SANPAOL‘O REWARD
L'APP CHE TI SORPRENDE

PRaward

Informazioni utili.

Coordinate bancarie:
IBAN IT36 J030 6911 1001 0000 0046 212

BIC  BCITITMM

Tipologia conto: AGENZIA DI TUTELA DELLA SALUTE DIBERGAMO
P VIA FRANCESCO GALLICCIOLLI 4

C?r.mto C.orrente Ordinario 24121 BERGAMO BG

Filiale:

08011~ BERGAMO

0108011

COPIA CONFO

Riepilogo conto corrente.

(Dettaglio completo nelle pagine successive).

Saldo iniziale al 31.03.2021

Totale accrediti
Totale addebiti
PER NI

@Per qualsiasi informazione parli con la filiale e la filiale online

Anche da to - .
che dasppe st La Filiale Online

1l suo gestore A @ @ R Numero verde 800.303,303 dail'tatia
@ FELICE DE FAZIO < > +39.011 6019,200 dall'estero

Telefone: 0354537446 Appintesa Sanpaclo Mobile Orart:
%ﬂéﬁ?ﬁﬁil‘zsﬁ;s 4323420 sustore Android e {05 Dal lunedi al venerd) datle 7 sile 24
1l sabato e la domenica dalle 9 alie 19

wwwintesasanpaclo.com

@ segus anche su v Il 1] v [ 5 | : Pagina 1 di 452
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