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Clinical Trials Partnership L

Main action points during the Grant Preparation Phase

" Preparation of the Grant Agreement
= Negotiation & conclusion of Consortium Agreement
= Submission of institutional forms & supporting documents

= |mplementation of Ethics Review and/or Security Scruitiny

= @Grant Signature
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The Grant Agreement (GA)

defines the relation between the EDCTP and the Coordinator / the
Consortium

©istockphoto.com/Frank Ramspott
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e O Health 2.0
EDCTP Grant Agreement

= Grant Agreement is concluded between EDCTP and institutions
(not individuals)

= Grant Agreement is signed by the authorized legal representatives

= All partners in the consortium must accede to/sign the Grant

Agreement

= Grant "belongs” to the institution with rights and obligations

www.fitforhealth.eu
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e O Health 2.0
Core Grant Agreement

= The Core Grant Agreement contains all essential project details
(title, consortium members, amount of pre-financing, maximum
funding, etc.) as well as all rights and obligations of the EDCTP and
the beneficiaries (including all financial rules and regulations)
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Description of the Action and Budget

= The Description of the Action (DoA) is Annex | to the Grant
Agreement. It contains the implementation details: work packages,

deliverables, milestones — and a detailed narrative description of
the work.

London School of Hygiane and Tropical Medicine

www.fitforhealth.eu
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Description of the Action and Budget

" The budget Table is Annex Il to the Grant Agreement

Grant Agreement number: [insert number] [insert acronym)] [insert call identifier]
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The Consortium Agreement (CA)

regulates the relation between consortium partners (= beneficiaries)
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Consortium Agreement

= Consortium Agreement is mandatory in EDCTP projects for
multi-beneficiary actions!

= Consortium Agreement is building on GA as a legal basis
= Should be negotiated and concluded before signing the GA

= Aspects to be addressed:

Management and decision making; Ownership of results; Settlement of
disputes; Reporting obligations and timelines; Sharing of costs;
Distribution of EDCTP funds between partners, etc.

www.fitforhealth.eu
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DESCA — an established CA model

www.DESCA-2020.eu

= Development of a Simplified Consortium Agreement

= European Initiative by key FP actors, co-developed by
the FP community

www.desca-2020.eu

www.fitforhealth.eu
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8 months max

Call deadline Evaluation Info to beneficiaries: Crant signat |
report ready ESR (+ Invitation) rant signature

Evaluation + Ethics Tl e eiSion Grant preparation: Pre-financing

review * Interaction with
* Declarations of Honour .
Accession forms

* Internal approval Consortium
Agreement

Grant signature

www.fitforhealth.eu
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First step: Declaration of Honour

= to be signed by all project partners

EDCTP

itk

European & Developing Countries fo r H ea
Clinical Trials Partnership

or

Proposal number: DRIA2014-211 ScreenTB Diagnostics RIA

DECLARATION OF HONOUR

(To ba fillad out by the applicant and signed by its lagal represantative)

1, tha undarsigned:

= for natural persens: in my own name

= as lagal representativa of

[insert full official name]
[insert official legal form]

[insert full official address]
[insert VAT registration number]

Proposal number: DRIA2014-211 ScreenTE Diagnostics RIA

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

iz in compliance with its obligations ralating to tha psymant 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 responsible and those of the country whare
the action is to be performed;

it (or persons having powers of repre:

n, decision making or control

i not currently subject to an administrative penalty undar Article 131(5) of
Regulaﬂnn (EC, Eurstom) No 966/2012;

to 3 conflict of interast in connection with the grant;

*  will inform EDCTP, without delay, of any situation cansidered a conflict of

nterests 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

not

Proposal number: DRIA2014-311 ScreenTE Diagnostics RIA

protection of personal data)”, dated 6 July 2000, which Act is based on Directive nr.
95/46/EG (PBEG L 281) and adapted to the General Data Protection Regulation dated
25 January 2012 (Com 2012 11 final; 2012/0011 COD).

11. Registration with EDCTPgrants and grant proposal submission
2nd pracassing of prsanal data. These data will e held secursly, pracesced lawully
and retained for no lenger than necessary by EDCTP. Data may be used to compile.
including project dekails, of EDCTP grants, which wil be made publicly available. By

the the in the project give EDCTP their cons: to

over ) have not been the subject nfajudgmenl shich ha= the force of rex do so.
cfor legal persons or Ylegal entities without legal personality'l : representing the follo) judicata for fraud, nal any
person/entity without lagal personal other illagal activity, here such lagl actuity s detimantal to EDCT's

financial interests; SIGNATURE

For the applicant
Dr Therina Theron, Senior Director (Research and Innovation), Stellenbosch Univarsity

Ive the racording

e lists,

haraby certify aceept any advantage, financial or in kind, to or from any party whatsoever,
where such advantage constitutes an illagal practice or invalves corruption, Date/Place
that (subject to the additional declarations below): sither directly or indirsctly, inasmuch as it i an incentive or reward relating
to the award of the grant;
1. The information provided to EDCTP for the grant agreement preparation is correct and s has not made false declarations in supplying the information required by
EDCTP as a condition of participation in the grant award procadure or does
2, g the legal status given in EDCTPgrants is correct; not fail to supply this information.
3. My organisation commits to comply with all the eligibility criteria, as defined in the & inform EDCTP of any other grant applications or grants from other organisations,
EDCTP2 work plan and the call for proposals; g the EU, related to this action.
. My organisation: 7. My organisation is awars that the Commission may impose administrative or financial
is committed to participats in the action; penalns on legal entities which:
+  has stable and sufficient sources of funding to maintain its activity throughout its are guilty of supplying the ired by the
participation in the action and to provide any counterpart funding necessary, Commission as a condition ofpam:lpauon in Ih: grant award procedure or fail
+  and has or will have the necessary resources as and when needed to carry out to supply this information;
its involvement in the ahavzmeﬂt ned action; +  have been declared to be in serious breach of their abligations under any
+ [OPTION for itted to act as the coordi contract/grant agreement covered by the budget of the Commission.
of this action;]
Such panalties will be proportionate to the importance of the contract/grant agreement and
. My organisation is not in one of the situations wi would exclude it from receiving the seriousness of the misconduct, and may consist in their exclusion from contracts/grants
EDCTP fundmg, Le it — financed by the EU or Euratom budget and payment of financial penalties.
is not bankrupt or being wound up, is not having its affairs administered by
the courts, has not entered into an arrangement with creditors, has not and acknowledge
suspended business activities, is not the subject of proceedings concerning that
those matters, or is not in any analageus situation arising from a similar
procedure provided for in national legislation or regulatians; 8. Grants will be managed electranically through EDCTPgrants, EDCTP's online app!
it (or persons having powers of representation, decision making or control and grents management system
over it) have not been convicted of an offence concerning their professional 3. Access and use of EDCTPgrants is subject to the terms and conditions published
conduct by a judgment of a competent authority of 2 Member State which EDCTPgI
has the force of res judicata; 10. Person:l data submitted or otherwise collected by EDCTP will be handled in mmnl\anne
with the provisions of the "Wet bescherming persoonsgegevens (Dutch Law
P.0- B 2015 2503 AN AnTa Ve Sekapsen 31, 2593 W+ ok s, e s P.0. Box $3015, 2509 AR+ Anne ven Sekseniasn 51, 2533 HW » The Kague, The Hetheriands P.0. Box 53015, 2509 A « Anna van Sakseniasn 51, 2593 HW  The Hagus, The Netheriands
el 431 +Fax 231 - Email Tel +31 (0)70-3440890  Fax +31 (0)70-3440899 » Emal ifORedCtD.org » Web W £0CE5. 00 Tel 431 (0]70-3440880 » Fax +31 (0)7D-3440899 » Emall InfOOCtp.orD » Web waew.$6cED. 06
EDCTP 5 registersd in the Hegue, The Netheriands. Chamber of Cominerce fi ng. 60471700 He Gazr0 st Hogue, Chamber 0. 60472200
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Second step: Legal Entity Form

Legal Entity Form

= to be stamped and signed by all partners
= must be submitted to EDCTP

Full legal name:

Alronym §
[where =pplicable)

Legal Etatus :

(=.g. state whether the applicant is 2
for profit or not for profit organisation)
VAT registration number:

{where applicable)

Participant Identification Code:
(PIC number)

Official address:

internet site:
(where applicable)

fiame of Director/Lagal
Representative:

MName of Chief Financial Officer:

fiame of Project Coordinator (PCj:

Feicphone numbar of BE:

Fax number of PC:

Email address of FC:

Bank details of coordinating site:

Account name of beneficiary:
Address of beneficiary:

Account number:
Saort Code:

Swift code:
IBAN Number

(Essential if within Europe):
Currency of the sccount:

Name and address of bank:

Comments:

Name of Director/Legal Representative: | Name of Chief Financial Officer:
rina Theron

Signature: Signature:

Date: Date:

www.fitforhealth.eu
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Coordinator: Financial Management

Questionnaire

" to be submitted to EDCTP

EDCTP2 - Grant Agreement Preparation

EDCTP Fit

European & Developing Countries

ssessment

Financial Management Assessment
Questionnaire for Coordinators
(FMAQC)

Title of action (project):

Budget for this actionin Euros:

Name of coordinating site:

Country of coordinating site:

Hame of coordinator:

Date:

This questionnaire is prepared by, forinternal use of EDCTP to assess
financial management capacity of the coordinating site.

1 Introduction
This questionnaire is divided into five areas:

1. Organisation of the finance department

2. Accounting system

3. Time recording system (Timesheets)

4. Fixed asset register

5. Bank accounts

6. Experience of managing donar funded projects

The purpese of this questionnaire is to assist EDCTP Grant Finance Officers and Grant Finance
Assistants to form an informed opinion of new coardinating site’s internal financial contral
systems with the objectives of:

= Deciding whetherthe cantrol environment is strong enough for EDCTP funds to be paid
inte an existing bank account of the coordinating site (pocled bank account), an account
inte which funds from EDCTP and those from other donors may be paid into; or to
request the coordinating site to open a new bank account (EDCTP designated project
bank account), an account into which anly funds for the particular EDCTP project under
consideration may be paid into

= Getting an averview of the financial management systems and procedures, and ta

identify areas where improvements are required.

2 Organisation

2.1 Is there a designated personwithin the finance department that will be responsible far
preparing the financial reports forthis project?

2.2 Is the staffing in the finance department adequate? Submit the CVs of staff that will be
r ible for the financial ofthis project.

3 Accounting system

3.1 Do you have an accounting procedures manual?If yes, when was it |ast updated? Please
send us a copy of this manual.

3.2 Is your accounting system computerised?If yes, please provide the name of the software
and the date itwas implemented:; if no, what financial records do you maintain to record
financial transactions?

3.3 If your accounting system is computerised, howregularlyis it backed up? Wha is
responsible for taking back-ups =nd the frequency?

3.4 Is each project assigned a unigue cost centre code?

3.5 What controls exist to ensure adequate segregation of costs by project?

3.6 How doyou ensurethe budget of a projectis not exceeded?

4 Time recording system (Timesheets)

4.1 Do you have a reliable time recarding system?If yes, is it paperorcomputer based?If it
is paperbased, please send us your template. If it is computer based, pleasesendus a
sample of a time report generated from this system for at least one employee, preferably
onewho works on different projects.

4.2 Has your site ever managed a grant that requires timesheets to be prepared regularky? If
the answer is yes, did the independent auditors raise any abservations regarding the

reliability ofyour time recording system?

5 Fixed asset register

Do you maintain a fixed asset register?If the answer is yes, is it sufficiently detailed to allow
easy identification ofindividual assets, particularly by funding source?

6 Bank accounts

6.1 How many bank accounts are currently maintained at your institution? Please provide 2
list of the bank sccounts, showing the name of the bankwhere each accountis
maintained, name ofthe account, type of account (interest ar nan-interest bearing) and
the currency.

6.2 Who are the bank account signatories? How many signatories are required for each bank
transaction? Please provide a list of bank account signataories and their designation within
the institution.

6.3 Do you regularly prepare monthly bank reconciliation statements?If yes, please provide
the name andjob title of the preparerand reviewer.

6.4 How long does ittake your institution to open a foreign currency bank accountin the
country?

7 Experience of managing donor funded projects

7.1 Do you currently manage any donar funded projects?If ves, please provide a list of these
projects, including the names of the funding agencies.

7.2 Has any of the projects managed by your site been recently audited?If ves, please
provide a copy of the audit report and management letter.

7.3 Has your site been recently audited?If yes, please pravide a copy of the auditreportand
the management letter.

for Health 2.0
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Coordinator: Ethics self assessment template

narrative part + ethics tables

guidance notes are provided

Fit
for Health 2.0

1.1 Ethics issues checklist

Section 1: HUMAN EMBRY0S/ FOETUSES

YES/NO

Informarion to be provided

A sement confirming Tt the € specific
congirions (see below) for researeh
activities invelving human embryonic
stem cells are met

Does  your research imvolve Human
Embryonic Stem Cells (BESCs)?
T VAL they be direclly derived Reseorort cannatbe funden, Taseorch cannatbe funden,
YES: from  embryos within this
projert?
“Arethey previously stanhzhed Orizin and e of el Topies of Bthics Approval
cells lines? Derzils on liensing and comrol A starement thanthe human embryomic stem

measures by the competent authorities
of the Member States involved.

el lines used in the project are registered

s
‘Buman-induced puripotent stem cell
[PEC) Hnes.

Toes your research mvolve the use of
‘uman embryos?

Origin of embryos.

procedurss.
Confirm that informed consent has been
obtained.

Topies of EXhics Approval
Denails on rerruimment, inchisionand | Informed Consent Forms
exlusion criteria and informed consent | + Information Sheets.

TDoes your research imvolve the e of| Trizin of buman foetal Tssues;cels. Topies of Biics Approval
Iz fnees). e / Dersils o informed consent
eells? hures.

Informed Consent Forms
Confirm that informed consent has been | + Information Sheets.
obuained.

* See drricle 19(3) of the Horizan 3020 Reguiation (EU) No 12012011

* Seeaizo Articie 19[4 af tie Horan 2030 Reguiation (EU) No 12913013

www.fitforhealth.eu
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Changes to be implemented

Successful proposals are expected to be mature and ready to be implemented.

No substantial changes are allowed between the proposal and the project. NO NEGO approach!

Optional changes:
Obvious errors or inconsistencies may be removed

Coordinator may correct minor shortcomings identified by the experts during evaluation

Necessary changes:
Ethics review or security scrutiny
Removal or replacement of a participant (if agreed with EDCTP)

Major shortcomings identified by the expert evaluators or the EDCTP secretariat during
evaluation or grant preparation

www.fitforhealth.eu
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Ethics Review and Security Scruitiny

The results of the ethics review and/or a security scrutiny must be
implemented in the grant agreement

= Coordinator needs to update the ethics section in Anney I(DoA) to
ensure that any 'ethics requirements' are met

= There may be 'ethics requirements' that need to be met before the
grant can be signed

= The same applies for security scrutiny

www.fitforhealth.eu
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Budget Table

= Currently: Excel file with budget summary and individual site budgets
= |ndividual budget items might need to be adjusted during Grant
Preparation (e.g. remove tuition fees, add audit costs, etc.)

= Plan: Budget to be managed electronically in the future via

EDCTPgrants system

www.fitforhealth.eu
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Formal data and further information

= Authorized legal representative: proof needed

- at the moment either through
* screenshot of corresponding role (LSign) in H2020 Research Participant Portal or

* legal documents (e.g. university constitution)

= Additional information needed:
Address of legal entity
Type of organization
Registration number in country of origin
VAT number

CV information of scientists involved must be up-to-date and complete
(EDCTPgrants system)

www.fitforhealth.eu
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Grant Agreement signature process

= The GAis send (by e-mail) to the Coordinator for signature by the legal
representative.

= The GA is returned to EDCTP for counter-signing: the GA enters into force.
Project starts on first day of following month.

= All Partners must sign the Accession Form within 30 days. The Coordinator
must collect the Accession Forms and submit them to EDCTP.

= |f one (or more) partners do not sign the Accession Form Coordinator must
propose an alternative and submit an amendment request within 30 days.

www.fitforhealth.eu
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Some helpful advice

= Coordinators: Get in touch with EDCTP Project Officer in charge right away! Frequent

and open communication is a benefit.

= Keep deadlines set by EDCTP! If there are delays, inform your Project Officer!

= |f someting is unclear — ask.

www.fitforhealth.eu
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Some helpful advice

= Start early with preparation of Consortium Agreement; use an established Model
Agreement

= Coordinators: Collect bank details from project partners as you must forward the
EDCTP payment to them

= Coordinators: Prepare a ,payment table’ indicating how much pre-financing each
partner will receive

= Payments can only be forwarded to partners once they have signed the Accession

Forms

www.fitforhealth.eu
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Further information

European IPR helpdesk:
https://www.iprhelpdesk.eu/

Fit for Health 2.0:
http://www.fitforhealth.eu/

(including answers to questions asked today, and future webinar on EDCTP2 project implementation
and management)

Proposal submission tool:
https://www.edctpgrants.org/

Current calls:
http://www.edctp.org/funding-opportunities/calls/

www.fitforhealth.eu
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Thank youl!

Dr Claudia Schacht & Julia Buech | Eurice GmbH

edctp@eurice.eu | www.eurice.eu

© 2016, Eurice GmbH, All Rights Reserved

Disclaimer: The "Fit for Health 2.0" project partners do not
assume any legal liability or responsibilities for the
information provided in this document.
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