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Contract

between

THREEWIRE GrnbH
Eschersbeimer Lanclstrasse 14, 60322 Frankfurt ani Main, Gcrmany

- hereinafřer referred to as TH REEWIRE -

and

Kyjov 1225
Nemocnice Kyjov, příspě vkováorganizace, Stráž ovská1247/22, 697 01 Kyjov

- hereínafcer refcrred to as STUDY SITE —

PREAMBLE

This concems the following A PRASE 3, PLACEBO-CONTROLLED, RANDOMJZED,
OBSERVER-BLINDED STUDY TO EVALUATE THE EFFICACY, SAFETY, AND
TOLERABILITY OF A CLOSTRIDIUM DIFFICILE VACCINE IN ADULTS 50 YEARS
OF AGE AND OLDER (hereinaier the STUDY), Sponsor; Pfizer Inc. 235 East 42nd Street
NY, NY 10017, The United States ofAmerica (hereafer referred to as the “ Sponsor“ )

IN CONSEQUENCE THEREOF, THE PARTIES HÁ VE AGREED AS FOLLOWS:

1 - Object

1.1 The object of this agreement (the “ Contract“ ) is that the STUDY SITE alb eates a
qua1ifed person (ENROLMENT ASSISTANT) to the STUDY SITE in order to provide it
with needed assistance regarding to the services described herem.

1.2 The STUDY SITE assures that the ENROLMENT ASSISTANT holds the required
skiHs, qualifkations, diplomas and authorisations to practicc as such In the coimtry where the
STUDY SITE is located and to provide the services described In Section 2 below.

2 - Serviees

The ENROLMENT ASSISTANT shall provide to the STUDY SITB the services as set forth
In Annei 1 (the “ Serviees‘),

3 - CompHance

3.1 The parties shall comply with au apphcable national laws, regulatíons, and guidelines
when performing this Contract.

3.2 The STUDY SITE shaH ensure that au access to patient mes, collecting and processing
of confldential patient infonnatíon shall be In accordance with au applicable rules and
guidelines of data pň vacy as demanded by the STUDY SITE.

3.3 the STUDY SITE assures that the ENROLMENT ASSISTANT will not sign patients
on an informed consent form.
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4 - Iustructions and Supeiwision

4.1 The parties to this Contract agree [hat the ENROLMENT A$SISTANT works for the

STUDY SITE and is eiclusively subject to the instructions and supervision Of the STUDY

SITE with regards to the Services, in particular with regard to the access, review, and

processing ofdata, documents, dossiers and other patient TCCOTdS or les.

4.2 The Study Site agrees to charge THREEWIRE eiclusively for the provision of the

Serviccs dcscribed in this Contract.

5 - General Obligations ofthc STUDY SITE

5.1 The STUDY SITE is obligated to make alT the iiecessary arrangements so that the

ENROLMENT ASSISTANT can carry out the Services iii accordance with this Contract.

For this purpose, the STUDY SIlE shall rnake a suitable workplace available for the

FNROLMENT ASSISTANT, where patient-related data, dossiers and other records or tes

can be reviewed and exarnined by the FNROLMENT ASSISTANT. The STUDY SIlE shall

assure that the ENROLMENT ASSISTANT has access to hisfhcr workplace and the relevant

data and documents during the STUDY $ITE‘S normal business hours.

5.2 The STUDY SITE will control au personal data ofpatients collected and processed by

the ENROLMENT ASSISTANT. Bcforc the ENROLMENT ASSISTANT starts providing

the Services, the STUDY SITE shall conclude with the ENROLMENT ASSISTANT a data

processing agreement and a confklentiality agreement iii accordance with the applicable rulcs

on data privacy. The STUDY SITE appoints:

Contact person:

as the contact person for the ENROLMENT ASSISTANT, who shall support the

BNROLMENT ASSISTANT especially for questions about technical issues and

arrangements.

5.3 The STUDY SITE shall report on a weekly basis to THREEWIRE the outcorne Of

cach Potential Study Participant.

5.4 The STUDY SITE shall add the ENROLMENT ASSISTANT‘s details to Sponsor Site

Delegation Logs and any other logs and reports.

6- General ObHgations ofthe ENROLMENT ASSISTANT

6.1 The ENROLMENT ASSISTANT Is not authorised to remove data, documents,

dossiers or other informatíon media om the assigned workplace. The ENROLMENT

AS$ISTANT does not baye pennission to make copies, etc. unless the STUDY SIlE has

given prior eiplicit perrnission.

6.2 With regards to handling patient mes and data, the FNROLMENT ASSISTANT Is

subj cet to the instructions and supervision of the STUDY SITE. The ENROLMENT

ASSISTANT agrees to comply with the instructions frorn, and the intemal regulations that are

applicable at, the STUDY SITF.
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6.3 The ENROLMENT ASSISTANT shall report each week to THREEWIRE about how
the Services are progressing (as set forth in Anriei 1 hereinafccr “ Serviccs“ ).

6.4 The ENROLMENT ASSISTANT is not authorised to sign paticnts on tbc Inforrncd
Consent. This is the sole obligation ofthe STUDY SITB.

7 - Compensation

The parties to the Contract agree that THREEWIRE sball providc compensation as specified
in Annex 2 hereto, which forms part oftbis Contract.

8 - Confidentiality

8.1 THREEWIRE, the ENROLMENT ASSSTANT and the STUDY SITE are mutuafly
obligated to rnaintain in strict confidence any inforrnation ofwhich they become aware whilst
fmplcmenting this Contract. This applies, in particular, to the personal data ofthe patients of
which the ENROLMENT A$SISTANT becomes aware in relation to and during his/her
Services iii accordance with this Contract.

8.2 The STUDY SITF acknowlcdgcs and agrces that, in accordance with applicable
legislation, the ENROLMENT ASSISTANT is not pennitted to collect, process or use the
personal data of which hetshe becomes aware in relation to and whilst pcrforming the
Services for any purpose other than for the correct performance of bis/her Services under this
Contract. In particular, the transmission ofpersonal data to tbird partics is not pcrmittcd.

Au documents, which contain or may contain personal data, must bc stored in such a way that
they are protected agaiiist access by unauthorised persons.

Furtherrnore, the BNROLMENT A$SISTANT shall observe au other data protection and
safety regulations and instructions which are given by the STUDY SITE, are contairied iii the
data processing Agreement, or are applicable in the STUDY SITE.

The STUDY $ITF shall assure tbat the ENROLMENT ASSISTANT has been trained in how
to treat corr%dential patient data as well as on the applicable statutory regulations before
pro ceeding with such identification.

8.3 The above commitments shail aiso continue to apply for a period of 30 years aftcr the
provision Of au the Services or the termination ofthe present Contract.

9 - No Guarantee

Neither THREEWIRE nor the STUDY SIlE warrant or guarantee that the WOFk of the
ENROLMENT ASSISTANT will lead to the identifkation ofPotential Study Participants.

10 - Term and Termination

10.1 This Contract is initially concluded for a period Of 24 weeks. The Contract cornes into
effcct on signature date.
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10.2 This contract covcrs a maximum of 192 hours for conductfng the foHowiig. The parties

to this Contract may eXtend the term of the Contract by written agreement beforc the

eXpiration ofthe initial contractual term.

10.3 The Parties to the Contract may terminate this contract with a 7 day written notice.

10.4 The right to terrnination ofthe Contract for matena! breach remains unaffected. Any

notice shafl be served by registered letter.

10.5 Shoulcl the THREEWJRE terminate this Contract because of circurnstances that are

causcd by the ENROLMENT ASSISTANT or his/her bchaviour, the STUDY SITE sbal! have

the opportunity to appoint a different ENROLMBNT ASSISTANT within a period of 14

calcndar days, who will take the place ofthe ENROLMENT ASSISTANT workiig under the

present Contract.

10.6 In the event that the present Contract is terminated, then the ENROLMBNT

ASSISTANT shall:

- Submit a report to the STUDY SITE that docurnents the results ofthe BNROLMENT

ASSISTANT‘S Services up to the time that the tennination comes into effect. The

ENROLMENT ASSI$TANT will inform THREEWIRE ofthe submission date ofthis

report to the STUDY SITE and of the number of patients that were identified as

Potential Study Particípants.

- Warrant to the STUDY SITE and to THREEWIRE by means ofa written declaration

that no pcrsonal data obtained in relation to and during the implementation of this

Contract, are in the possession ofthe ENROLMENT ASSISTANT. This aiso applies

to such personal data recorded by the ENROLMENT A$SISTANT as part of his/her

own note, regardless of the type of note. The ENRQLMENT ASSISTANT will

warrant to the STUDY $ITE and THREEWIRE in writing that such notes baye been

destroyed.

10.7 If required, this contract wilt come to Term only afer Approval or Con1rmation Of

Receipt Is received by a competent Ethics Cornmittee.

11 No inducement to Prescribe Or Purchase

The parties confirm that the conclusion ofthis Contract has no influence on sales transactions

and, in particular, with regards to procurement processes/pricing iii comiection with the

STUDY 51fF and that there are aiso no expectations in this regard. Furthermore, the parties

confrm that the conclusion Of this Contract and the services beirig delivered thereunder are

not intended as an incentive for a preferred prescription and/or use and/or recomrnendation of

certain medicines and/or other products.

12 MiseeHaneous

No failure or delay by a Party to exercise any right or remedy provided under this Agreement

or by law shall constitute a waiver ofthat or any other right or remedy, nor shall it prevent or

rcstrict the further eiercise of that or any other right or remedy. No single or partiai eiercise
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ot such right or remedy shall prevent or restrict the further exercise ofthat or any other right
or remedy.

Shoulcl otic or more provision of this Agreement become ijwalid, the remainng provisions
shaH remain valid and iii full force and effect. The Parties agree to replace such an invalid
provision by a valid otic wbich takcs the originally intended economic, legal and other
objectives of the Parties with regards to this Agreement into account.

fbis Agreement, including au attachrnents and appendices, constitutes the entire Agreement
between the Parties with respect to the subject rnatter hcrcof and supersedes and eitinguishes
au previous Agreements, prornises, assurances, warranties, representations and
understandings between them, whether written or oral, relating to its subject mattcr. Any
amendments of or supplements to this Agreement rnust be made in writing to be valid; this
requirernent may solely be waived in writing.

This Agreement and any dispute or claim arising out of or in connection with it or its subject
matter Or formation (including non-contractual disputes or claims) shall be subject to German
law without regard to any provisions referring to the law of another country. The venue for
disputes emanating from this Agreement shall be Frankfurt/Main, Germany. Notwithstanding
the prior sentence, the parties agree to resolve any disputes between them in connection to this
Agreement tlirough binding arbitration conducted in the English language before a single
arbitrator in Frankfurt/Main, Germany. It is highlighted that either party may conduct such
arbitration via tele/video-conferencing, or physical appearance by the Party and/or his
representative Is not required.

The Parties hereby declare that they baye read through this Agreement Prior to signature
thereof and that it has been concluded following mutual discussion, iiee1y and of their own
volition, de1nitively and solemnly, and that they baye the full authority to sign this contract
on behalf of thdr organizations, In witness whereofthey have hereunto set their signatures.

DATE AND SIGNATURES

BY DATE: S1GNATURE:
STUDY SITE

L/‘N

THREEWIRE.
4April2018

(acknowkdgmentonly):
R
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Annex I

The ENROLMENT ASSISTANT shall provide the following services:

A. General Seiwices

1. ldentify, according to the STUDY SITE request and on the basis of aH the doeuments

provided by it, patients of the STUDY SITE who can be eligible for participation in the

STUDY (the ‘Potential Study Participants‘);

2. Create a fiill database ofPotential Study Participants (the ‘Patients Database‘);

3. Providing phone Screening to patients who can be eligible for partieipation iii the

STUDY (the ‘Potential Study Partieipants‘) this may include patients who are already

included in the STUDY SITE database or self-refened patients from communíty hospitaIs or

media outreach;

4. Correspondingly to the STUDY SITE request, scheduling screening meetings and enter

the information coHected there*om the Patients Database juto the rny-patient.com or into

any other altemative data conservation program provided to them;

5. Provide a reminder to Study Participants regarding screening meetings attendance as

weil as ahemative site visíts, au which in addition to a complete study related repoits and

logs.

6. Assist and advice the Study Participants in the completion of study related

documentation and compliance with study pro cedwes.

7. Communicating with referral sites in the vicinity ofthe Study site in order to facilitate

referrals ofPotential Study Partieipants. The rnentioned above may hclude phone reminders,

visits and distribution of approved Study Materials.

8. Coordinathig the process of transferring patients fřom a referral site to the STUDY

SITE.

9. At the request of the STUDY SITE, the ENROLMBNT ASSISTANT shall eXamine

patient-related data, documents, dossiers, and other records or Eles, which are made

available to himlher by the STUDY SITE, with the objective of determining whether the

patients can be eligible for participation in the STUDY (the ‘Potential Study Participants‘).

B. Patients Database

1. AÜ er having identifkd Potential Study Participants pursuant to Section 4 above, the

ENROLMENT ASSISTANT shall enter eeitain oftheir personal data into a patient database

to be held at the STUDY SITE (the “ Patients Database“ ). This Patients Database will

inelude for each Potential Study Partieipant: the name, gender, birth date, address, city or

town of residence and contact data (general patient information) as well as the state ofhealth

and any eXisting illnesses (health-related patient information).

2. The results of the ENROLMBNT ASSISTANT‘S work shall be made available

exclusively to the STUDY SITE, in the form ofthe Patients Database.
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3. The ENROLMENT ASSISTANT shnil generate, at regular intervals, progress reports
allowing THREEWIRE to monitor progress In the provision of the Scrvices. The STUDY
SITE and the ENROLMENT ASSISTANT shall assure that these reports only contain
aggregated data without any personal data and tbat no conclusions can be drawn at any time
about the identity ofindíviduai persons.

C. Pre-Screening of Potential Study Participants

1. The BNROLMENT ASSISTANT will contact Potential Study Participaiits at the request
ofthe STUDY $ITE and record iii the Patients Database whether they can be eligible for the
STUDY. The ENROLMENT ASSI$TANT shall record the date and time of any contact
with a Potentiai Study Participant. He/shc shall aiso record whether the Potential Study
Participant being approached has an interest in participating in the STUDY and, If the
Potential Study Participant does not have such interest, the reason for this decision.

2. At the request of and in coordination with the STUDY SITE, the ENROLMENT
ASSISTANT shall rnake an appointment between the STUDY SITE and tbc Potential Study
Participants who baye shown interest in participating In the STUDY, for the purpose of
dctermining whether they should be includcd in the STUDY. The date of the appointment
shail be entered into the Patients Database.

3. The outcome ofthis exercise to determine inclusion shail be documented In the Patients
Database. If inclusion ň i the STUDY is not possible based on the outcome of the above
eIercise, the BNROLMENT ASSISTANT shall then record the reasons thereof into the
Patients Database.

D. Cornrnunicate and coordtnate reci uitment related actívities with referral physicians.
1. ENROLMENT ASSISTANT will at the request of the study site will coordinate
recruitmcnt activities with referral practices. These tasks will include infonrting referral
physicians regarding the Study providing informational rnaterials to referral physicians and
visiting referral physicians.

2. ENROLMENT ASSISTANT will not review patient confidential information at referral
hospitals without receiving Patient consent. ENROLMENT ASSISTANT and STUDY $ITF
assure that only approved study materials are used.
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Annex 2

The parties to the Contract agree that THREEWIRE shafl cornpensatc the STUDY S1TE and

the STUDY S1TE shall compensatc tbc ENROLMENT ASSÍSTANT for the Scrvices

performed by hirnlher in accordance with the Contract.

1. THREEWIRE agrees to paythc fotlowing arnount:

€ [18] (in words: [eightccn] Euro) per hour for work cicluding statutory VAT.

€ [171 (In words: [seventeenJ Euro) per bour as overhead costs excluding statutory

VAT.

Total of € [35] (iii words: [thhty-fveJ Euro) per hour eicluding statutory VAT

2. The amount has to be paid by THREEWIRE within 30 days afler receiving the invoice

to the following bank accomt:

Account holder: Nemocnice Kyjov, příspě vkováoľganizace

Bank: Komerě ni banka, a.s.

Bank code;

Account No.:

SWIFT No.:

3. The ENROLMENT ASSISTANT acknowledges and agrees that hetshe Is not entitled

to arty compensation from THREEWIRE/ for the Services provided under tuls

Contract and, In particuar, that is not entitled to any compensation frorn the

THREEWIRE over and above the deIined In this Contract.

4. The STUDY SITF/ Is solcly rcsponsible for the payrnent of au federal, state, and local

taxes or fees.

5. No cornpensation will be provided to the ENROLMENT AS$ISTANT for

activities/hours reported prior to full eiecution of this contract, as deterrniiied by the

signatures/dates of aH parties involved.
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I1íEH ‘ lírE
We dtIivu LÍonL,

ThreeWire Enrollment Assistant Scope and Responsibílities Document

Study Site Name ID: Nemocnice Kylov 1225 Study Site Location: YJ2Y

Principal Investigator: Study Coordinator:

The purpose of this document is to outline the roles and responsibilities of a ThreeWire Enrollment AssistantT
fEA) based on the needs of the study site listed above. Additional duties beyond this scope require prior
approval from the ICON-Pfizer team.

A. Role ofthe Enrollment Assistant to be performed by:

El ThreeWire provided EA

El Nurse

El Other Healthcare Professional (describe):________________________

El Study síte identified resource

í] Exísting síte employee to work additional hours, evening or weekends

El EXisting site employee to dedicate a portion of eXisting working hours to this
program

El Temporary additional resource retained by the study site

El
Other:

______________________________________________________

B. The planned services to be performed by the Enrollment Assistant include (select a/I applicab/e):
El Chart Review

Electronic/paper - on site

El Review at a referral clinic

El Pre-Screeningand Follow-up

Pre-screening for eligibility to protocol
Mailings to pre-qualified patients

Medical record retrieval

El Scheduling appointments

El Appointment reminders

El Other— please describe:

_______________________________

El Media Referral Follow-up

El Comrnunity Outreach

El Community awareness by posting approved study materials in appropriate locations
El Plan and coordinate community outreach events
El Attend community outreach events

El Connect with community members to generate referrals and raise awareness ofthe
study

El Other:

________________________________

) 20]? Th,-cewž re Inc. Alt rights rc‘n ed. 1,1 ‘zzh, title, and interest in and to 1l specticad oas, ideas and conceras contained hecem slinil ot alt times 1‘ and remain‚esrd in Three Wíre Any persons i,ith access to rhis document shnil not retoin, ase or disclose any ofsizch i,‘o,k preduci citho,a TlreWire ‘s prior a rhte,i consent.Cov,ncd by VS. Patent No. 7,499866.



hrE:. Mt
W dü vor pcinci‘

C. Hours and Duration of Support (initialallotment 192 hours)

Rlanned hours per week: max 15 hours

LI Planned days per week:

____________

D. Facility

D

D

D

information: Please answer the following (applicable to ThreeWire provided EAs):

Is a work station with a computer and a phone available? ves

Is EMR access required? (If chart review Is a duty) ves

Is a badge required for access into the building? no

E. Training Requirements and Responsibilities

AM EA‘s will be traíned by ThreeWire on indices I, III and V.

The study síte is responsible for indices II and IV.

Training to be Provided and/or

Index Area ofTraining Documented_by:____________

ThreeWire Study Site Spon sor

I Good Clinical Practices D D

II Patient Prívacy D D

lil Study Protocol D D

IV Site specific training 8. Study operations and logistics D D

V Reporting
D D

Please complete and sign the respective section below to acknowledge that you have been informed of and

agree to the plan described above for Enrollment Assistant support for the B5091007 protocol at this study

site:

Study Site Rep resentative

‚
Title

Signature

(%C
Date

ThreeWire, GmbH. Representative

Title

Signature

Date

{ 2t)J 7 Thjeejĺ ire Inc. Al! rights resenedAU rihs, tide, and interest in and w nil spcciEcanorn. ideas and conCe,sss concained iie,ein slinil ata!! Ý ines be and re,,,ain

vestce! in ThreeWire. Any persona it‘!rh access to this docunient shnil not retain. use or disci ose anc ofsnch it‘nrkprcduct withoiu ThreeJľ ,re ‘sprzor cen/ten :oi‘sert

Covrred by U,S. Pateru No. 7,199,866.


