Materlal Transfer Agreement (MTA)
for Biological Materlal and Research Data

UNIVERSITATSKLINIKUM HEIDELBERG (UKHD), the Coordinator

and

INSTITUTO NACIONAL DE ENFERMEDADES NEOPLASICAS (INEN), the Research
Partner, ‘

enter into the following agreement, which complements and speclfies the Consortium
Agreement, whereby UKHD will transfer the funding for the implementation of the project

INEN agrees to recrult the following patients per year during a complete recruitment
period of four consecutive years:
- atthe INEN In Lima, Peru: 120 GBC patients
- at the Instituto Reglonal de Enfermedades Neoplasicas (IREN) Sur in Arequipa,
Peru: 600 patients with gallstones and 40 GBC patients
- atthe IREN Norte in Trujillo, Peru: 60 patients with gallstones and 60 GBC patients

Data will be continuously transferred from the recrultment centers to UKHD through an
automated data collection system or, exceptionally, as printed patient interviews, case
report forms, Information on the blological material and food frequency questionnaires,
Biologlcal samples will be shipped 3, 6, 12, 18, 24, 30, 36, 42 and 48 months after the

start date of recruitment.

An initial budget covering the estimated recruitment costs for the first 6 months will be
transferred to.INEN's bank account (Instituto Nacional de Enfermedades Neoplasicas,
Banco de la Nacién, account number 00000862304, interbanking account number 018-
000-000000862304-03, swift code BANCPEPL) to enable the start of the project,
Subsequent payments will be made at months 6, 12, 18, 24, 30, 36 and 42 based on the
actual number of recruited patients, and material and data transferred to UKHD (Figure

1).
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Figure 1: Shipments and perlodic payments throughout the project



2.

For the patient recruitment during the first six months, INEN will receive the following

payments:
a. Salary of personnel at the INEN
Administrative support 500 Eur
Study nurse S0 Eur/patlent x 60 patlents = 3000 Eur

Salary of study nurse at the IREN Sur 791 Eur/month x 6 months = 4748 Eur
Salary of personnel at IREN Norte

Study nurse S0 Eur/patient x 30 patients = 1500 Eur
b. Equipment and consumables . 4250 Eur
c. Sample shipments 1333 Eur
d. Data retrieval 1000 Eur
Total for 6 months 16329 Eur

According to the following anticipated distribution:
Payment in kind: Equipment and consumnables, sample shipments (5583 Eur)

Payment in cash: Personnel salaries and data retrieval (10746 Eur)

In addition.ta.the periodic payments associated to the patient recruitment, UKHD will
transfer the following budget to the INEN in order to financially support a2 PhD student
during the first year of research at EULAT Eradicate GBC:

Salary of PhD student 791 Eur/month x 12 months = 9492 Eur

1. Material. The material covered by this agreement includes human blood and its
derivatives, saliva, urine and feces appropriately collected by and stored at INEN as part
of the EULAT Eradicate GBC project. A detailed description of the material is attached
hereto as ANNEX 1, including the type and amount of material considered in this
agreement.

2. Purpose for Transfer. UKHD and INEN will use the material only for academic
research pufpoSes and will not use the material for any commercial purpose. In particular,
UKHD and INEN will not use the material in any research that is subject to consulting or
licensing obligations to any for-profit organizations. Furthermore, it will not conduct
contract-research to screen compound libraries, to produce or manufacture products for
general sale, or to conduct research activities that result in any sale, lease, license, or
transfer of the materlal to a for-profit organization.

3. Use of the Material. The material shall be transferred to UKHD as part of the EU-
funded action EULAT Eradicate GBC to fulfill the aims of the project as outlined In the
Grant Agreement. The samples shipped to UKHD may be used, under the direction of or
in collaboration with Dr. Lorenzo Bermejo at the UKHD, including the transfer, in
pseudonymized form, to other academic or non-profit institutions as part of collaborative
non-profit research. Proposals on the use of samples stored at the INEN should be made
to the Execifti& Board of EULAT Eradicate GBC, which will review them and decide on
approval/disapproval. All material will be used under suitable containment conditions and
will not be used in any manner in or on human subjects, in clinical trials, or for diagnostic
purposes Involving human subjects. The UKHD and the INEN agree to use the materia|
in compliance with all applicable statutes and regulations, such as, for example, those
relating to research involving the use of animals or recombinant DNA and Including
General Data Protection Regulation (GDPR) by the EU, Guideline for Good Clinical
Practice (GCP) of the International Conference on Harmonisation (ICH) of Technical
Requirements for the Registration of Pharmaceuticals for Human Use and other generally
accepted applicable Guidelines of the ICH or the European Community and in compliance

e



3.

with the respective study protocols and the informed consents of the patients. Further,
the material will be used solely in accordance with the approval letter of the ethic
commissions responsible for INEN,

4, Data, The data covered by this agreement is data associated with the study
designated in paragraph no. 1 (Material) above. The conditions of transfer and the

apply likewlise to the data, As data, in contrast to material, does not need to be materlally
divided and allocated, INEN wili fransfer to UKHD all relevant data including patlent
Interviews, case report forms, information on the blological material and food frequency

questionnaires.

5. Publication. Dr. Lorenzo Bermejo will coordinate the scientific publication of
results within the EU-funded action EULATE Eradicate GBC as part of a research
collaboration among the participating researchers and include the appropriate INEN
authors and attribution, where applicable applying the guidelines of good sclentific
research (e.g.-«ICMJE) and consistent with the Publication Policy outlined In the
Consortium Agreement, Statistical methods research may not requlre collaboration or co-
authorship, but the researchers providing the material and data shall be informed if their
provided data will be sought for that purpose. [n any publication proper acknowledgment
shall be made for the contributions of each party and the source of the material and data.
The scientific publications within the EU-funded action EULATE Eradicate GBC will be
coordinated by means of a Manuscript tracking list (see ANNEX 2), Manuscript proposals
should be made to the Executive Board, which will review them and decide on
approval/disapproval. The applicants of approved proposals will be granted a 18-month
period for manuscript publication. After this period, the approved manuscript proposal will
be opened to all the Consortium particlpants.

6. No Warraqty. The material/data is understood to be experimental In nature and
the material fhay'have hazardous properties. INEN commits to collect the material and

claims or damages, including attorneys' fees, resulting from, arising out of or in any way
relating to UKHD's use of the Material, except to the extent permitted by law when caused
by the gross negligence or willful misconduct of the INEN.

8. Applicable Law. This agreement and its performance shall be governed under the
laws of Germany. The parties shall endeavour to settle their disputes amicably. If, and to
the extent that, any such dispute, controversy or claim has not been settled pursuant to
the mediation within 60 calendar days of the commencement of the mediation, the courts
of Heidelberg shali have exclusive jurisdiction.

The parties to this agreement, UKHD and INEN, hereby Indicate thelr agreement to the
terms by affixing the signature below of an appropriate representative or officer who s
specifically authorized to executs documents of this type.,



UNIVERS}_T@ISKLINIKUM HEIDELBERG (UKHD)

Signature: /g ‘ L\,{\)

Name: R\ . Waacns, e

Title: Scientific Director

Date: NL. 3 .20 _
" 04 ) )\ ) / Universitétsklinikum Heidelberg

Signature: [ 44 ;‘;:.."Ls{m S % KO anaehien Kaufasemigchnn Direkics

LT e el Manmiul Mesanex

Name: Dipl.-Kfm. HartmutMasanek .. bt sz soer P 07
Title: Acting Business Director B13C e g
Date.' /(0 -Cg 2@ =T l‘.,,.r,-.‘.n:‘."“'l-.!-h':.'-a-'-:r:\:f'ri-}_;“_“:.!;‘:_:r;‘ "‘-."-."-“-'E'-":::h'-‘Fc'.'"-'ulm!‘-

Title: UKHD-Scientist

Signature: B i
Name: Prof. Dr. Justo Lorenzo Bermejo (/’ ’\
P
el
Date: x5 .3 .20 N

INSTITUTO NACIONAL DE ENFERMEDADES NEOPLASICAS (INEN})

GR

Signature:
Name: Dr. EDUARDO FAYET MEZA
Title: Jefe Institucional

INSTITUTO RACIONAL DE ENFERMEOADES KEOPLSICAS

Date:
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P[rupqsai numbar: 825741 — EULAT Eradicate GBC — H2020.5C 1~BHC—2018—2020IH2020-SC1-2018-Singre—5|aga-
RTD

DECLARATION OF HONO UR

(1o ke fillee ot by the applicent and signed hy its fegal representati ve)

l, the undersigned:

] for natural persons: in m ¥ own name
or T
.4 for legal persons or ‘legal entities without legal personality'!: representing the following

legal person/entity without legal personality:
INSTITUTO NACIONAL DE ENFERMEDADES NEOPLASICAS-INEN
AV ANGAMOS ESTE 2520 URB LA CALERA DE LA MERCED
LIMA
Peru
VAT number PE205 14964778
hereby certify
that (subject to the additional declarations below):

I'—the information provided in the Participant Portal for the grant agreement preparation is correct
and complete;

2 — the information concerning the legal status given in the Beneficiary Register is correct;

33— my organisation commits to comply? with all the el igibility criteria, as defined in the work
programme and the call for proposals;

4 — my organisation;
= is committed to participate in the action;

« has stable and sufficient sources of lunding to maintain its activity throughout jis.
participation in the action and to provide any counterpart fund ing necessary, and

= has or will have the necessary resources as and when needed 1o carry out its involvemen,
in the abovementioned action;

Sce Article 131(2) of the Regulation (EU, Euratom) No 966/2012 of the European Parliament and of the Coungil o
25 October 2012 on the financial rules applicable (o the general budget of the Union and repenling Council Regulation
(EC. Euratom) No 160572002 (0J L2938, 26.10.2012, p.1) and Article 198 of tlye Commission Delegated Regulation
(EUY No (268/20:42:61 29 Octaber 20(2 on the rules of application of Regulation (EU, Euratom) No 966/2012 of the
Furopean Parliament and of the Council an the financial rules applicable to the general hudget of the Union (0 1,
362, 31122012, p. 1). v

‘commits to comply means that | comply now and will comply for the duration of the grant agreement concluded with
the Cemmrission should g grant be awarded,



Proposal number: 825741 — EULAT Eradicate GBC — H2020-SC1-BHC-2018-2020/H2020-5SC1-2018-Single-Stage.

RTD

S

my organisation is not in onc of the situations which would exclude it from receiving EU grants’.

f.e. it:

is not bankrupt or being 'wound up, is not having its affairs administered by the
caurts, has not entered into an arrangement with creditors, has not suspended business
activities, is not the subject of proceedings concerning those matters, or is not in any
analogous situation arising from a similar procedure provided for in national legislation
or regulations;

it {or persons having powers of representation, decision making or control over it) have
not been convicted of an offence concerning their professional conduct by a judgment of
a competent authority of a Member State which has the force of res judicata;

has not been guilty of grave professional misconduct proven by any means which the
Conumission can justify including by decisions of'the EIB and international organisations;

is in compliance with its obligations relating to the payment of social security
contributions and the payment of taxes, in accordance with the legal provisions of the
country in which it is established and with those of the country of the authorising officer
responsibie and those of the country where the action is to be performed;

it {or persons having pawers of representation, decision making or control over it)
have not been the subject of a Judgment which has the force of res Judicata for fraud,
corruption, involvement in a criminal organisation or any other illegal activity, where
such illegal activity is detrimental to the EU’ financial interests;

is not currently subject to an administrative penalty under Article 131(5) of Regulation
(EC, Buratom) No 966/2012;

is not subject to a conflict of interest in conneetion with the grant;

will inform the Commission, without delay, of any situation considered a conflict of
interests or which could give rise to a conflict of interests;

has not granted and will not grant, has not sought and will not seek. has not attempted
and will not attempt to obtain, and has not accepted and will not accept any advantage,
financial or in kind, to or from any parly whatsoever, where such advantage conslitutes
an illegal practice or involves corruption, either directly or indirectly, inasmuch as it is
an incentive or reward relating to the award of the grant;

has not made false declarations in supplying the information required by the Commission
as a condition of participation in the grant award procedure or does not fail to supply

this information.

6 — Twill inform the Commission ofany other grant applications or grants from the EU or Furatom

-

budget related to this action.

Par ey 43S

my organisation is aware that the Commission may impose administrative or financial penaltics®
on legal entities which:

! See Article 131(5) of Regulation (EU, Euratom) No 966/2012.
* Sec Article 131(5) of Regulation (EU, Euratom) No 966/2012.

$a5 ry T
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that;

- are guilty of'misrepresentation in supplying the information required by the Commission
as a condition of participation in the grant award procedure or fail to supply this
information;

- have'been declared to be in serious breach of their obligations under any contract/grant
agreement covered by the budget of the Commission,

Such penalties will be proportionate to the importance of the contract/grant agreement and the
seriousness of the misconduct. and may consist in their exclusion from contracts/grants financed
by the EU or Euratom budget and payment of financial penalties.

and acknowledge

Grants will be signed and managed electronically, through the Commission’s clectronic
exchange system (in the *My Area’ seetion® of the Participant Portal),
1 F

Access and use of the electronic exchange system is subject to the Terms and conditions of use®
of the Participant Portal).

Personal data submitted or otherwise collected by the Commission will be subject (o the
privacy statement’,

Any sensitive information or material that qualifies as *EU clussified information’ under
Decision 2001/844/EC* must comply with specific rules (i.e. it must be indicated in the technical

annex of the proposal: a Securily Aspect Letter (SAL) will be annexed 1o the grant agreement;
an amendment is necessary if (more or new) sensitive information or material becomes relevant

only later on),

SIGNATURE

For the applicant

Jefe Ingy; el
Nstituciona)
INstuto. NAGORag (114 MMMEN&ES Keordsicas

* Available at hip:/ree europa.eulresearch/participanisipontal?

“ Available at
hispztee curopa.ewtresearchsparticipnnissdag alre/h2020/erants_manyalileyh2020-lev- erms-of-use_en,pdf

T Available a1 h|_||1,:/.’,uu.¢u,r0pntq,u-'gcnin {o/legal_notices_enim

* See Commission Decision 2001/844/15C, ECSC, Furatom amending the Commission's internal Rules of Procedyre
{OJ 1317, 3.12.2001). Available at

j]un:ﬂcur-lex;_m_lg_;lgd‘plleggl-cgmcn{/ﬁh’! TAT/PDE e CELEX: 0200 IDORA4-20130701 & pid=1
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