CONTRATTO DI SERVIZI|

TRA

MSD lItalia S.r.l., con socio unico, soggetta a direzione e coordinam
di Merck & Co., Inc.Rahway, New Jersey - US8ede legale in Roma, Vi
Vitorchiano n. 151, 00189, partita IVA 00887261006, codice fisca
iscrizione al Registro delle Imprese di Roma n. 00422760587, in pe
del O/Mdical Operations Director, Dr. Giorgio Ursillcg0 6 ' 7).

E

Universita degli Studi di Foggia zDipartimento di Scienze Mediche €
Chirurgiche, con sede legale in Foggia, Via Antonio Gramsci n. 89/
sede operativa in Foggia, Via Luigi Pinto n. 1 ¢/o Policlinico Fo
ospedaliero-universitario partita IVA 03016180717, codice fis
94045260711 rappresentata dal Direttore pro tempore del Dipartime
Scienze Mediche e Chirurgiche, Prof. Gaetano Servig
(I FUNIVERSITA )

&LDVF3QDMHEFRQJL X Q WITPHQIWH OH 3

Premesso che:

A. L UNIVERSITA ¢ specializzata nella conduzione di attivita di
ricerca scientifica;

MSD €& una societa farmaceutica appartenente al Gr
multinazionale Merck & Co. Inc. operante nel settore dello svilu
produzione e commercializzazione di medicinali la cui attivit
altresi focalizzata sulla ricerca clinica e medica;
MSD e interessata a realizzatma ricercaG H Q R P IT@eDRIGO
study: Regional Immunization Strategies and Operative mo

state of the art of pneumococcal age based and risk-g

SERVICES AGREEMENT

BETWEEN

MSD ltalia S.r.l., with sole shareholder, subject to the management
coordination of Merck & Co Inc., Rahway, New Jersey - USA,
registered offices in Rome, Via Vitorchiano n. 151, 00189, VAT
00887261006, tax code and registration at the Companies Regis
Rome n. 00422760587, in person of Medical Operations Director
Giorgio Ursillo 306"'").

AND

University of Foggia +Department of Medical and Surgical Sciences
with registered offices in Foggia, Via Antonio Gramsci n. 89/91
operational headquarters in Foggia, Via Luigi Pinto n. 1 c/o Policli
Foggia, VAT Number 03016180717, tax code and registration at
Companies Register of 94045260711, represented by the directd
tempore of Department of Medical and Surgical Sciences, Prof. Ga
Serviddia W KUNIVERSITY )

(D FK D/U3Nd jointly the33DUWLHV’
Whereas:

A. UNIVERSITY is specializedin conducting scientific researc
activities

. MSD is a pharmaceutical company specialized in the sal
medicines, in developing, manufacturing and marketing
medicines, whose activities are also focused on clinical and me
research

. MSD is interested in carrying oatresearch titted 7KH 5,62
Regional Immunization Strategies and Operative models: st#te ¢




vaccination across the 21 Italian RegionsiS103239avente ad
oggetto una indagine quanti-qualitativa sulla vaccinazione

SQHXPRFRFFLFR neiHsOyoeftDaGrisehidy Rla condu
attraverso questionari semi-strutturati somministrati ai referent
programmi di vaccinazione presso gli assessorati alla S
regionali e le aziende sanitarid. Progetto” ;

D. MSD intende avvalersiGHOOH FRPSHWHQ]JH H
GHOO181,9(56,7- FKH VL g GLFKLDUDWD
SHU OfHVHFX]LRQH GHO 3URJHWWR

Tutto cid premesso si conviene e stipula quanto segue.

1. PREMESSE ED ALLEGATI

1.1. Gliallegati e le premesse costituiscono parte integrante del pr¢
FROQWURWQWUOUDWWR"
1.2. Le disposizioni del Contratto prevarranno su qualsiasi contrag

disposizione contenuta in qualsivoglia documento cui il Cont
faccia riferimento e/o in qualsivoglia allegato, nonché su qual
altro documento sottoscritto o scambiato tra le Parti con riferim
DOOYRJIJHWWR GHO &RQWUDWWR

2. OGGETTO

2.1. Con la sottoscrizione del presente Contratto, MSD al
all UNIVERSITA OfHVHFX]LRQH GHO 3UR
dettagliatonellatHVFUL]LRQH G RotaAloV W DD\
al Contratto quale Allegato 1, per il quale i Responsabili Scien
per conto delflUNIVERSITA sono la prof.ssa Rosa Prato e
prof.sssa Francesca Fortunato, rispettivamente professore or(
e professore associato per il S.S.D. MEDMBiene Generale e
Applicata. Responsabile Scientifico per MSD ¢ il Dr. Gian Mg
Prandi. Il Progetto prevede la realizzazione di un report fi
FRPH PHJOLR LQGLFRapdR aQdHRe<DIz3 & H R
Protocollo allegato.

art of pneumococcal age based and risk-group vaccination acros

,2WDOLDQ M&l032BO@AaVing as its object a quant
gualitative survey of pneumococcal vaccination in adults and at
individuals to be conducted through semi-structured questionn
to be administered to vaccination program contact persons at reg
health departments and local health units. (Breject");

MSD means to avail of UNIVERSITY that she has declared it
willing to accept the assignment for the execution of the Project

NOW THEREFORE, in consideration of the premises the Parties he
agree and stipulate as follows:

1. PREMISES AND ATTACHMENTS

1.1. The attachments and the premises are integrant part of the g
DJUHHPH&WemahKH 3

1.2. The provisions of the Agreement will prevail upon any conflict
provision contained in any document to which the Agreement
refer and/or in any attachment, as well as upon any other doct
subscribed or exchanged by the Parties with reference t
purpose of the Agreement.

2. PURPOSE

2.1 By the subscription of the Agreement, MSD assigns

UNIVERSITY the execution of the Project as more specific

detailed in the description of the Project (tRedtocol"), attached

as Attachment 1 to the Agreement, for which the Scien

Responsibles on behalf of the UNIVERSITY are Prof. Rosa F

and Prof. Francesca Fortunato, full professor and assq

professor, respectively, for S.S.D. MED/42Igiene Generale

Applicata. The Scientific Responsible for MSD is Dr. Gian Ma

Prandi. The Project foresees the realization of a final repo

better indicated in the "Report and Results" section of the atta




3.1

OBBLIGHIDELL § 81,9(56,7~

LT81,9(56,3iebbliga a svolgere e realizzare il Progetto,
rispetto di quanto previsto nel Protocollo allegato e:

con la massima diligenza possibile, in piena osservanza
normativa vigente ed in particolare della normativa di settore, ¢
le capacita tecniche e la professionalita richieste dalla tipolog
incarico, nel rispetto dei pit aktandardqualitativi conosciuti eq
applicati nel settore;

organizzando e gestendo in modo autonomo le risorse u
impiegate, utilizzando esclusivamente personale regolarn
inquadrato e retribuito ai sensi di legge, soggetto al potere dir¢
dell181,9(56,7 -

adottando, neMsecuzione del Contratto, i provvedimenti €
cautele necessari per garantire la vitdrecblumita del personal
addetto e per evitare danni a beni pubblici e privati, no
osservare e fare osservare tutte le vigenti norme di car
generale e le prescrizioni di carattere tecnico agli effetti (
prevenzione e della sicurezza sul lavoro, ivi comprese quelle
al D.lgs. 81/2008 e normativa collegata;

attenendosi alle procedure convenute ed alle direttive o indicg
generali impartite da MSD attraverso i propri rappresent
avendo cura di far rispettare le stesse dai propri dipenc
collaboratori e terzi utilizzati per lo svolgimento dei Servizi, an
ai sensi delfirticolo 1381 c.c.;

apportando al Progetto le varianti richieste da MSD, senza
diritto ad alcun compenso aggiuntivo, a meno che tali variant
comportino sostanziali modifiche alle prestazioni oggetto
Contratto; in questo specifico caso le Parti concorderanng
iscritto nuovi termini e condizioni contrattuali, tra cui
corrispettivo aggiuntivo.

3. OBLIGATIONS OF THE UNIVERSITY

3.1

provision set forth in the attached Protocol:

a. with the greatest possible diligence, in full observance of the cu

b. organizing and managing

c. in executing the Agreement, implementing, the needed provision

d. complying with agreed procedures and with general directive

3.2 UNIVERSITY acknowledges and accepts that in any moment

bringing to the Project changes requested by MSD, without h

Protocol.

UNIVERSITY obliges itself to execute the Project, accordinget

legislation and, in particular, of sector legislation and with techi
abilities and professionality required by the type of the assignr
in respect of the highest quality standard known and applied i
sector;

independently the human reso
employed, utilizing only personnel regularly organized and
pursuant to law, subject to the directive power of UNIVERSIT

cautions to grant life and safety of the engaged personnel 3
avoid damages to public and private goods, as well as com
and make all comply with all current general laws and tech
provisions to the purposes of prevention and job security, inclu
those of Legislative Decree 81/2008 and related rules;

indications established by MSD through its representat
assuring that the same are respected by its employees, collab
and third parties engaged for performing the Project, also pur,
to article 1381 of the Italian Civil Code;

right to any additional consideration, unless such modificaf
imply substantial change to the services under this Agreeme
such specific case the Parties shall agree in writing new contr:
terms and conditions, among which the additional considerati

may make checks on the actions done by the former to the pu




3.2.

3.3.

4.1.

LT181,9(56,daatto ed accetta che MSD potra effettuar
TXDOVLDVL PRPHQWR FRQWUROOL V

fine di verificare il corretto svolgimento del Progetto e il ritpe
degli obEOLJKL HG RQHUL GHGRWWL LQ
potra essere svolta anche da soggetti non legati da rapp
dipendenza con MSD.

LT81,9(56,&poitenuta ad un generale obbligo di correttg
e dovra assicurare, anche ai sensi §igitolo 1381 c.c., che
personale di cui si avvale nello svolgimento del Progetto si as
dal:

porre in essere comportamenti od iniziative idonei a re
SUHJLXGL]LR DOOYLPPDJLQH HG DOO
le altre societa del gruppo MSD nonché al prestigio dei pro
MSD e in ogni caso contrari ai principi di cui al successivo arti
7

comunicare e/o divulgare a terzi notizie e informazioni di cui ve
a conoscenza durante la realizzazione del Progetto;

spendere il nome di MSD o far credere a terzi che vi sia autoriz
0 assumere alcun impegno per conto di MSD senza la preve
autorizzazione scritta della medesima o far altrimenti intende
concessione di premi o altri benefici di qualunque tipo ai sog
concuilf81,9(5®, HQWUHUj LQ FRQWUDW
Progetto, in particolare tenendo in considerazione la quali
dipendenti pubblici di tali soggetti.

DURATA

Fatto salvo quanto previsto al successivo articolo 10, il Cont
avra una durata di2 mesi a decorrere dalla data di sottoscrizi
dello stesso. E espressamente escluso ogni tacito rinnovo.

3.3

4.1.

of verifying the proper performance of the Project and the res
of obligations and burdens under the Agreement. The check ac
may be carried out even by subjects not having depeng
relations with MSD.

UNIVERSITY is also required to a general obligation
correctness and must assure, also pursuant article 1381 of the
Civil Code, that the personnel engaged for performing the ser,
refrain from:

putting in place behaviors or initiatives able to prejudice the in
and reputation of MSD and of the other companies of the N
group as well as the prestige of MSD products and, in any
contrary to the principles set forth in article 7;

communicating and/or making known to third parties news
information obtained during the performance of the Project;

spending the name of MSD or letting third parties believe t
authorized to do it, or undertaking commitments on behalf of N\
without its prior written authorization or making otherw
understand the granting of prizes or other benefits of any Kif
those with whom UNIVERSITY will get in touch for the executi
of the Project, in particular considering the profile of pu
employees of such subjects.

DURATION

Without prejudice to provisions of following article 10, t
Agreement will have a duration &2 months starting from the da
of subscription of the same. It is expressly excluded any
renewal.




5.1.

5.2.

5.3.

54.

6.1.

CORRISPETTIVO

A titolo di corrispettivo per la realizzazione del Progetto, pre
verifica della corretta esecuzione delle prestazioni richieste
documenti elaborati, MSD paghera%B 1,9 (56, gl-importi
IRUIHWWDUL H RPQLFRPSUHQVLYL

Corrispettivo).

L fJUNIVERSITA dichiara di essere a perfetta conoscenza di
le condizioni, obblighi, oneri, modalita e prescrizioni tecniche
SRVVRQR HVVHUH FRQQHVVL DOOTYHYV
avere accettato il Corrispettivo ritenendolo remunerativo sotto
profilo.

Per le liquidazioni del fatturatofl8 1,9 (5 6 , dovra esibire, sl
richiesta di MSD, in originale o fotocopia autenticg
consentendone la fotocopiatura a MSD, il Documento Unic
5HJRODULW,| &RQROJLEXWIOLD/FLEDWR
previdenziali successivamente alla data in cui & stato erog
Servizio cui si riferisce il pagamento, unitamente ad
dichiarazione secondo cui i versamenti attestati dal DURC
riferiti ai soggetti impiegati nella esecuzione dei Servizi.
mancanza, MSD avra il diritto di non effettuare il pagamento
ogni caso, non potra essere ritenuta responsabile del ritardg
liquidazione del Corrispettivo.

/H 3S3DUWL HVHUFLWDQGR OD IDFROV
D.lgs. n. 231 del 2002 e successive modifiche, concor
espressamente che MSD effettuera il versamento del Corrisp
a 60 (sessanta) giorni dalla data di ricezione della fattura.

RESPONSABILITA E GARANZIE
L JUNIVERSITA dichiara:

di essere in possesso di ogni autorizzazione amministrativg

altro tipo o licenza richiesta per il regolare espletamento

5.1.

5.2

5.3

54

6.1

CONSIDERATION

As consideration for the performance of the Project, with f
verification of regular execution of the requested performar
MSD will pay to UNIVERSITY the forfait and all-inclusiv
amounts indicated, for the Project, in the Attachment 2
Consideration”).

UNIVERSITY declares to be perfectly aware of all conditig
obligations, burdens, modalities and technical prescriptions
may be connected with the fulfillment of the present assigni
and to have accepted the Consideration deeming it profitable
any profile.

For the payment of invoiced amounts, UNIVERSITY shall sh
upon MSD request, in original or notarized copy, allowing MSI
photocopy it, the Unique Document of Regular Contribu
3'85&" UHOHDVHG E\ 6RFLDO 6HFXU
which the Project, to which payment refers, has been prov
jointly with a declaration stating that payments declared by DU
are referred to subjects employed in the Project execution. La
this, MSD shall have the right not to make the payment and, ir
case, shall not be considered responsible for the delay in payi
Consideration.

The Parties, exercising the faculty provided by article 4, para
3 of Legislative Decree n. 231 of 2002 and following chan

expressly agree that MSD will make the payment of
Consideration at 90 (ninety) days from the date of invoice rect

RESPONSIBILITIES AND WARRANTIES
UNIVERSITY declares:

to own every administrative authorization or license required
the regular performing of its own activity as well as for perforn




6.2.

6.2.b.1.

propria attivitd nonché per lo svolgimento del Progetto;

di avere la capacita professionale, tecnica ed amministr
richeVWD SHU Of{DGHPSLPHQWR GHO &

di disporre delle attrezzature e materiali adeguati a sodd
SLHQDPHQWH OH HVLJHQ]H GL 06" SH

LY81,9(56,aPUDQWLVFH H VL REEOLJD
a proprio rischio delle attivita oggetto del Contratto, a te

indenne e manlevare, sia in via giudiziale che stragiudiziale,
da:

gualsiasi danno provocato alla stessa o ai terzi dalla sua atti
GDOOIYDWWLYLWj GL VXRL GLSHQGHC(
di terzi, nonché da violazioni delle obbligazioni di cui al Contr
o da fatti accidentali;

gualsiasi eventuale pretesa o azione dei propri dipeng
collaboratori e/o terzi derivanti dalla violazione delle obbligaz
dell181,9 (56 ,7w incluse le obbligazioni assunte con
sottoscrizione del Contratto o comunque connesse Cco
svolgimento del Progetto, intervenendo, ove occorra, nei re
giudizi e rimborsando le relative spese di difesa di MSD, rest
TXHVW{XOWLPD LQ RJQL FDV®to Hry
1981,9 (56 ,&di propri dipendenti, collaboratori e/o terzi.
Piu in particolare, ove MSD sia convenuta in giudizio
dipendenti delfUNIVERSITA per qualsiasi pretesa o azio
UHODWLYD D TXHVWIXOWLPD DQFKH
n. 276/2003,1181,9 (56, 3iebbliga, nei tempi e modi previg
dalla legge, a dar seguito alla chiamata in causa di |
costituendosi in giudizio, ovld R T XDQGITDQFKH
mancata, ad intervenirvi volontariamente in qualita di garg
assumendo in capo a sé ogni responsabilita circa la lite per
e/o in ogni caso accettando le domande da MSD formulate neg
confronti.

6.2

a.

6.3

of the Project;

to have professional, technical and administrative capacit
required for the fulfilment of the Agreement;

to have available equipment and material suitable to fully sg
MSD needs for the execution of the Project.

UNIVERSITY warrants and undertakes, in the frame of
management at its risk of the activities under the Agreemet
hold MSD indemnified and harmless, both in judicial &
extrajudicial, from:

any damage caused to the same or to thirds from its activity or,
LWV HPSOR\HHVY DFWLYLW\ DQG RU
as well and from violations of the obligations under the Agreer
or from incidental facts;

any possible claim or action of own employees, collaborators a
thirds deriving from the infringement of UNIVERSITY
obligations, including those undertaken subscribing this Agree
or in any way connected to the performance of the Prg
intervening, when necessary, in the relevant judgements
reimbursing the relevant defense costs of MSD, the latter remg
at any rate extraneous to any relationship between UNIVERS
and its own employees, collaborators and thirds.
6.2.b.1 More in particular, if MSD is sued in court by employee
UNIVERSITY for any claim or action related to the latter, alsg
the case, pursuant article 29 of legislative decree n. 276/
UNIVERSITY undertakes, within time and ways established
law, to follow up the summon of MSD, appearing in court or, €
if not convened, to intervene voluntarily as guarantor, assumir
itself any responsibility about the pending litigation and
accepting in any case the requests formulated by MSD agains

UNIVERSITY undertakes to communicate in writing to MSD
soon as it becomes aware of, any beginning of legal ag




6.3.

6.4.

7.1.

7.2.

LT181,9(56,3iwebbligaa comunicare per iscritto a MSD, T
DSSHQD QH YHQJD D FRQRVFHQ]D Of
aventi ad oggetto trattamenti retributivi, contributi previdenziali
premi assicurativi che siano dovuti in relazione al period
esecuzione del Contratto, nonché a fornire, su richiesta di N
copia dei relativi documenti, dopo aver oscurato i dati persong
contenulti.

Le Parti si danno atto che il Progetto e i suoi risultati sarg
elaborati in forma completamente anonima §al1,9 (5 6\, 7
MSD ricevera, pertanto, i risultati del Progetto, in forma anon
In nessun caso verranno forniti a MSD dati che possano ricon
a singoli pazienti non essendo interesse di MSD ricevere da
non siano cosi protetti.

COMPLIANCE

LY81,9(56,diehiara di conoscere ed accettare i principi
norme etiche a cui si ispira MSD, contenute in particolare ne
Modello di Organizzazione Gestione e Controllo ex D. |
231/2001, nel suo Codice Etico e iareign Corrupt Practiceg
Act statunitense. MSD non avalla in alcun modo comportame
azioni che siano contrari a tali leggi e principi; qualsiasi conc
contraria agli stessi costituira causa di immediata risoluziong
Contratto ai sensi defirt. 10.

LY81,9(56,3iimpegna a non effettuare pagamenti dirett
indiretti di denaro o altre attivita ad alcun Funzionario Pubb
come di seguito definito, ove tale pagamento sia finalizza
LQIOXHQ]DUQH OH GHFLVLRQL R OfD
Contratto od ogh DOWUR DVSHWWR GHO
Funzionario Pubblico si intende qualsiasi persona ricompr
QHOOD GHILQL]JLRQH GL B*3XEEOLFR

incluse, a titolo esemplificativo e non limitativo, (i) le persone
agiscano quali funzionari, impiegati o dipendenti a qualsiva
WLWROR GL XQ JRYHUQR R GL XQTRU/{

6.4

7.1

7.2.

pertaining remuneration, social security contributions an
insurance premiums which may be due in relation to the tim
Agreement execution, as well as to supply, upon request of |
copies of relevant documents, after blinding personal
contained therein.

The Parties acknowledge that the Project and its results w
processed completely anonymously by UNIVERSITY. MSD W
therefore, receive the results of the Project, anonymously. Ung
circumstances will data be provided to MSD that could lead

to individual patients as it is not in MSD's interest to receive
that is not so protected.

COMPLIANCE

UNIVERSITY declares to know and to accept principles
ethical rules that inspire MSD, contained in particular in
Organization, Management and Control Model purst
Legislative Decree 231/2001, in its Ethical Code and in the
Foreign Corrupt Practices AcMSD does not endorse, in any wg
any behavior or action contrary to such laws and principles;
conduct contrary to them will be reason of immediate resolutid
the Agreement pursuant to article 10.

UNIVERSITY undertakes not to make any direct or undi
payment of money or other activity to any Public Official,
defined forward, where such payment aims to influence deci
RU DFWLYLWLHYV ZLWK UHIHUHQFH W
other aspect of MSD activityRublic Official means any perso
FRYHUHG E\ WKH GHILQLWLRQ RI 33XEH
of the Italian Criminal Code, including, for example but not limi
to, (i) persons who act as officials, clerks or dependents, in
capacity, of a government or of an international pu
organization, or (ii) the representatives or officials of polit




o (ii) i rappresentanti o funzionari di partiti politici o candicaudi
incarichi politici od amministrativi pubblici.

parties or candidates to public political or administra

appointments.

7.3. L UNIVERSITA si impegna a rispettare i pit elevgttindardetici | 7.3. UNIVERSITY undertakes to respect the highest ethical
e dicompliance ivi inclusi i diritti umani fondamentali, a trattal compliance standards, including fundamental human right
in modo equo ogni individuo, a rispettarirhbiente, ad adotta equally treat any individual, to respect the environment, to ad
un sistema di gestione e controllo della propria attivita che as system for managing and controlling its own activity that ass
il rispetto dei su menzionastandarde principi. L181,9 (56, the respect of aforesaid standard and principles. UNIVERS
riconosce e accettaffhportanza di un comportamento eti recognizes and accepts the importance of an ethical behay
nell idempimento del Contratto. Senza pregiudizio di alcuna fulfilling the Agreement. Without prejudice for any of t
obbligazioni quivi previste, 18 1, 9 (5 6, §f itmpegna a rispettat obligations established herein, UNIVERSITY undertakes to res
la lettera e lo spirito del Codice di Condotta deartner letter and spirit of the Code of Conduct of the commercial part
Commerciali del gruppo Merck & Co. Inc. (Kenilwort, NJ, US/ of Merck & Co Inc., Rahway, New Jersey, USA Group, consult
consultabile al seguente linkitfp://www.msd.com/about/how-we- | at the following link [http://www.msd.com/about/how-we-|
operate/code-of-conduct/home.html] nell secuzione del Contratt|| operate/code-of-conduct/home.html],in the execution of th¢

Agreement.

74. L181,9(56, dishiara e garantisce che essa stessa e i
rappresentanti legali non sono presenti in alcuna lista pubb| 7.4. UNIVERSITY declares and warrants that it and its le
GDJOL 6WDWL 8QLWL GY$PHULFD R representatives are not included in any list, published by the U
VRWWRSRVWL D UHVWUL]JLRQL RYYHU States of America or by European Union, of subjects burdeng
pubblicata in altro Stato in qualsiasi modo connesso ai Se restrictions nor any other list of same kind published in ang
GHILQLWH FR (Qéhicd@wtiedLisQ WHHG 3R Dehied® State in any way connected to the Project, jointly define
Parties Listcomprendono: Penied Parties List” 7R G D WDbkniedV Ratties Lis

comprehend:

X OD OLVWD GHO 'LSDUWLPHQWR GHO
delle Persone Bloccate o Segnalate SpecifidaihW BDNCLIBt 3 | x 86 7UHDVXU\ 'HSDUWPHQW{V OLVW
(http://www.treasury.gov/ofac/downloads/t11sdn)pdf 'HVLIJQDWHG 3HUVRQVSDN 3 WLksH

(http://www.treasury.qgov/ofac/downloads/t11sdn)pdf

X la lista di persone soggette a restrizioni del Dipartimento
&RPPHUFLR GHJOL 6WDWL X List of persons subject to restrictions of USA Comme
(http://www.bis.doc.gov/dpl/thedeniallist.gdsp Departmentlfttp://www.bis.doc.gov/dpl/thedeniallist.gsp

x lista delle persone giuridiche soggette a restrizioni del Dipartim x  List of juridical persons subject to restrictions of USA Comme

GHO &RPPHUFLR GHJOL 6WDW

(http://www.bis.doc.gov/entities/default. e

Departmentlfttp://www.bis.doc.gov/entities/default.hfpand




X

7.5.

la lista consolidata di persone fisiche, giuridiche e dei gr
VRIJHWWL DOOH VDQJLRQL ILQDC
(http://eeas.europa.eu/cfsp/sanctions/consol-list_ef).htm

LT181,9(56, diehiara e garantisce di non essere direttam
controllata, con una percentuale del capitale sociale pari 0 mag
del 50%, da una persona presente nella SDN L8811 ,9 (56,
dichiara e garantisce che comunichera immediatamente a M
essa stessa, 0 un suo rappresentante legale, sia stato inserit(
delle Denied Parties Lisb se sia divenuta controllata, con U
percentuale del capitale sociale pari o maggiore del 50%, d
persona presente nella SDN List. In caso di inaccuratez
violazione delle dichiarazioni e garanzie fornite nel presente lart
7.5, MSD avra il diritto a propria assoluta discrezione di risolve
Contratto con effetto immediato ai sensi@ef D U W F
10 del Contratto.

LY81,9(56, GLFKLDUD H JDUDQWLVFH
vigore del presente Contratto, nessuno dei suoi dirigern
amministratori era presente nelle liste di persone escluse, di s
elencate. Successivamente alla data di entrata in vigore
Contratto 1 8 V/ERSITA si obbliga verificare e a informare p
LVFULWWR H VHQ]D ULWDUGR 06" S|
prestazione prevista dal Contratto se alcuno dei suoi dipen
collaboratori o fornitori si trovi in una delle liste di persone esc
sopra menzionate. In tale evenienza MSD avra la facolta di rec
dal Contratto a propria assoluta discrezione e con ef
immediato, senza il pagamento di penali o indennita a fg
dell181,9 (56 . Per liste di persone escluse si intendono: (
lista G HAHiCe] of Inspector Generaldel U.S.Department of
Health and Human Serviceshe elenca le persone condannate
delitti ai danni di qualsiasi programma sanitario statunitense
TXDOVLDVL OLVWD GL XQTDXWRU khWe¢
persone che non possono eseguire forniture a loro favore.

7.5.

The consolidated list of physical and juridical persons and of gr
subject to financial fines of European Uni
(http://eeas.europa.eu/cfsp/sanctions/consol-list_ef).htm

UNIVERSITY declares and warrants not to be directly owned,
a percentage of the UNIVERSITY capital equal to or higher
50% by a person included in the SDN List. UNIVERSITY decle
and warrants to notify MSD immediately if it or one of its le
representatives has been put in one of the Denied Parties Lis|
it has become owned, with a percentage of the UNIVERS
capital equal to or higher than 50% by a person present in the
List. In case of inaccuracy o violation of the declarations
warranties provided in this article 7.5, MSD will have right, in
absolute discretion, to resolve the Agreement with immediate ¢
pursuant to article 1456 of the Italian Civil Code and of articlg
of the Agreement.

UNIVERSITY declares and warrants that, before the Agreer
has come into force, none of its managers or directors was
lists of excluded persons indicated below. Afterwards the da
entry into force of this Agreement, UNIVERSITY undertakeg
verify and to inform MSD in writing and without delay, before
execution of any performance under the Agreement, if any ¢
employees, collaborators or suppliers is in one of the aforesai
of excluded persons. In such case, MSD is entitled to with
from the Agreement in its absolute discretion and with immec
effect, without paying any fine or indemnity to UNIVERSITY. R
Lists of excluded persons it is intended: (1) Office of Inspe
General, of U.S. Department of Health and Human Services
which lists persons condemned for crimes against any US H
program, (2) any list of an US federal authority that lists per
who cannot make any supplies in their favor.




8.1.

8.2.

8.3.

8.4.

8.5.

RISERVATEZZA

LT81,9(56,& aconoscenza del fatto che tutte le informaz
relative al Contratto, a MSD ed al Progetto, che le siano state |
a disposizione da MSD di cui comunque sia venuta a conos
QHOOYHVHFX]LRQH GHO &RQWUDWWR
sensi degli artt. 98 ss. Del Codice della Proprieta Indust
FRVWLWXLVFRQR LQ IR UPD] InR&azionlU
5LVHUYDWH’

LY181,9(56,7st obbliga a trattare come strettame
confidenziali e a non divulgare le Informazioni Riservate nonc
XWLOL]]JDUOH HVFOXVLYDPHQWH DL |

LY81,9(56,8i6bbligainoltre a:

adottare tutte le misure necessarie a evitare che le Informa
Riservate vengano a conoscenza di terzi;

limitare la comunicazione delle Informazioni Riservate ai

dipendenti, assistenti, collaboratori, consulenti o altri incaricat
DEELDQR XQYHIIHWWLYD Q Hdsetw2ibha\tg
Contratto;

non rendere pubbliche o accessibili le Informazioni Riservg
meno che cid non le sia consentito espressamente per iscr
MSD.

In caso di cessazione o risoluzione, a qualsiasi titolo, del Cont
[181,9(56, 7devra restituire a MSD tutti i documer
contenenti Informazioni Riservate.

Gli obblighi di cui al presente articolo vincoleran
1981,9(56,7~ DQFKH SHU OYRSHUDW
assistenti, collaboratori, consulenti o altri incaricati, per tutt
durata del Contratto nonché successivamente alla sua cesg

per qualsiasi causa per un periodo di 5 (cinque) anni.

8.1.

8.2.

8.3.

8.4.

8.5.

CONFIDENTIALITY

UNIVERSITY is aware that all the information related to

Agreement, to MSD and to the Project, made available by MSL
that it has become aware of during the execution of the Agree
also including the secret information pursuant article 98
following of the Industrial Property Code, are confiden
L Q | R U P D WQoRfi@entisl Knfbrhation ~

UNIVERSITY undertakes to process the Confidential Informa
as strictly confidential and not to disclose them and to use
exclusively for the execution of the Agreement.

Moreover, UNIVERSITY undertakes:

a. to adopt any needed measure to avoid that the Confidg
Information are known by thirds;

b. to limit the communication of the Confidential Informati
only to dependents, assistants, collaborators, consultat
other appointed having real need to know them for
execution of the Agreement;

c. notto make the Confidential Information public or access
unless expressly authorized in writing by MSD.

In case of termination or resolution, for any reason, of
Agreement, UNIVERSITY shall give back to MSD all docume
containing Confidential Information.

The obligations under this article will bind UNIVERSITY, also
the actions of its own dependents, assistants, collabor
consultants or other appointed, for the whole duration of
Agreement as well as following its termination for any reason {
period of 5 (five) years.




9.

9.1.

9.2.

9.3.

9.4.

10.

10.1.

'5,772 '1,63(=,21(

LY181,9(56, fisonosce a MSD il diritto di ispezionar
verificare e/o, su richiesta specifica di MSD, ricevere copia (
documentazione contabile relativa falecuzione del Contratto.

generale, 1181,9(56, 7sh impegna a fornire copia del
GRFXPHQWD]LRQH FRQQHVVD Dxonefatl
esempio, ed a titolo non esaustivo: fatture e ricevute di forn
pagamenti effettuati a terzi e ogni altra fonte documentale ido
giustificare i movimenti finanziari scaturenti dal Contratto.

Il personale o i consulenti autorizzati di MSD con il support
personale def 81,9 (56 ,7potranno svolgere ispezioni

verifiche presso queSiitima o nel luogo ove sono custoditi
documenti contabili, in qualsiasi giorno lavorativo dand
ragionevole preawviso. In caso di richiestfhdo dei document
contabili gli stessi dovranno essere forniti entro un tempo mas
di tre giorni.

,O GLULWWR GTLVSH]JLRQH GL FXL
esercitato fino a 5 (cinque) anni dal termine delle attivita relati
Contratto.

Nel caso in cui, nel corso delle ispezioni effettuate ai seng
presente articolo 9, vengano individuate irregolg
QHOOTHVHFX]LRQH G H O vauraQeVantbeVaivin
dell §sercizio del proprio diritto di risolvere lo stesso ai S¢
GHOOYDUW FF HGHO VXFFHVVL

RISOLUZIONE E RECESSO

Le Parti convengono che MSD avra facolta di risolvere il pres
&RQWUDWWR DL VHQVL H SHU JOL H

qualora 1181,9 (56, temmetta una grave violazione de

QRUPDWLYD YLIHQWH QHOOYHVHFX]L

9.1.

9.2.

9.3.

9.4.

10.

10.1.

INSPECTION RIGHTS

UNIVERSITY recognizes to MSD the right to inspect, ver
and/or, upon specific request by MSD, to receive copy
accounting documentation and/or any other documentation re
to the execution of the Agreement (collectivg
S'REFXPHQWDWLR QNIVERSIITM @hHetdk€s to suppl
copy of the Documentation as, for example but not exhausti
YHQGRUVY LQYRLFHY DQG UHFHLSW)V\
document source suitable to justify the financial transact
deriving from the Agreement.

Personnel or authorized consultants of MSD, with suppof
COMPANYTYV SHUVRQQHO FDQ PDNH LQ
of the latter or at the place where accounting documentatio
kept, in any business day, giving reasonable notice. In ca
request of sending the accounting documents, these mu
supplied within a maximum time of three days.

The inspection right set in this article can be exercised until 5
years from the termination of the activities related to
Agreement.

In case, during inspections carried out according to this Secti
irregularities are identified MSD will assess them also for
purposes of exercising its right to immediately terminate
Agreement pursuant to article 10.

TERMINIATION AND WITHDRAWAL

The Parties agree that MSD shall have right to terminate
Agreement, pursuant to and for the purposes of Article 145
Italian Civil Code:

whether UNIVERSITY, in executing the Project, makes a ser
infringement of the current legislation;




b.

Fatto salvo il diritto di MSD al risarcimento di ogni e qualsiasi dat
GLUHWWR HG LQGLUHWWR VXELWR

10.2.

10.3.

10.4.

10.5.

11.

11.1.

al verificarsi di anche una violazione degli obblighi di cui &
articoli 3.1 (b), 3.1 (¢), 6.1, 6.3, 7,8.2,8.3,9 e 11.

LYL

La risoluzione si verifichera di diritto nel momento in cui M
comunichera alff81,9 (56, 7mediante PEC che intenc
DYYDOHUVL GHOOD FODXVROD ULVR
1456 c.c.

MSD avra inoltre il diritto di risolvere il Contratto prewiliffida
da notificarsi ai sensH SHU JOL HIIHWWL GHQ(
altro caso di inadempimento da parte @gINIVERSITA, anche
parziale, delle proprie obbligazioni previste nel Contratto, f
salvo il diritto di MSD al risarcimento di ogni e qualsiasi dan
diretoedLQGLUHWWR VXELWR LYL LQFO

Resta salva la facolta di MSD di recedere dal Contratto g
corrispettivi né indennita, in ragione delle proprie mutate stra
commerciali o aziendali, con preavviso di 30 (trenta) giorn
comunicarsi a mezzo raccomandata a.r. che potra essere anf
via fax (nel qual caso fara fede la data del fax).

In caso di esercizio del diritto di recesso da parte di MSD ai
del precedente articolo 10.4,B1,9(56, 7avra diritto a
percepire esclusivamente il Corrispettivo maturato sino alla
del recesso, e nessun altro importo sara al medesimo do
gualsiasi titolo.

,17(*5,7%9 ( 6,&88N BEI DATI E PROTEZIONE
DEI DATI PERSONALI

Validita dei _dati. Qualsiasi documentazione o dato relativ¢
FRQQHVVR DOOH DWWLYLWj VYROWH

limitazione alcuna, qualsiasi documentazione cGMP, deve ¢

b.

without prejudice of MSD right to compensation of every and
suffered damage, direct or indirect, damage of image included.

10.2.

10.3.

10.4.

10.5.

11.

11.1.

upon occurrence of a violation of the obligations pursuant art
3.1(b),3.1(c),6.1,6.3,7,8.2,8.3,9and 11.

The termination will occur by right at the moment MSD notif
UNIVERSITY, through certified electronic mail (PEC), to want
avail of the express resolution clause pursuant to article 14
Italian Civil Code.

Furthermore, MSD will have right to resolve the Agreement g
warning to be notified pursuant to and for the purposes of@a
1454 of the Italian Civil Code, in any other case ofuii@| even
partial, of UNIVERSITYJV REOLJDWLRQV XQ(
without prejudice of MSD right to the compensation of every
any suffered damage, direct and indirect, damage of ir
included.

It remains untouched MSD faculty to withdraw from {
Agreement without considerations nor indemnity, due to
changed commercial or UNIVERSITY strategies, with notice o
(thirty) to be notified by registered letter with return receipt tha
be anticipated through fax (in this case the fax date will make f

In case MSD exercises the withdrawal right pursuant to precg
article 10.4, UNIVERSITY shall have right to receive only
Consideration accrued until withdrawal date and no other an
will be due to it for any reason.

DATA INTEGRITY; DATA PRIVACY; AND DATA
SECURITY.

Data Validity. Any documentation or data relevant or relate
activities performed, including without limitation any cGNMN
documentation, must be original, accurate, legible, contrg




originale, accurata, leggibile, controllata, protetta da procedur
ne consentano il ripristino in caso di perdita e protetta
manipolazioni o perdite intenzionali o involontarie. Qug€
obbligazioni devono essere adempiute per tutto il period
conservazione di tali dati e documentazione da partef]
UNIVERSITA.

11.2Data Privacy.

i) Definizioni

(A) Per "Legge sulla protezione dei dati" si intende qualsiasi legge
protezione dei dati, sulla sicurezza dei dati o sulla privacy, tra (
titolo esemplificativo ma non esaustivo, il Regolamento generale
protezione dei dati personali (REG UE 2016/679 di seguito anchg
"GDPR") e qualsiasi normativa nazionale relativa a tali argom
QRQFKp OH /HJJL FKH UHJRODQR OH W
elettronica, o altri strumenti che possano avere una qualche rile
in relazione al trattamento di dati, alla sicurezza dei dati o alle
sulla privacy, alle quali ciascuna delle Parti, secondo i casi, €& so
considerando le obbligazioni previste nel presente Contratto.

(B) Per "Legge" si intende qualsiasi legge, ordinanza, no
regolamento e disposizione lecita applicabile di qualsiasi aul
pubblica (incluse, e solo a titolo esemplificativo, interpretazio
decisioni di, o accordi con, qualsiasi autorita regolatoria compet
alla quale una delle Parti, secondo i casi, & soggetta in relg
all'Accordo di servizio.

(C) Per "Dati personali" si intende qualsiasi dato relativo a una pe
identificata o identificabile, inclusi i dati che identificano una peas
0 che potrebbero essere utilizzati per identificare, localiz;
rintracciare o contattare una persona. | Dati personali comprer
sia elementi identificativi diretti, come un nome, un numerd
identificazione o una qualifica univoca, sia elementi identifice
indiretti, come la data di nascita, un numero di identificazione uni
di un dispositivo mobile o indossabile, le informazioni che potreb

retrievable, and safe from intentional or unintentio
manipulation or loss. These items are required throughou
retention period of such data / documentation.

11.2Data Privacy.
i) Definitions

(A) *'DWD 3URWHFWLRQ /DZ° PHDQV DQ\ ¢
privacy Law, including, without limitation, the EU General D
SURWHFWLRQ 5HJXODWLRQ W K H
implementing legislation relating thereto, any Laws governing outb
telephone calls or transmission of electronic mail, facsimile messag
text messages and any other communication-related data protectio
security or privacy Laws, to which either Party, as applicable, ies
in connection with this Agreement.

% 3/DZ°" PHDQV DQ\ DSSOLFDEOH ODZV
lawful orders of any public authority (including, and by way of exan
only, interpretations and decisions of, or agreements with, any com
regulatory authority) to which either Party, as applicable, is subje
connection with the Agreement.

(C) 33HUVRQDO ,QIRUPDWLRQ" PHDQV DQ\
identifiable individual, including data that identifies an individual ot {
could be used to identify, locate, track, or contact an individual. Per|
Information includes both directly identifiable information, such g
name, identification number or unique job title, and indirectly identdi
information such as date of birth, unigue mobile or wearable d¢
identifier, information that could be used to identify a househ
telephone number, key-coded data, online identifiers, such &
addresses, or personal activities, behavior or preferences, and inclug




essere utilizzate per identificare un nucleo familiare, un nume
telefono, i dati codificati con chiave, gli identificatori online, come
indirizzi IP o le attivita personali, il comportamento o le prefere
comprendono inoltre tutti i dati che sono "dati personali" ai sens
GDPR o termini simili ai sensi di altre leggi sulla protezione dei

(D) Per "Trattare" si intende qualsiasi operazione o insieme di oper:
sui Dati personali o su una serie di Dati personali, tramite mezz
automatizzati o0 meno, come la raccolta, la registrazi
l'organizzazione, la conservazione, l'accesso, l'adattamento
modifica, il recupero, la consultazione, l'uso, la divulgazi
mediante trasmissione, diffusione o la messa a disposizione i
forma, la valutazione, l'analisi, la segnalazione, la condivisi
['allineamento o la combinazione, la restrizione, la cancellaziong
distruzione.

(E) Per "Violazione dei Dati personali" si intende la distruzi
accidentale o dolosa, la perdita, l'alterazione, la divulgazio
l'accesso non autorizzato ai Dati personali, trasmessi, archiv,
altrimenti trattati.

) 3HU 3&ODXVROH FRQWUDWWXDOL V
contrattuali standard approvate con decisione della Commissione El
(EU) 2021/914, secondo guanto indicato nell'allegato al Contratto
7TUDWWDPHQWR GHL 'DWL 3'3$%$" R 3&7'"
sostituita di volta in volta dalle decisioni della Commissione Euroukzg
altra Legge applicabile sulla protezione dei dati.

(G) Riguardo ai termini "Titolare", "Interessato" e "Trattamen
ciascuno di essi ha il significato attribuito dal Regolamento generale
protezione dei dati dellUnione Europea 2016/679 (il "GDP
indipendentemente dal fatto che il GDPR sia applicabile nello spe
contesto.

(H) Nel caso in cui le definizioni in questa clausola fosg
incoerenti con le definizioni fornite dalla Legge sulla protezione dei
la definizione fornita dalla Legge applicabile sulla protezione dei

prevarra limitatamente all'incongruenza, a condizione che da

GDWD WKDW FRQVWLWXWHYV
under other Data Protection Law.

sSHUVRQDO

(D) 33 URFH¥YNstoRerform any operation or set of operation
Personal Information or sets of Personal Information, whether or n
automated means, such as collection, recording, organization, struc
storage, access, adaptation or alteration, retrieval, consultation
disclosure by transmission, dissemination or otherwise making avai
evaluation, analysis, reporting, sharing, alignment or combing
restriction, erasure or destruction.

(E) 33HUVRQDO 'DWD %UHDFK”™ PHDQ %truzt@n][
loss, alteration, unauthorized disclosure of or access to Pe
Information, transmitted, stored or otherwise Processed.

(F) 36WDQGDUG &RQWUDFWXDO &ODXVHYV
clauses approved by EU Commission Implementing Decision
2021/914, as set out in Annex to the DPA, or as may be ameng
replaced from time to time by European Commission decisions or
applicable Data Protection Law.

(G)3&RQWUROOHU" 3'DWD 6XEMHFW ™ DQG
given in the European Union General Data Protection Regul

WKH 3*'357 LUUHVSHFWLYH RI Z}
particular context.

(H) In the event the definitions in this Section are inconsistent witl
definitions given similar terms or concepts under Data Protection
then the definition given any such similar term or concept under
applicable Data Protection Law shall prevail to the extent of




incongruenza consegua una definizione piu ampia di tale term
concetto.

i) Legge sulla protezione dei dati; informative, consens
autorizzazioni.

(A)LT81,9 (56, dovra rispettare la Legge sulla protezione dei
in relazione all'esecuzione del Progetto e ai suoi obblighi nell'amBit
presente Contratto, incluso, a titolo esemplificativo ma non esausti
caso di Trattamento di eventuali Dati personali. MSD potra condivig
dati personali acquisiti in ragione del presente accordo e per gli st
esso connessi all'interno del proprio Gruppo (societa collegate, cont
e/o che ne detengono il controllo), e, in particolare, con la capog
negli USA (Merck & Co Inc., 126 East Lincoln Ave:P.O. Box 2000
Rahway, New Jersey 07065 - USA), in conformita con quanto pre
della Legge sulla protezione dei dati. A tale riguardo, si rappresent
Merck & Co Inc., 126 East Lincoln AvetP.O. Box 2000 Rahway, Ne
Jersey 07065 - USA, ha adottato delle Binding Corporate Rules app
QHOO18QLRQHIe (axtoriaS ghiantiGdella Privacy degli St
Membri e ha inoltre in atto ulteriori misure supplementari idone
garantire un livello adeguato di protezione dei dati trasferiti f
GDOOY8QLRQH (XURSHD

(B)YLT81,9(56,diehiara e garantisce che:

(@) Con riferimento ai Dati personali trattati ai sensi del preg
Contratto, salvo quanto diversamente o ulteriormente previsto e st{
nel Contratto sul trattamento dei dati (allegato sub 3 del Contrattq
1981,9(56,awa cura di fornire tutte le informative e raccoglier
manterra validi ed efficaci nel corso del presente Contratto tutti i con
le approvazioni, le autorizzazioni e i diritti necessari per consediir
trattare tali Dati personali, anche per il caso di, a titolo esempiNicat
non esaustivo, condivisione dei Dati personali con MSD, le sue Aff
0 i rispettivi agenti o rappresentanti, secondo quanto previsto dal pr¢
Contratto e per qualsiasi scopo previsto da una legge, inoltrq
1181,9(56, Trattera tali Dati personali solo in conformita a

informative, consensi, approvazioni e autorizzazioni.

inconsistency, so long as such inconsistency results in a broader def
of such term or concept

i) Data Protection Law; Notices, Consent and Authorization
(A) Supplier shall comply with Data Protection Law in connection
performing the Project and its obligations under this Agreen|
including, without limitation, in any Processing of any Pers(
Information. MSD will be entitled to transfer data collected for
execution of the Project and for purposes of this agreement also
headquarters of Merck & Co Inc., 126 East Lincoln A¥E.O. Box 200(
Rahway, New Jersey 07065 - USA, and/or inside its Group in US
anyway always in compliance with provisions of Data Protection La
this respect, Merck & Co Inc., 126 East Lincoln AveP.O. Box 2000
Rahway, New Jersey 07068JSA, has adopted some Binding Corpor]
Rules approved by the Member State Data Protection Authg
throughout the European Union and has adopted additional suppler
measures able to guarantee an adequate level of protection @
transferred outside UE.

(B) UNIVERSITY represents and warrants that:

(a) With respect to any Personal Information Processed unde
Agreement, unless the DPA (attached sub 3 of this Agreement) pr¢
differently or further (i) Supplier will provide all notices and wilhintain
in effect during this Agreement all consents, approvals, authoriza
and rights necessary, to Process any such Personal Information, inc
without limitation, sharing any Personal Information with MSD,
Affiliates, or their respective agents or representatives, for any of th
use such Personal Information as contemplated in this Agreement g
any regulatory purposes, and (ii) Supplier will Process such Per
Information only in accordance with any such notice, consents, app
and authorizations.




(b) LY81,9(56, Trattera i Dati personali in relazione al prese
Contratto solo laddove cio sia lecito.

iii) Assistenza e cooperazionk 81,9 (56, Tofnira tutta
l'assistenza e le informazioni che MSD puo ragionevolmente richie
(i) affinché MSD possa ottemperare agli obblighi posti a capo di |
stessa ai sensi della Legge sulla protezione dei dati (tra cui, a
esemplificativo e non esaustivo, rispondere alle richieste di so
interessati che esercitano i loro diritti ai sensi della Legge sulla proeg
dei dati, effettuare valutazioni d'impatto sulla protezione dei

consultare le autorita regolatorie competenti, notificare alle au
regolatorie competenti e ai soggetti interessati le violazioni dei
personali e assicurare la protezione dei Dati personali), come pu
consentirle di dare riscontro a qualsiasi reclamo, lamentela o ric
avanzata da parte di una persona o autorita regolatoria competent
per verificare che 81,9 (56, Aadempia alle previsioni di queg
clausola e alla Legge sulla protezione dei dati.

iv) Trattamento dei datiin relazione al Progetto previsti d
presente Contratto che prevedano il trattamento di Dati personali d¢
dell181,9(56,@Fercontodi MSD,{181,9 (56 , prima di avviarg
O THV HF X]L Beiki, @dvraraied $ottoscritto un Data Proces
Agreement (DPA) VHFRQGR TXDQWR SUH8lcdhve
modifiche che MSD ritenga ragionevolmente necessarie e si atte
WHUPLQL GL WDOH '3$ QHO FRUVR GHOO
di tempo anche eventualmente piu lungo previsto in tale DPA.

V) Adempimenti inerenti alla privacyAd eccezione dell¢
modifiche opportune al raggiungimento di uno standard di settor
elevato o che siano richieste dalla Legge sulla protezione dei
181,9 (56, manterra in vigore e applichera le procedure g
privacy e sulla sicurezza dei dati dgB 1,9 (56, osi come note
comunicate a MSD in occasione della due diligence piu recente co
su tali procedure da MSD; in ognicasp8 1,9 (56, @of puo ridurre
gli standard di sicurezza previsti da tali procedure, applici

successivamente procedure privacy e di sicurezza dei dati che pre

(b) UNIVERSITY will Process Personal Information in connection V|
this Agreement only where it is lawful.

(iii) Assistance and Cooperation.

UNIVERSITY will provide all assistance and information MSD
UHDVRQDEO\ UHTXHVW L IRU 06" WR FR
Data Protection Law (including, without limitation, in responding
requests from individuals exercising their rights under Data Prote
Law, conducting data protection impact assessments, consulting
competent regulatory authorities, notifying relevant competent regul
authorities and individuals of Personal Data Breaches, and eng
Personal Information protection) and otherwise investigate and ad
any other complaint, inquiry, request or concern by an individug
competent regulatory authority, and (ii) for Supplier to demons
6XSSOLHUYV FRPSOLDQFH ZLWK WKH SUH
with Data Protection Law.

(iv) Data Processing

In connection with the Project under this Agreement, which inv
UNIVERSITY Processing Personal Information on behalf of M
Supplier will, by the start of the Project, have entered into a
Processing Agreement attached sub Attachment 3 of this Agreemen
VXFK FKDQJHV DV 06' GHHPV UHDVRQDE(
will comply with the terms of that Data Processing Agreement at abt
during the term of the Project or such longer period provided in that
Processing Agreement.

(V) Privacy Practices.
Except for changes made consistent with meeting a higher ing
standard or Data Protection Law, UNIVERSITY shall maintain in ef
and consistently apply UNIVERSITYV SULYDF\ DQG

practices disclosed to MSD in connection with the due diligence
recently conducted on those practices in connection with this Agree
provided that UNIVERSITY may not reduce the standards in t
practices by subsequently disclosing privacy and data security prg
that would be a degradation of the previously disclosed prac




standard meno elevati.f.8 1, 9 (5 6 , dichiara e garantisce che tutte
informazioni fornite dalff 81,9 (5 6, ih-sede di due diligence sol
vere, accurate e complete al momento della esecuzione dell
diligence, e alla Data di decorrenza del presente Contratto, se suc
alla esecuzione della verifica..81,9 (56, hformera MSD circg
qualsiasi modifica apportata a tali procedure relative alla privadgp ¢
sicurezza dei dati.

12. DIRITTI DI PROPRIETA INTELLETTUALE

12.1. A MSD spettanozxin via esclusiva e senza alcuna limitaziof
tutti i diritti di proprieta intellettuale e/o industriale (iwiclusi, a
titolo meramente esemplificativo, i diritti patrimoniali d'autorg
diritti su marchi, brevetti, disegni e modelli ornamentllipw-
how, i diritti di sfruttamento e di uso, etc.) originati dai o esist
sui risultati (in tutte le manifestazioni ed espressioni) dell'att
svolta dallf81,9(56,7SHU OfHVHFX]LRQH (
Contratto, incluso il report di cui al Protocollo, fatto salvo il dir
PRUDOH GHJOL DXWRUL GHOOSYRS
divulgazione dei risultati del Progetto, nonché dg
autori//inventori ad essere indicati come tali nella event
domanda di privativa industriale. In particolare, MSD g
proprietaria unica ed esclusiva di tutti i diritti e contenuti
Progetto realizzato defl8 1,9 (56, 2-sara libera di usare
relativi risultati per fini di ricerca scientifica e didattica, nonpké
tutti gli scopi e le finalita ulteriori da MSD unicamente determin
12.2. L 181,9(56, ®ichiara espressamente di riconoscere M
guale titolare esclusivo di tutti i diritti di proprieta intellette
relativi alle informazioni, ai dati e alle conoscenze trasmesy
MSD all81,9 (56, per l'esecuzione del Contratto o

guest'ultima elaborati per la realizzazione del Progetto
S33URSULHW| ,QVeHeeaukl \Attd/ Xhe Qatt” materiale
concesso alff 81,9 (5 6, gottanto ed esclusivamente in licer
GIXVR QRQ Hauw® X \pergdua pe&s fini di ricer
scientifica e didattica.

UNIVERSITY represents and warrants that all responses provide
UNIVERSITY in any such due diligence are true, accurate and com
when made, and if later, as of the Effective Date of this Agreen
UNIVERSITY will provide notice to MSD of any change to such privs
and data security practices.

12. INTELLECTUAL PROPERTY RIGHTS

12.1. MSD shall be entitled - exclusively and without any limitation
all intellectual and/or industrial property rights (including, but
limited to, patrimonial copyrights, rights to trademarks, pate
ornamental designs, know-how, rights of exploitation and use,
originated from or existing on the results (in all manifestations
expressions) of the activity carried out by the UNIVERSITY for
execution of the Project and the Contract, including the re
referred to in the Protocol, without prejudice to the moral righ
the authors of the authorial work constituting disclosure of
results of the Project, as well as of the authors//inventors {
indicated as such in the eventual application for industrial pro
rights. In particular, MSD shall be the sole and exclusive own
all rights and contents of the Project carried out by
UNIVERSITY and shall be free to use the results thereof
scientific and educational research purposes, as well as f
further purposes and purposes solely determined by MSD.

12.2. UNIVERSITY declares expressly to recognize MSD as exclu
holder of all intellectual property rights relevant to informati
data and knowledges transmitted by MSD to UNIVERSITY for
execution of the Agreement or elaborated by the latter for
accomplishment of the ProfeW  \méllectdal Property © D
acknowledges that such material is granted to UNIVERSITY

and exclusively in use license.

12.3. As the owner of industrial property rights, MSD will be entitleg

disseminate the results of the Project. In particular,




12.3.

12.4.

12.5.

12.6.

Quale co-titolare dei diritti di privativa industriale, MSD a
facolta di divulgare i risultati del Progetto. In particol
QNIVERSITA siimpegna a presentare almeno un abstract 4
congresso nazionale/internazionale e/o un paper a un per
scientifico, sulla base di unpeer review avente ad oggetto
risultati del Progetto previa condivisione con MSD almeng
(sessanta) giorni di anticipo rispetto alla data di conseg
QNIVERSITA si obbliga ad apportare le modifiche indicate
solo ed esclusivo scopo di eliminare qualsiasi informaz
confidenziale fornita da MSD e a considerare le modifiche proy
restando inteso chef[I8 1,9 (5 6 , &dH propri ricercatori autori g
tale pubblicazione hanno piena ed assoluta liberta riguar
contenuto scientifico della pubblicazione per la parte di cui sor
unici responsabili

L181,9(56,darantisce che i dati e i materiali ed i documg
HODERUDWL QHOO(YDPEL\WrBgeto SaddJfrudt
della propria autonoma ed originale attivita e che pertanto
potranno essere violati diritti di proprieta intellettuale di tdReista
LQWHVR FKH QHOOTHYHQW XsDsial awwplda
della collaborazione di altre persone nello svolgimento
Progetto, che abbiano diritto a veder riconosciuta la loro o
nessuna pretesa potra da questi ultimi essere avanzata nei cg
di MSD. LY81,9(56, &t impegna pertanto ad avvisg
anticipatamente tali soggetti degli specifici accordi esistenti
MSD rispetto alla proprieta intellettuale ed industriale, manlevg
MSD da qualsiasi responsabilita in merito.

Resta inteso chefl8 1,9 (5 6, flon potra, senza previo conser
scritto di MSD, cederesublicenziare, trasferire o concedere in |
a qualsiasi titolo, anche gratuito, la Proprieta Intelletty
impegnandosi altresi a comunicare qualsiasi violazione dei dir
privativa di cui venga a conoscenza.

La Proprieta Intellettuale e tutte le informazioni collegate, ing

gli aggiornamenti, miglioramenti e modifiche, sono consideg

12.4.

12.5.

12.6.

UNIVERSITY undertakes to submit at least one abstract

national/international congress and/or a paper to a scientific jo
on the basis of peer review, dealing with the results of the Pr
after sharing with MSD at least 60 (sixty) days in advance o
delivery date; the UNIVERSITY agrees to make the char
indicated for the sole and exclusive purpose of eliminating
confidential information provided by MSD and to consider

proposed changes with the understanding that the UNIVERS
and its researchers authors of such publication have full
absolute freedom regarding the scientific content of the public
for the part for which they are solely responsible.

UNIVERSITY warrants that the data and materials and docun
developed within the scope and execution of the Project ar
result of its own autonomous and original activity and that therg
no intellectual property rights of third parties may be infringe
is understood that, in the event that UNIVERSITY has availed |
of the collaboration of other persons in the performance o
Project, who are entitled to have their work recognized, no g
may be made by them against MSD. The UNIVERSITY there
undertakes to notify such persons in advance of the sp
agreements existing with MSD with respect to intellectual

industrial property, releasing MSD from any liability in thegard.

It is understood that UNIVERSITY shall not, without prior writt]
consent of MSD, assign, sublicense, transfer or grant in use ¢
title, even free of charge, the intellectual property, also underta
to communicate any violation of privative rights it become av
of.

The Intellectual Property and all relevant information, inclug
updates, improvements and changes, are considered Config
Information and must be protected and scrupulously process
such.




13.

13.1.

13.2.

13.3.

14.

14.1.

Informazioni Confidenziali e dovranno essere protetti
scrupolosamente trattati come tali.

FORZA MAGGIORE

Nelle ipotesi di caso fortuito o di forza maggior§,81,9 (56,

non sara in alcun modo responsabile della mancata o dife
esecuzione del Progetto, né rispondera di alcuna perdita, da
lesione che derivino a MSD, siano essi diretti o indiretti, preveq
o imprevedibili. Nel perdurare di tali cause di impedime
1181,9(56,¥Y+ ULVHUYD LO GLULWWR G

Progetto, sino al momento in cui valutera che il superamento
impedimenti in essere consenta la ripresa dello svolgiment
Progetto.

Qualora le cause di forza maggiore impedisserp@IL ,9 (56,
di eseguire esattamente il Progetto per un periodo superiore
(trenta) giorni, MSD avra la facolta di recedere dal Contratto
effetto immediato e di affidare il Progetto a un diverso fornitor

Costituiscono casi di forza maggiore gli eventi al di fuori
ragionevole controllo defi81,9(56,7 guali, a titolo
esemplificativo ma non esaustivo, attivita e/o decisioni govern
e/o della Pubblica Amministrazione, e/o delle autorita di cont
del settore sanitario, dit GHO O J$XWRULWj OLOL
catastrofi naturali, incendi, esplosioni, sommosse, gu
epidemie, scioperi, mancanza di energia, trasporti e purché siz
base nazionale e imprevisti.

CONTINUITA DELL'ESECUZIONE
CONTROVERSIE

IN CASO DI

In caso di controversia e/o contestazione e/o richiesta, re
all'esecuzione del Progetto, anche non previste e/o straordi
nonché ad ogni altro fatto o atto direttamente o indirettam

afferente ad essi,fI8 1,9 (56, fion avra diritto di sospende

13.

13.1.

13.2.

13.3.

14.

14.1.

FORCE MAJEURE

In the hypothesis of accidental case or force maj¢
UNIVERSITY shall not be in any way responsible of failed
defective supply of the Project nor it will be responsible of any
damage or injury resulting to MSD, whether direct or indir
foreseeable or unpredictable. In the persistence of such cau
impediment, UNIVERSITY reserves the right to interrupt

execution of the Project until it will assess that the overcomir
current impediments allows the restarting of the execution o
Project.

Whether reasons of force majeure prevent UNIVERSITY
correctly execute the Project for a time longer than 30 (thirty)
MSD shall have right to withdraw from the Agreement W
immediate effect and to entrust the Project to a different supp

Cases of force majeure are events beyond the reasonable co
UNIVERSITY, such as, for example but not exhaustively, activ
and/or government decisions and/or of Public Administra
and/or of control authorities of healthcare sector, Milit
$XWKRULWLHVY DFWV OHJDO OLPL
explosions, riots, wars, epidemics, strikes, lack of ene
transportations, provided they are on national basis
unpredicted.

EXECUTION CONTINUITY IN CASE OF DISPUTES

In the event of controversy and/or dispute and/or claim, relat
the execution of the Project, even unpredicted and/or extraorg
as well as to any other fact or action directly or indirectly perti
to them, UNIVERSITY shall not have right to suspend
execution of the Project nor to refuse to execute rece
provisions.




14.2.

15.

15.1.

15.2.

15.3.

O T HV H Fde] LRagetto, né potra rifiutarsi di svolgere
disposizioni ricevute.

LT181,9(56,7pur potendo avanzare per iscritto le proy
osservazioni, restera tuttavia tenuta ad uniformarsi sempre
disposizioni di MSD, senza poter sospendere o ritar
I'esecuzione del Progetto e cio a pena di risoluzione del Con
per inadempimento e del risarcimento di tutti i danni che pos
derivare a MSD.

VARIE

LN81,9(56,3iebbligaanon cedere né a subappaltare in
o in parte il Contratto e le attivita ivi contemplate a teeiza la
preventiva autorizzazione scritta di MSD, restando inteso che
caso il subappalto e la cessione non comportano a
modificazione agli obblighi e agli oneri d4lil8 1,9 (56, Tay
TXDOH ULPDQH OYXQLFD H VROD UHV
perfetta esecuzione del Contratto, anche per la parte subappg
ceduta.

Ogni comunicazione relativa al presente rapporto contrat]
LQYLDWD GD XQD GHOOH 3DUWL DYUj
solo se inviata con posta elettronica certificata 0 raccomanda
agli indirizzi:

per I‘[UNIVERSITA:Idipartimentoscienzemediche@cert.uniﬂg.i
indicando: alla cortese attenzione delle prof.sse Rosa Pr
Francesca Fortunato

per MSD|msditaliasri@pec.|t
indicando: alla cortese attenzione del dott. Gian Marco Prand
Medical Affairs Director, Vaccines

Le Parti si danno atto che il presente Contratto non istituis
alcun modo un rapporto di mandato con rappresentanza e ng
a fondare alcun tipo di impresa comune tra le stesse che
pienamente autonome ed assumono la gestione delle proprie {

14.2. UNIVERSITY, albeit being allowed to submit its own remarkg

15.

15.1UNIVERSITY undertakes not to assign nor to subcontract to tf

15.2

15.3.

writing, will remain however obliged to comply always w
06'TV SURYLVLRQV ZLWKRXW EHLQJ
execution of the Project, under penalty of termination of
Agreement for failure and of compensation of all damages
could result to MSD.

MISCELLANEUS

all or part of the Agreement and the activities therein without
written authorization of MSD, being understood that in such cas
subcontract and the assignment do not entail any change

obligations and burdens of UNIVERSITY, who remains the only
sole responsible towards MSD for the perfect execution of
Agreement, for the assigned or subcontracted part as well.

. Any communication related to the present contractual relatior
transmitted by one of the Parties will have efficacy towards
other Part only if sent with certified electronic mail or registe
letter with return notice to the addresses set out below:

for UNIVERSITY [dipartimentoscienzemediche @cert.unifg.it
indicating: to the kind attention of professors Rosa Prato
Francesca Fortunato

for MSD{msditaliasri@pec.jt
indicating: to the kind attention of Gian Marco Prardiiledical
Affairs Director, Vaccines

The Parties acknowledge that this Agreement does not create
way a mandate with representation nor is able to establish any
of common business between them, who are fully autonomou
undertake the management of their own activities with own m
and personnel and at own risk.




con mezzi e personale proprio ed a proprio rischio.

15.4. Le Parti concordano di non (i) utilizzare il nome o qualsiasi ¢
VHIQR GLVWLQWLYR GHOOYDOWUD 3
SUHYHQWLYR EBEIiRQPakEQA/ (R) rtasic@a® fomunic:
VWDPSD R DOWULPHQWL GLIIRQGHUH
o dei suoi termini e condizioni, senza il preventivo conse
GHOOTDOWUD 3DUW H UNIMNERSRA pétre, Welld
misura necessaria ad adempiere le obbligazioni previstg
Contratto, rivelare a terzi di eseguire una prestazione a favq
MSD.

15.5. Il Contratto € regolato e sara interpretato secondo la legge ita
Per ogni controversia relativa al presente Contratto, le Pa
impegnano ad adire in via esclusiva il foro di Roma.

156. ,0 SUHVHQWH DWWR YHUUj UHJLVWU
5, Il comma, del D.P.R.26/04/1986 n. 131 e successive modif
a cura e spese della parte richiedente. Le spese di bollo sono g

di MSD.

16. FARMACOVIGILANZA

16.1 Eventuali eventi avversi raccolti durante lo studio dovranno €
segnalati in accordo alle modalita e tempistiche meglio declinat
Protocollo.

Il presente Contratto € sottoscritto in lingua inglese ed italiana; ir
caso di conflitto, la lingua italiana prevale

15.4. UNIVERSITY must not (i) use the name or any other distinc
sign of MSD in any promotional activity, nor (ii) issue press rele
or otherwise spread news on the existence of the Agreement
terms and conditions, without prior consent of MSD; it
understood that UNIVERSITY can reveal to thirds to execu
performance in favor of MSD to the extent necessary to acconm
obligations set in the Agreement.

15.5. The Agreement is governed and will be construed in accorg
with the laws of ltaly. For any dispute related to this Agreem
the Parties undertake to exclusively recourse to the Courts of F
15.6. This deed shall be registered only in case of use pursuant t@A
5, Paragraph Il of Presidential Decree No. 131 of 26/04/198
amended, at the expense of the requesting party. Stamp cost

be borne by MSD.

16. PHARMACOVIGILANCE

16.1 Any adverse events collected in the study should be reported
accordance with the manner and timing better declined in the Proto

This Agreement is signed in English and Italian; in case of conflict,
the ltalian language prevails.




Letto, confermato e sottoscritto,

MSD ITALIA S.R.L.

Dr. Giorgio Ursillo il legale rappresentante p.t.

81,9(56,7%7 '(*/, 678", ', )2** [Dipattimento di
Scienze Mediche e Chirurgiche

Dr./Prof. Gaetano Serviddio *Direttore pro-tempore del Dipartimento di
Scienze Mediche e Chirurgiche

LY81,9(56, ®ichiara di aver preso visione e di conoscers
contenuto delle seguenti disposizioni, che espressamente app
VRWWRVFULYH DL VHQVL H SHU JOL HIIH
(Responsabilita e garanzie), 7 (Compliance), 10 (Risoluzione e reg
YRU]D PDJJLRUH &RQWLQXLW,|]
controversie) e 15.5 (Foro competente) di cui sopra.

81,9(56,7%$1T '(*/, 678", ',
Scienze Mediche e Chirurgiche

)2 **  Pipartimento di

Dr./Prof. Gaetano Serviddio *Direttore pro-tempore del Dipartimento di
Scienze Mediche e Chirurgiche

Read, confirmed and subscribed.

MSD ITALIA S.R.L.

Dr. Giorgio Ursillo +the legal representative p.t.

UNIVERSITY OF FOGGIA zDepartment of Medical and Surgical
Sciences

Dr./Prof. Gaetano Serviddio * director pro tempore of Department of
Medical and Surgical Sciences.

UNIVERSITY declares to have read and to know the content o
following provisions which expressly approves and subscribes pur,
to and for the purposes of art. 1341, paragraph 2, Italian Civil
articles 6 (Responsibilities and warranties), 7 (Compliance),
(Termination and withdrawal), 13 (Force majeure), 14 (Execy
continuity in case of disputes) and 15.5 (Jurisdiction) as above.

UNIVERSITY OF FOGGIA zDepartment of Medical and Surgical
Sciences

Prof. Gaetano Serviddio tdirector pro tempore of Department of Medical
and Surgical Sciences
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PROTOCOL SUMMARY

Title

The RISO study: Regional Immunization Strategies and
Operative models: state of the art of pneumococcal age
based and risk-group vaccination across the 21 ltalian
Regions

Supplier/Collaborator

Rosa Prato and Francesca Fortunato

Universita di Foggia

Rationale

To the present day, there is a lack of a complete picture of
how and where the pneumococcal sequential vaccination in
older adults and frail people is implemented and, if any, the
degree of difference in vaccination coverage the different
organizational arrangements play.

The understanding of strategies for offering and promoting
immunization programs as well as pathways, modalities of
calling, managing, and delivering vaccinationsis a key step to
improve the coverage rate and reduce the burden of SP-
related diseases.

Hence, a quanti-qualitative survey is designed to collect data
regarding the implementation and operative models of the
pneumococcal age based and risk-group vaccination in all 21
Italian Regions, also considering the availability of new
pneumococcal conjugate vaccines.

Primary Objective(s)

e To describe elements related to pneumococcal age based
and risk-group vaccination programs and
implementations, such as vaccination strategies and
pathways, network and operating procedures, training,
and campaigns.

e To investigate the presence of vaccination data
base/registry and its integration with other registry/data
base.
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e To describe the available data related to pneumococcal
VCRs.

Study Design

This is a quanti-qualitative survey study to be conducted
with an academic Institution through a search of official
regional documents on pneumococcal age based and risk-
group vaccination and “snowball” interviews to regional
vaccination referents and professionals of LHUs and
Hospitals based on a semi-structured questionnaire.

Study Population

21 Italian Regions

Study Duration

Approximately 1year since study start to final reporting

Exposure and Outcome

This study has no health outcomes.

Statistical Methods

The study results will be reported separately for each Region
or summarized in aggregate format with descriptive
statistics (absolute numbers, percentages, mean and
standard deviation).

The “free text” data not coded by the Investigators before
the data analysis will be presented in the form of listings.
No missing data imputation will be conducted given the
nature of the study. Anyway, the amount of missing data will
be assessed.

The statistical analyses will be done using STATA.

Sample Size and Power
Calculations

Not applicable

Limitations

Due to the voluntary participation, the representativeness
of all Italian Regions is not guaranteed. The not participating
regions will be described. Anyway, the documents search will
be performed for all regions.

Some missing data are expected for the failure for the
investigators to identify the most appropriate reference
persons for compiling the questionnaire. The direct
interview by trained personnel, along with the snowball
interview methodology, reduce the number of missing and
improve the quality of collected data.
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Despite this limitation we expect to collect a substantial
amount of data for the analysis to be informative. In
addition, the description of the amount of the missing data
could be itself interesting evidence to describe the real
Italian world and the current limitations of the vaccination
offer system.
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Background and Rationale

N Background

In Italy, the National Health Service has been decentralized since 2001. This endows all the 21
Italian Regional Health Authorities (RHAs) with the responsibility of organizing, delivering,
and allocating budget for all health services, including vaccination, with the strategic support
of the Ministry of Health (MoH).

The National Immunization Plan (NIP) provides national recommendations and lists the
vaccines to be provided by law free-of-charge across Italy to guarantee equity of access to all
population; RHAs autonomously plan the strategies for offering and promoting immunization
programs and manage the services delivered by their Local Health Units (LHUs) that are
committed to providing healthcare services to the population, including vaccinations.

Regarding pneumococcal vaccination, the current NIP (PNPV 2017-2019) recommends the
sequential administration of 13-valent pneumococcal conjugate vaccine and 23-valent
pneumococcal polysaccharide vaccine (PCV13 + PPSV23) in people aged 65 years (primary
cohort) and in people with risk factors starting from the 6th year of age. The vaccinations are
delivered by publicimmunization services and/or General Practitioners and/or Hospitals. The
degree of cooperation, the distribution of tasks and responsibilities and the operational
models implemented by these entities may vary among RHAs and LHUs and it’s also
presumable that different setting differently impact on the vaccination coverage rates

(VCRs).

In 2021, 20-valent PCV and 15-valent PCV were licensed by the Food and Drug Administration
for adults aged =18 years. In October 2021, the Advisory Committee on Immunization
Practices (1) recommended PCV15 or PCV20 for PCV-naive adults who are either aged 265
years or aged 19-64 years with certain underlying conditions; when PCV15 is used, it should
be followed by a dose of PPSV23 =1 year later. In 2022, the two new pneumococcal conjugate
vaccines were approved for use in adults by the European Medicines Agency (2,3) and by the
Italian Medicines Agency (4). More recently, the use of PCV15 was also approved in infants,
children and adolescents from 6 weeks to less than 18 years of age (3).

It is known that the updating PNPV 2020-2022 defines the national goals of the vaccination
policy and indicates the actions needed for their pursuit at a local, regional, and national level.
Its implementation undergoes monitoring and evaluation from the RHAs through a system of
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indicators, measuring not only the VCRs, but also the achievement of the consequent health
prevention objectives (5).

1.2 Rationale

To the present day, there is a lack of a complete picture of how and where the pneumococcal
sequential vaccination in older adults and frail people is implemented and, if any, the degree
of difference in vaccination coverage the different organizational arrangements play.

The understanding of strategies for offering and promoting immunization programs as well as
pathways, modalities of calling, managing, and delivering vaccinations is a key step to improve
the coverage rate and reduce the burden of SP-related diseases. The term “modalities of
calling" means the alternative paths/ways Local Health Units (LHUs) have to invite population
to receive immunization. For infants, for example, LHUs make an "active call" which means they
send a letter, e-mail, text message to infant's parent. In the letter/e-mail/text message are
included information about the diseases the immunization will prevent and about the vaccine.
Additionally, day and time for date are included. For at risk population and adults, almost no
LHUs make an "active call". Instead, they make what is colloquially defined as an "inactive call",
which means they provide information about the disease via informational campaigns and/or
they ask general practitioners to inform the population and/or they delegate generals
practitioners to deliver shots or they do not anyone of the above mentioned and wait for the
subject to reach spontaneously the LHU and ask for the vaccination.

Hence, a quanti-qualitative survey is designed to collect data regarding the implementation
and operative models of the pneumococcal age based and risk-group vaccination in all 21
Italian Regions, also considering the availability of new pneumococcal conjugate vaccines.

2  Objectives and Hypotheses
2.1 Primary Objective(s) & Hypothesis(es)

e To describe elements related to pneumococcal age-based and risk-group vaccination
programs and implementation, such as vaccination strategies and pathways, network
and operating procedures, training, and campaigns.
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e To investigate the presence of vaccination data base/registry and its integration with
other registry/data base.
e Todescribe the available data related to pneumococcal VCRs.

3 METHODOLOGY

3.1 Summary of Study Design

This is a quanti-qualitative survey study to be conducted with an academic Institution through
a search of official regional documents on pneumococcal age based and risk-group vaccination.
This mapping review will be performed to customize a semi-structured questionnaire to be used
during “snowball” interviews to regional vaccination referents and professionals of LHUs and
Hospitals. The snowball process implies that first line responders will actively assist in recruiting
second line responders in case formers do not have all the data needed to complete the survey.
The academic institution involved in the study is the Department of Medical and Surgical
Sciences (Unit of Hygiene) of the University of Foggia.
Academic Institution experts will:
e define the study semi-structured questionnaire in collaboration with the Sponsor
e perform a mapping review of official regional documents on pneumococcal age based
and risk-group vaccination
e recruit regional referents and professionals of LHUs and Hospitals participating in the
survey
e perform snowball interviews to complete data collection
e analyze the data
e prepare the results report
e disseminate the results in collaboration with the Sponsor.

Data of interest are partially reported in publicly available documents such as
recommendations issued by the Regions. Thus, performing a survey is the only way to obtain a
more complete picture of pneumococcal age based and risk-group vaccination programs and
implementation, allowing to collect existing data not otherwise accessible.

The recruitment of regional referents and professionals of LHUs and Hospitals will be
performed through a snowball sampling method starting from the list of members of
Interregional Committee for Prevention. LHUs are the local clinical office that perform
prevention activities in a defined location, among their activities they perform vaccination
campaigns.
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All referents will be invited, by email or phone contact, as applicable, to participate in the survey.
All referents and experts/professionals recruited by the formers for completing the data
collection at local level confirming their willingness to participate and providing their consent to
process personal data will participate. Two reminders will be made in order to increase the
response rate so to adequately depict the Italian status of art of all the 21 Italian Regions.

Experts, referents, and professionals are almost always part of the committees that make
decisions in the region therefore they will know about the point.

The survey is estimated to require about 20 minutes to complete. In addition to the time for
questionnaire/interview execution, each participant will be involved also for resolution of any
queries that might arise after data quality check.

The overall study duration will be about 12 months.

The planned study timeline is the following:

Participants (i.e., regional referents and professionals of LHUs and Hospitals) recruitment:
Q1-Q2 2023

End of data collection and validation: Q3 2023

Final report of study results: Q4 2023

3.2 Study Population

This study is aimed to collect data on the approach followed by the Regions and implemented
strategies at local level to offer and administer pneumococcal age based and risk-group
vaccination.

So, in the scope of this study the Regions can be considered as investigational subject.

The Region will be included if at least one expert (regional referent and/or professional of
LHUs and Hospitals) will confirm the willingness to participate and will provide written
informed Consent for personal data processing.

3.3 Inclusion Criteria

e Identification as experts, referents, and professionals for a single Italian Region or
Province
e Willingness to complete the survey
e Sign of the informed consent
All inclusion and exclusion criteria will be reviewed by the investigator or qualified designee to

ensure that the subject qualifies for the study
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e 3.4 Exclusion Criteria Absence of at least one of Inclusion Criteria

4  Variables and Epidemiological Measurements

The following variables will be collected directly by the investigators based on publicly
available regional recommendations and through interview to regional referents and
experts/professionals responsible for implementation at local level (hospital and/or Local
Health Unit) of regional recommendations.

e Region (name), personnel interviewed (role, affiliation)
e LHU (name), personnel interviewed (role, affiliation)

e Hospital (name), personnel interviewed (role, affiliation)
e Date of questionnaire completion (dd/mm/yyyy)

e Existing vaccination recommendations issued by the Region (YES/NO)
o If YES (data of the last recommendation referred to the NIP 2017-2019 and
subsequent should be collected):
» document ID code (free text)
* date of publication (dd/mm/yyyy)

e Target population to whom the pneumococcal age based and risk-group vaccination
programs are addressed (multiple choice of applicable NIP risk factors and age)
e Program start date (dd/mm/yyyy)
e Existing Operating Procedure to regulate the vaccination program (YES/NO)
o IfYES:
» document ID code (free text)
* date of release (dd/mm/yyyy)
Type of invitation to vaccination (active/inactive)

If active offer:

e Way of contacting for promoting vaccination [letter/telephone call/SMS/face to
face/other (free text)]
o If aprofessional is involved:
» Specialist/healthcare professional involved in promoting vaccination [General
practitioner/healthcare professional of LHU vaccination centre/Hospital
healthcare professional/other (free text)]
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*» Training for specialists/healthcare professionals involved in promoting
pneumococcal age based and risk-group vaccination from LHU/Hospital
(YES/NO)

e IfYES, indicate topics:

o Streptococcus Pneumoniae infection and related disease
(YES/NO)

o Vaccine (immunogenicity, efficacy, safety, SmPC)
(YES/NO)

o Other (free text)

e Re-contacting in case of Ist contact failure (YES/NO)
o IfYES:

* Way of re-contacting [letter/telephone call/SMS/face to face other (free

text)]

e Way of contacting for planning vaccination appointments [letter/telephone call/specific
website/face to face/other (free text)]
o If aprofessional is involved:

» Specialist/healthcare professional accountable for planning appointments
for vaccination schedule completion [General practitioner/healthcare
professional of LHU  vaccination centre/Hospital healthcare
professional/healthcare professional of rest home/other (free text)]

e Department/institution accountable for vaccine logistics [LHU pharmacy/Hospital
pharmacy/regional pharmacy/other (free text)]

e Specialist/healthcare professional accountable for vaccine administration [General
practitioner /healthcare professional of LHU vaccination centre/Hospital healthcare
professional/healthcare professional of rest home/other (free text)]

e Training for specialists/healthcare professionals accountable for pneumococcal vaccine
administration (YES/NO)

o If YES, indicate topics:
* Operating Procedure (YES/NO)
» Streptococcus Pneumoniae infection and related disease (YES/NO)
* Vaccine (immunogenicity, efficacy, safety, SmPC) (YES/NO)
» Other (free text)

¢ Schedule of vaccine administration:

o T1dose PCV

o Tdose PCV followed by 1dose PPSV23 =1 years later

o Tlor more doses PPSV23
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o 1 dose PCV followed by 1 dose PPSV23 =8 weeks later (adults with an
immunocompromising condition, cochlear implant, or cerebrospinal fluid leak)
o Repeated PCV vaccinations due to immunodeficiency
e Existence of electronic registry/data base for recording the vaccination status of the
subjects undergoing the program (YES/NO)

o IfYES:
» Recorded information (free text)
* Integration with other registry/data base (YES/NO/UNKNOWN)

Vaccine Coverage Rate by target population, for:

1dose PCV

1dose PCV followed by 1dose PPSV23 =1 years later

1or more doses PPSV23

1 dose PCV followed by 1 dose PPSV23 =28 weeks later (adults with an
immunocompromising condition, cochlear implant, or cerebrospinal fluid leak)

o Repeated PCV vaccinations due to immunodeficiency

O O O O

e Description of type of data used to calculate the VCR (numerator and denominator - free
text)

e Existence of periodic assessment of the VCRs (YES/NO)

e Existence of periodic assessment of the procedure (YES/NO)

e Main critical issues encountered in the implementation of the vaccination offer:
o Promoting vaccination (YES/NO)
» IfYES:
e Identification of Specialist/healthcare professional involved
(YES/NO)

e Specialist/healthcare professional training (YES/NO)
e Identification of way for contacting (YES/NO)
e Identification of target population for contacting (YES/NO)
e Other (free text)

o Planning vaccination appointments (YES/NO)

» IfYES:
e Identification of Specialist/healthcare professional involved
(YES/NO)
e Identification of way for planning vaccination appointments
(YES/NO)
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e Identification of target population for planning (YES/NO)
e Other (free text)
o Vaccination administration (YES/NO)
» IfYES:
e Identification of Specialist/healthcare professional involved
(YES/NO)
e Specialist/healthcare professional training (YES/NO)
¢ Identification of the site for vaccination administration (YES/NO)
e Vaccine purchase/distribution (YES/NO)
e Other (free text)
Data base registry/data base for recording the vaccination status (YES/NO)
Integration with other registry/data base (YES/NO)
Other (free text)

e Main key operational features of the implemented vaccination offer (free text)

e Existence of outreach campaign for pneumococcal vaccination strategy at local or
regional level specific for each target population (YES/NO)
o IfYES:
» Tools [social media/leaflets/TV and or radio/other (free text)]

e Existing vaccination offer in place before the one described above [YES/NO, If YES
specification of date of starting and details (free text)]

e Data sources used for compiling the questionnaire (free text)

The term “modalities of calling" means the alternative paths/ways Local Health Units (LHUs)
have to invite population to receive immunization. For infants, for example, LHUs make an
"active call" which means they send a letter, e-mail, text message to infant's parent. In the
letter/e-mail/text message are included information about the diseases the immunization will
prevent and about the vaccine. Additionally, day and time for date are included. For at risk
population and adults, almost no LHUs make an "active call". Instead, they make what is
colloquially defined as an “inactive call”, which means they provide information about the
disease via informational campaigns and/or they ask general practitioners to inform the
population and/or they delegate generals practitioners to deliver shots or they do not anyone
of the above mentioned and wait for the subject to reach spontaneously the LHU and ask for
the vaccination. 4.1  Outcomes
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This study has no health outcomes.

4.2 Covariates

Not applicable.

5  Study Flow Chart

Timing (approximate) - 2023

Activity Q1 Q2 Q3 Q4

Mapping review of official regional X
documents and relevant data collection

Identification of the regional referents and
professionals of LHUs and Hospitals X X
participating in the survey

Data collection through the snowball

interviews* X X
Data coding and analysis X
Final Report preparation X

* before recruiting any referent involved in data collection his/her consent to process
personnel data should be obtained

The reported timing is not mandatory but recommended to meet the overall study timelines.

6  Study Procedures

6.1  Study Procedures
The Study Diagram in Section 5 summarizes the study procedures to be performed.

Individual study procedures are described in detail below.

6.1.1 Administrative Procedures

01May2022 PDC_2 Restricted ©* Confidential — Limited Access 20



Confidential

Product: V114 Protocol/Amendment Version No.: 1

RevOps ID NO: NIS103239 CORE DRC Approval Date:22-JUN-2023

6.1.1.1  Protection of Human Subjects

This study will not require patient informed consent, because no patients are involved in the
study, however, the study will require informed consent of the experts. This study will not
require patient IRB/EC review because no patients are involved in the study.

See paragraph 6.1.1.2 and 9.1.4 for protection of personal information of personnel of
RHA/LHU/Hospital responsible for completion and reviewing of the questionnaire.

6.1.1.2 Mapping review

Before starting with data collection through the interview and in the scope of tuning the
interview, the Investigators will gather up (e.g., in the Institutional websites) the official
documents/data sources reporting the data of interest for the study. All data not included in
the source documents will be collected by interviewing the regional referents and professionals
of LHUs and Hospitals, as applicable.

6.1.1.3 Recruitment of participants

The recruitment of regional referents and professionals of LHUs and Hospitals will be
performed through a snowball sampling method starting from the list of members of
Interregional Committee for Prevention.

For each RHA/LHU/Hospital confirming willingness to participate, one or more questionnaire
compilers (i.e., personnel undergoing interview) should be identified.

Each compiler is responsible for the accuracy of the reported information.

Information sheet and informed consent form about personal data processing will be emailed
by the investigators and written consent should be obtained by each compiler before involving
him/her in any data collection related to the study. A faxed or scanned copy of the originally
signed document is acceptable.

Once a questionnaire compiler has been identified and consented to the processing of his
personal data, the investigator will illustrate the objectives of the study and will anticipate the
guestionnaire that will be the subject of the interview.

No incentive to complete the survey will be offered but responders will be acknowledged in the
publications.
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6.1.1.4 Interview

The interview will be performed by Investigators specifically trained on the study Protocol and
on the snowball methodology. During the interview, data will be collected by the Investigator
on the questionnaire or entered directly into the database.

6.1.1.5 Data coding, analysis and Final Report

See section 8.

/  Safety and Product Quality Complaint Reporting and
Related Procedures

7.1.1 INVESTIGATOR RESPONSIBILITY:

If adverse events (AEs) or product quality complaints (PQCs) are identified following use of
any Sponsor product, then the AE* and/or PQC must be reported according to Table 1. If any
health outcomes are described in section 4.1, they must be assessed for AE reportability
according to Table 1(refer to section 4.1 for more information).

*For the purposes of this protocol, the term “AE” collectively refers to the following
reportable events (refer to section 7.2 for definitions):

. Serious adverse events (SAEs), including death due to any cause
. Non-serious adverse reactions (NSARs)
. Special situations

AEs, PQCs, and AEs that occur in combination with PQCs, or spontaneously reported events,
should all be captured using the AE/PQC report form for each patient and reported according
to Table 1.

The investigator must evaluate each SAE for causality and record causality on the report form
for each SAE and NSAR reported.
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Patient reported outcomes/questionnaires/surveys which have the potential to collect SAEs
following the use of Sponsor product/s will be screened for SAEs, by the investigator or
qualified healthcare provider (or designee) and reported according to Table 1.

Table 1: AE and PQC Reporting Timeframes and Process for Investigators

AEs AND PQCs INVESTIGATOR TIMEFRAMES

Investigator to Sponsor [1]

SAE regardless of causality 24 hours from receipt

Serious Special Situation, regardless of causality

NSAR 10 CD from receipt

Non-serious Special Situation, regardless of
causality

PQC with or without an AE (SAE/NSAR/Special 24 hours from receipt
situation)

Follow-up to any AE-submit using above timeframes

BD-Business Day; CD-Calendar Day

Non-Sponsor Products: If the investigator elects to submit AEs/PQCs for non-Sponsor
products, they should be reported to the market authorization holder (MAH) for that
product or to the health authority according to the institution’s policy or local laws and
regulations.

[1] Investigator to Sponsor: AEs and PQCs for Sponsor products are submitted to Sponsor]
for reporting to worldwide regulatory agencies as appropriate

Submitting AEs and PQCs to Local Designated Point of Contact (DPOC): All AEs and PQCs
must be submitted to Local DPOC Mailbox FAX +39 06 36380 985 in English using the
AE/PQC reporting form.
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7.2 DEFINITIONS

7.2.1 Adverse Event (AE)

Any untoward medical occurrence in a patient or clinical investigation subject administered
sponsor’s product and which does not necessarily have to have a causal relationship with this
product. An adverse event can therefore be any unfavourable and unintended sign (including
an abnormal laboratory finding, for example), symptom, or disease temporally associated with
the use of the product, whether or not considered related to the product. Any worsening (i.e.,
any clinically significant adverse change in frequency and/or intensity) of a preexisting
condition that is temporally associated with the use of the product, is also an adverse event.

7.2.2 Adverse Reaction (AR); also referred to as Adverse Drug Reaction (ADR)

An AE which has a causal relationship with the product, that is, a causal relationship between
the product and the adverse event is at least a reasonable possibility.

7.2.3 Serious Adverse Event (SAE)/Serious Adverse Reaction (SAR)

An adverse event or adverse reaction that results in death, is life threatening, results in
persistent or significant disability/incapacity, requires inpatient hospitalization, prolongation
of existing inpatient hospitalization, is a congenital anomaly/birth defect, or is another
important medical event. Other important medical events that may not result in death, may
not be life-threatening, or may not require hospitalization may be considered an SAE/SAR
when, based upon appropriate medical judgment, they may jeopardize the patient or subject
and may require medical or surgical intervention to prevent one of the other outcomes listed
previously. Examples of such medical events include allergic bronchospasm requiring
intensive treatment in an emergency room or at home and blood dyscrasias or convulsions
that do not result in inpatient hospitalization.

7.2.4 Non-serious Adverse Reaction (NSAR)

01May2022 PDC_2 Restricted ©* Confidential — Limited Access 24



Confidential

Product: V114 Protocol/Amendment Version No.: 1

RevOps ID NO: NIS103239 CORE DRC Approval Date:22-JUN-2023

An adverse reaction that does not meet any of the serious criteria in 7.2.3.

7.2.5 Special Situations

The following special situations are considered important safety information and must be
reported, regardless of seriousness or causality, if the investigator becomes aware of them:

e Overdose

e Exposure to product during pregnancy or lactation

e Lack of therapeutic effect

o Off-label use, medication error, misuse, abuse, or occupational exposure
e Suspected transmission via a medicinal product of an infectious agent

e Unexpected Therapeutic Benefit/Effect

7.2.6  Product Quality Complaint (PQC)

Any communication that describes a potential defect related to the identity, strength, quality,
purity or performance of a product identified by an external customer. This includes potential
device or device component malfunctions.

7.2.7 Malfunction

The failure of a device (including the device component of a combination product) to meet its
performance specifications or otherwise perform as intended. Performance specifications
include all claims made in the labeling for the device.

7.2.8  Sponsor's product

Sponsor’s product includes any pharmaceutical product, biological product, device, diagnostic
agent or protocol-specified procedure, whether investigational (including placebo or active
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ALLEGATO 2
(Corrispettivo)

$ WLWROR GL FRQWULEXWR S
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importo complessivo pari ad Euro 65.116,00
IVA), corrisposto dietro presentazione di regol
fatture elettroniche, con le seguenti modalita:

1°) Euro 19.534,80 (piu IVA) alla ricezione dellg
lista definitiva dei destinatari dei questionari
prevista entro 2 settimane dalla firma del
contratto;

2°) Euro 13.023,20 (piu IVA) alla conferma della
raccolta del 50% dei dati previsti;

3°) Euro 13.023,20 (piu IVA) alla conclusione
della raccolta dati (100%);

4°) Euro 19.534,80 (piu IVA) alla consegna dg
Report prevista entro 12 mesi dalla firma del
contratto.

ATTACHMENT 2
(Consideration)

By way of contribution for the activity referred to
Article 2 of the Agreement, MSD will grar
UNIVERSITY a total amount of 65,116.00 eur
(plus VAT), paid upon presentation of regu
electronic invoices, as follows:

1°) Euros 19.534,80 (plus VAT) upon the receip
of the final list of questionnaire recipients
expected within 2 weeks of signing the contract;

2°) Euros 13.023,20 (plus VAT) upon
confirmation of collection of 50% of the expected
data;

3°) Euros 13.023,20 (plus VAT) upon completior
of data collection (100%);

4°) Euros 19.534,80 (plus VAT) upon delivery of
the Report expected within 12 months of signing
the contract.
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