FRENCH-GERMAN CALL FOR PROJECTS ON
ANTIMICROBIAL RESISTANCE
2019

Guidelines for applicants

First bilateral call for projects on antimicrobial resistance,
launched jointly by the French Ministry of Higher Education,
Research and Innovation (MESRI) and the German Federal

Ministry of Education and Research (BMBF)

Submission Deadline: February 27, 2019; 1 PM (CET)

Address of publication:
http://anr.fr/ANR-FRDE-AMR-2019

Online submission:
https://aap.agencerecherche.fr/ layouts/15/SIM/Pages/SIMNouveauProjet.aspx?idAAP=1337

For further information please contact the Joint Call Secretariat (JCS) at:

ANR
50 Avenue Daumesnil
75012 Paris

Email: FRDE-AMR@anr.fr
Phone: +33 1 78 09 80 22/+33 1 7354 81 52


http://anr.fr/ANR-FRDE-AMR-2019
javascript:WebForm_DoPostBackWithOptions(new%20WebForm_PostBackOptions(%22ctl00$PlaceHolderMain$lnkFormDepotProjet%22,%20%22%22,%20true,%20%22%22,%20%22%22,%20false,%20true))

BACKGROUND

France and Germany, in a joint effort to strengthen Europe’s preparedness for this century’s big
challenges and to further develop the European research landscape, reached an agreement on an
important international objective this summer, the fight against antimicrobial resistance on a global
scale. Both countries have the necessary expertise and resources to tackle AMR through the
formation of productive bilateral research collaborations. Hence, the French Ministry of Higher
Education, Research and Innovation (MESRI) and the German Federal Ministry of Education and
Research (BMBF) have each committed 7 million euros for a new bilateral program on AMR. The
French National Research Agency (ANR) and the agency VDI/VDE-IT, which will be managing the
program for BMBF, are charged with the launch of two bilateral calls meant to address unmet needs
within the AMR field. ANR and VDI/VDE-IT are proud to announce the launch of the program’s first
call in December. French and German scientists are invited to set up productive research
collaborations, whose outcomes/results could be implemented into current French and German
public health policies or products tackling AMR. .

The specific aims, eligibility and evaluation criteria of this first joint call are outlined in the call text.
Applicants must refer and comply with the specific national regulations of their respective
management agency.

This present document briefly explains the management of the call and the submission process.

MANAGEMENT OF THE CALL

Two managing agencies, ANR and VDI/VDE Innovation + Technik GmbH, are jointly responsible for
the launch, implementation and monitoring of the call. Based on the scientific recommendations by
the peer review panel (PRP), both agencies will decide on which research consortia to fund.

ANR will be the Joint Call Secretariat (JCS), which is the central contact point for applicants and
evaluators.

The Peer Review Panel (PRP) consists of internationally recognized scientists from European

research institutions, chosen for their scientific and/or technical expertise. The panel is responsible
for the scientific evaluation of the proposals as well as for the ranking of all proposals.

REGISTRATION

For all details regarding the registration of your project on our website, please consult the
guidelines in Annex 2. The following is the link to the electronic submission site.

https://aap.agencerecherche.fr/ layouts/15/SIM/Pages/SIMNouveauProjet.aspx?idAAP=1337

Either the French or the German coordinator of a research consortium must register the project;
the website accepts only one coordinator. All other members have to be added as partners. Only
the coordinator who registered the project can add partners and modify all information pertaining to
the project, whereas partners will only be able to add their own information (administrative or
financial). Please note that the role of the coordinator on the site can be modified at any time.

The electronic submission site will open on December 21, 2019.

PROPOSAL SUBMISSION

There will be a one-stage submission procedure. A joint bilateral proposal document (in English)
shall be prepared by the consortium members and must be submitted electronically to the Joint
Call Secretariat (JCS) by either the French or the German coordinator, using the link above.


javascript:WebForm_DoPostBackWithOptions(new%20WebForm_PostBackOptions(%22ctl00$PlaceHolderMain$lnkFormDepotProjet%22,%20%22%22,%20true,%20%22%22,%20%22%22,%20false,%20true))

Because the site does not allow the assignment of two coordinators to one project, the second
coordinator and all other partners will have access to the site as observer. All consortium members
will have to enter their personal information.

All data pertaining to the applications will be shared with the partner agency VDI/VDE-IT and with
BMBF.

Please use the proposal template (Word format) provided on the site of the publication of the call:
http://anr.frfANR-FRDE-AMR-2019; no other template will be accepted. The joint proposal must be
submitted in an electronic version not later than February 27, 2019 at 1 p.m. CET.

Please note that a signed paper version of your proposal will not be solicited. However, the electronic
proposal needs to be signed (electronic signature or a scan of the paper containing the signature
will be accepted).

Furthermore, it is highly recommended to register and provide all requested data/information in due
time, because the online data entry may be overloaded immediately before the deadline.
PROPOSAL STRUCTURE

Please use only the proposal template provided on the site of the publication of the call:

http://anr.frfANR-FRDE-AMR-2019. The proposal document must respect the format and the length
indicated. Proposals exceeding these limitations will be rejected.

The following proposal structure will be required:

General information on the project proposal; please include the following information
in this section:

Project acronym

Project title

Project duration

Total requested budget at ANR, at BMBF

Keywords

Project abstract (max %2 page)

Contact details and affiliations of the two (French and German) project coordinators
as well as of all the applicants

e Scientific areas

Project description

Background and current state of the art in the field

Working hypothesis and preliminary results/previous work

Description of the aims and main work packages

Detailed work plan (work packages, milestones, deliverables, tasks per applicant)
Added value of the bilateral collaboration

Potential impact of results on current clinical practice and public health policies
tackling AMR

Plan for data management and data sharing

Potential risks associated with the project

Statement on ethics approval

Intellectual property rights

Other research grants related to the present proposal

Overall and detailed financial plan of the costs/requested budget for each applicant
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The section “Project description” of the submission form (points 1a to 12) must not exceed a
maximum of 20 pages (Arial 11, single-spaced, margins of 1.5 cm). Please refer to the template for
further information on each section, including length specifications.

Description of the consortium

e CV of all consortium members
e Letter of intent signed by all consortium members

A CV of all consortium members must be integrated into the submission form (scientific document).
A CV of the other contributors, depending on their level of involvement, can also be joined to the
scientific document. A joint CV must not exceed 2 pages and must include a list of no more than 5
principal publications. However, it will possible to include a link in order to access CVs that are
more detailed and/or a more comprehensive list of publications.

Experts not suited to review a proposal due to conflict of interest (e.g. direct competition) can be
named during the submission process.

All applicants must sign a letter of intent, and thus confirm their commitment to the joint project.

Before submission, please verify that:

The proposal falls within the scope of the call

The proposal fulfils all eligibility criteria

All consortium members fulfil the national eligibility requirements (Annex 1)

If questions remain, please contact the JCS or the national representative regarding specific national
regulations.

REBUTTAL

Please note that project coordinators will be provided with the opportunity to respond to the
reviewers’ comments. This step allows applicants to comment on factual errors or
misunderstandings committed by the reviewers. Issues not related to the reviewers’ comments
may not be addressed. Applicants will have one week (April 30 — May 7, 2019) for this optional step.

PROJECT START AND CONSORTIUM AGREEMENT

Consortium members of projects selected for funding must fix a common project start date, which
must appear in the Consortium Agreement.

It will be the responsibility of the research consortium coordinators to draw up a Consortium
Agreement (CA) in order to manage the delivery of the project activities, finances, intellectual
property rights (IPR) and to avoid disputes which might be detrimental to the completion of the
project. Please refer to the specific national requirements regarding the submission of the signed CA
to the two funding agencies.

The following subjects (as a minimum) should be addressed in the CA:
purpose of and definitions used in the CA

names of organisations involved

common start date of the research project

organisation and management of the project



o role and responsibilities of the research consortium coordinator and the research partners:
person in charge, their obligations and key tasks, conditions for their change

e deliverables (transnational reports and if relevant requirements for national reports where

coordination is required)

resources and funding

confidentiality and publishing

Intellectual Property Rights (how this issue will be handled between research partners)

decision making within the consortium

handling of internal disputes

the liabilities of the research partners towards one another (including the handling of default

of contract)

ANNEX 1: SPECIFIC FUNDING RULES OF THE TWO MANAGING ORGANISATIONS

Funding Organisation Agence Nationale de la Recherche (ANR);
http://www.agence-nationale-recherche.fr
Initial funding Approx. 3.500.000 € (French funding)
pre-commitment Anticipated number of funded joint projects: 6-8
National Contact Point Dr. Ingrid Pfeifer and Dr. Ana Navarette;

Phone : +33 (0)1 78 09 80 22 /+33 (0)1 73 54 81 52
E-Mail: FRDE-AMR@anr.fr;
Health & Biology Department; Agence Nationale de la
Recherche —ANR; 50, avenue Daumesnil - 75012 Paris,
France

Eligible institutions Eligible institutions:
- Public Research Organization such as EPST, EPIC,
universities, university hospitals, public research
institutes (max. rate of support: 100% of marginal
costs).
-Enterprises: large & SMEs (max. rate of support: 45%
of eligible costs for SMEs & 30% for larger
companies).
- Most of the foundation of Public utility, actor of the
research (50% of eligible costs)
- Private health establishments of public interest
(ESPIC) (max. rate of support: 100% of marginal costs)
Please see the financial regulation on the ANR web
site for additional information Please refer to ANR’s
financial regulations (“Réglement financier ANR”) for
full details at: http://www.agence-nationale-
recherche.fr/RF

Additional eligibility - ANR will not allow double funding and will not

criteria finance projects or parts of projects that have been
funded through other calls.

Eligible costs Personnel costs for temporary contracts; Instruments,

material and scientific consumable costtravel; and
sub-contracting, if necessary to carry out the
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Further guidance

Funding Organisation

Initial funding
pre-commitment

National Contact Point

Eligible institutions

Additional eligibility
criteria

Eligible costs

proposed activities (sub-contracting costs of max 50%
of total eligible costs per principal investigator).
Please note that at ANR, indirect costs (i.e.overheads)
means « Frais généraux (additionnels et autres frais
d’exploitation)”, section 3.1.1.e of the financial
regulation of ANR, and 8% of the total eligible costs
must be applied if the applicant belongs to a public
research organisation, whereas 68% of the total
personnel costs and 7% of other costs will be applied
if the Pl belongs to another category.

ANR has a maximum funding per applicant for this
call: each applicant can be funded with a maximum
amount of 250 000 €. There is equally a minimum
amount per applicant: 15 000 €.

Please see online the specific annexe document for
research groups applying to this call for proposals for
funding in France, available via a link on the site of
the publication of the call on the ANR site:
http://anr.fr/ANR-FRDE-AMR-2019

Federal Ministry of Education and Research (BMBF)
https://www.bmbf.de/

Approx. 3.500.000 € (German funding)

Anticipated number of funded joint projects: 6-8

Dr. Karsten Rapsch

Communication Systems, Human-Machine-
Interaction, Health

VDI/VDE Innovation + Technik GmbH

Steinplatz 1

10623 Berlin

Germany

Phone: +49 (0) 30 310078-498

Mail: Karsten.Rapsch@vdivde-it.de

Eligible institutions:

Public and private universities and universities of
applied science, non-university research institutions
(FhG, MPG, HGF, WGL), university hospitals and
companies in the industrial sector with R & D capacity
in Germany

The required expertise and infrastructure for the
realization of the project is required.

Business enterprises can only be promoted if the
financial standing of the company is guaranteed for
the project duration.

All costs related to the project, which are not covered
by basic financing, are eligible. This includes personal
costs, consumables, travel costs, in exceptional cases
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Further guidance

investments, publication costs, subcontracts and
other expenses. The respective funding rates are
linked to national regulation, please refer to the
national call text.

Further information and national regulations are
available in the German call text. Additionally,
German applicants are advised to refer to the
German call text and to contact their respective
national contact point.
https://www.gesundheitsforschung-

bmbf.de/de/8364.php
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ANNEX 2: GUIDELINES FOR THE SUBMISSION WEBSITE

Access the website to create your project :

One of the two project coordinators has to be the coordinator on the site.

Go to the link:
https://aap.agencerecherche.fr/ layouts/15/SIM/Pages/SIMNouveauProjet.aspx?idAAP=1337

Welcome to the ANR's online project submission platform.
You selected the Call:
FR-DE AMR Bilateral call 2019

To create a proposal:
o You first have to register. Please fill in the following fields and then validate:
Ifyou already have an account on the submission site, we advise you to use the same email address to avoid the multiplication of credentials

Email address:

Validate

o Following the validation:
» Ifyou don't have already an account on the submission site, a confirmation email and an activation email will be sent to you
= Ifyou already have an account on the submission site, only a confirmation email will be sentto you.
Please access thenthe authentication page

Some tips to help you during the submission stage

Each modified page must be saved before going to the next one. If you do not click on save, all the information you entered after the last save will not be preserved
Be careful about the Call closing date and time. No changes will be possible after the submission deadline.

‘We thank you for your interest and wish you a successful submission.

You will receive immediately a mail from our website (from: simnoreply@agencerecherche.fr
Object: Creation d'un nouveau project / Creation of a new proposal) the mail could arrive to your
spam, so if you do not receive it do not hesitate to check your spam mails.
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Access our website
You can modify the language
to English.

A
HEES
O O OO D e ——————————

Email address: | |

Password: | ]

Validate

i n l

To submit @ new proposal, please go to the Call page on the ANR website .
For any information, please contact the person in charge of the Call: Contacts FAQ

Remarks:
« We advise you to sllow popups from your browser settings.
+ Cookies and JavaScript must be enabled.

M to ex; and committee members
If you slready have an {as i partner...), you must use the same login/password.
If you have not received or if you have lost your password, you can generate a new one via the link "Forgotten password™ located on this page.

~ Choose youruserrole:

Role - | Project Coordinator [v] « I Be sure that the role that I
appears is [

I “Project coordinator”

Access e o o e e e e e



My proposals

- Submit a proposal  to the call for proposals: ‘FR-DE AMR Bilateral call' - 2019

Please fill in the informations below to create your project.
These will remain modifiable until the close of the call for projects.

Identification of the project

Project acronym |GLOX

Les patates ne poussent plus

Project French title

Still nat
Project English title

R & D categorie | Sélectionnez une catégorie RAD |-

Identification of the coordinator of the project

Principal Investigator/ Scientific manager of the partner

o All boxes with asterisk are mandatory

Please save frequently to avoid losing your work.

You will be the coordinator of the project. As coordinator you must add in this page basic
information of the project: project Name (Acronyme); title in French and English, and your name
and nationality.

After saving this information, a new window will open with different tabs. (See the image below)

You have to go to each tab and add the requested information.

Further information concerning the project can be added in the tab “identity of the project”

biEG



1. Identity of the project:

Si ¥ ission of the project

Partnership Partners/Organisations Identity of Scientific Scientific Peer revit S
and tasks files the project abstracts

* Mandatory informations to validate form

Project Acronym |test |

test
Project French title |

test
Project English title: |

Duration in months [24 [~

dans un cadre de et bilatéral [ 0]~

Financial instrument | Inter-Bilst - Frojet de.

Primary societal challenge | D304 - Vie, santé et bien-gtre ||~

R & D categorie | Technicsl feasibility study w]*

Antibacterials with new modes of sction

‘and burden of resi

of the
Migobicta-based prevention and treatment strategies
i i i i i ics and treatment strategie:

Key words (from the call for proposals)

Key words (please separate each word with semicolons)

Flateforme

The name of the project (Acronyme); the title in English and French, duration of the project should
be informed in this section.

Also, you should provide one or more of the keywords associated with the aim the call for your
project.

Cancel

Please save frequently to avoid losing your work.




2. Partnerships and tasks:

How to add aresearch partner:

\

Partnership Partners/Organisations ldentity of Scientific Scientific document Peer reviewers Summary Submission of the project
and tasks files the project abstracts tables
Partnership

The project coordinalor specifies each partner and the principal investigator (P1) of each partner.

Any Pl indicated in the table below has access to the project, his/her login being the registered email address.
If necessary, he/she can generate a new password from the home page.

Note thrat users with only the scientific team member role do not have an account fo log into the application.

At each change made, the Pls of the concemed partners are informed by e-mil,

Partner/Organisation's name Partner acronym v. | Frstname | Lastname Country head-on Reszarch Funding Organisation
France (1) 329,004.00
0 .. pepito chocolat pep Other Public 329,004.00 Ms | Ana Maria Ana. Wt ] ANR
Germany (1) 300,000.00
ddd [Nouvele catégorie 2 (Entrep)] 300,000.00 Ms | zaa dad anamaria.navarrsteruiz@gmail com ] VDWDE-T

Click on the icon to create your research partner, a window opens

You must click on the icon “select a Principal investigator”

Principal
Investigator/Scientific [EEs=ll=Tue=] iylalsTo=1R )"
manager of the partner

First name | |

Last name | |

Email | |

Title [ Select a title ]

Another window opens. Add the mail, name or last name of the person to see if this information are
already in the database....

Renseigner au mains les champs "Mom’ et 'Email’

Lastrame [s2 ] rstoane o | emai | TN — O




If the person is in our data base you can assign the person to the project

Last name

First name Email address Keywords

cco@ddd.eee

Assign Create a person
Clear results Back

After you can add information pertaining to the organization of this partner. (Country, Category
(Public or Private Organization) Name of the organization...please safe this information. The

partner will receive a mail from the site inviting him/her to create an account. The partner can then
directly enter his/her information.

You can choose the agency according to your country (VDI/VDE-IT/ or ANR)

However if the partner will belong to one of this two countries but will joint with his own fund you
can modified and choose with “With own funds”.

If the partner do not belong to any of these countries only the choice “with own funds” will be only
possible.



%
Principal
Investigator/Scientific [EEsT=l-To= Rl lo] =10 I i g *

manager of the partner
cwity

First name | |

Last name | |

Email | |

Title [ Select a title |

Research organisation

of the partner
Country | Germany =[] Country head-on
Category | Select a categony *
Name | | *

Partner acronym | |

Research Funding | With own funds
Organisation (@ *

Comment (regarding the
choosen Research
Funding Organisation}

If the person is not in our data base

Last name Firzt name Title: Email address Kevwords

ccc@ddd. eee

If the person is not in our base, you can create a new
person. Further, assign him/her to the project and

I create the person (to create the partner add the mail of
the partner)



After a new window opens

_Create a person

The fields "Last name", "First name”, "Titl=" and "Emasil” are mandatory.
Civility

Last name [ddd E

First name [sse |*

Email address | com |*

Title | Researcher/ ecturer

Personal site |

National

orconumper [ |- |- |-[ |

Predefined keywords

Keywords a

Professional address
Street number l:l Street, Avenue, Lane, Place, ... |
Addionaladdress [ | Postcode /Zipcode [ |
. Codex[ ]
District Country |

D

T

FE_—_—_—_————_———
Click hear to confirm, it is not necessary
to enter all the required information at l
this point. The partner can enter this |
I_information directly.

_—_—_—_—_d

Now you can assign the partner to the project.

One of the following fields must be filled - "Last name" or "Email”

Last name [zzz | First name [sas | Email |anamaria navarreteruiz@gmsil. com ] Keywords [dddd \Q

~ Search results

The email anamaria_.navarreteruiz@gmail.com already exists and has been added to the search result list. Thank you to select it instead of creating a new
one

First name Email address

Last name

ddd Researcher/Lecturer -anamaria.navarreteruiz@gmail.com

Create a person || iz@gmsil.com
Clearresults | Back




Each partner can now add his/her administrative and financial information directly online. To do so
go to step 3 Partners/Organization files

Modification of a partner:

Partnership
The project coordinator specifies each pariner and tt

Any Pl indicated in the table below has access fo th
If necessary, he/she can generafe a new password fr

MNote that users with only the scientific team membe

At each change made, the Pls of the concemed pari
J Click on the dots to modify
| information on the partner

- Partner/Organization's name

France (1)

[ ] pepite chocolat
Click on the dots to delete a

I 1
I Germany (1)
_— _— _— _— _— _— _— _— i m

| partner




3. Partners/Organization files (to be filled by each partner directly from his or her account)

All partners will receive a mail from our site inviting him to create a password and access the
website.

Partners can add their own information (administrative, financial) to the website.

Add the administrative data

Partnership Partners/iOrganisations Identity of Scientific Scientific document Peer reviewers Summary Submission of the project
and tasks files the project abstracts tables

Name or acronym of the partner/organisation Fullcost () | Requested Funding (€} Permanent position (person. month) NON permanent p NON permanent position WITHOUT Country head-on Research Funding Organisation
Funding requestes .month) Funding requested (person.month)
Franee (1) 0.00 0.00 0.00 0.00 0.00
Select | pep (coord) 0.00 000 000 0.00 0.00 ANR
Germany (1) 0.00 0.00 0.00 0.00 0.00

Select | ppp 0.00 0.00 0.00 0.00 0.00 VDIWDE-IT

T T

Please select the partneriorganisation in the table(s) above and then update its administrative and financial data below. [ ] — — — [ ] —_— _— —
Administrative data  Financial data .
- , ] Do not forget to click on I
Mandatory needed for regs form

Each principal investigstor of each pariner formally undsrtakes that his / her hisrarchy snd the persons empowsred to legally engage the institution (ie the future benefici
in progress and Information on the proposal has been communicated to them.

» N the commitment of the
1 applicants

rmnm have given their consent o the tendering procsss

—

Partner country | Germany
Pariner category |[Nowvelle catégorie 1 (FUB) [ | s s s o s s s s s s s s s s s s o o o
) |

Name of the partner (researcn organisation, private | -
compagny, ) P°P

Acronym of the partner | |

Research Funding Organisation | VDI/VDE-T - Verein Deutscher Ingenieure {VDI) / Verband der Elekdronit i . V. - Innovation + Technik

Comment (regarding the choosen Research Funding
Organisation)

|
| L — _— — _— — _—

Fill information concerning
| the partner

I For Public Organization you should choose: [Nouvelle catégorie 1 Pub] I
|

| For Private (Entreprises) you should choose: Nouvelle Catégorie 2 (Entrep)] I



3. Partners/Organization files

LAdd the administrative data |

R > | Principal Investigator/ Scientific manager

l

1 Civility of the scientific manager
1

1

1

1

First name of the scientific manager === |

_— — —_— — —_— l
I Information Last name of the scientific manager |dad |
concerning | _ )
9. N —
| the organization I
i of the partner Tile of the scientific manager | ResearchenLecturer
- . . . - I ORCDNunber| |_| |_| |_| |

Phone of the scientific manager | |

Mobile phone of the scientific manager | |

Mail of the scientific manager |anamuia.nmmeha‘uiz@;mail.mm |

poe— T >
Add the l
scientific team |

MNone

Mote that users with only the scientific team member role do not have an account to log into the application.
h _-— . - -

| > Add new member Delete selected members

By submitting this proposal to ANR i undertake moral commitment to provide scientific evaluations
of propesals submitted in other ANR calls for which i could be reguested

Key words
of your area of expertise
(key words must be separated by a semicolon)




3. Partners/Organization files

Add the administrative data |

For French public partners

Please select the partner/organisation in the table(s) above and then update its administrative and financial data below.
Administrative data Financial data
Mandatory information needed for registration form
1 commitment of applicants *

Each principal investigator of each partner formally undertakes that his / her hisrarchy and the persons empowered to legally engage the institution (ie the future beneficiary, recipient of the aid and contracting partner of the 1
in progress and Information on the proposal has been communicated to them.

R —

Partner country | France [e]*

r
. € Choose [Nouvelle I
catégorie 1 Pub] |

To optimize the entry of your partner form, please enter your French RNSR code then click on "Search the information associated with the French RNSR omL —_— . . . . -

FrenchAnsRcode [ | [GUGEGIGIETILE

Partner category | égorie 1 (Pubj]

Name of the partner (research or nnvate; [pepito chocolat ]
-
—— - Acronym of the partner [pep |
- -
—e e o o o o
= sarch Funding Organisation | ANR - The French National Research Agency

| French RNSR Code

- e e e e e .
‘Comment (regarding the choesen Research Funding
Organisation)

For French organisation :
Calculation basis of the grant base: marginal cost for public erganisation ; full cost for private organisation

For other organisation :
Please contact your National Contact Point to know the calculation basis.

Calculation basis for grant base -

™ e nstiutcamotabolized 2 [vo [

1

: If yes, select one institute | Select =n institut= w

1

1

1

: Research unittype [UMR || Display the other types of unit

1

1 Research unt number [1111 |*

1

1 A

1 \

\

1 \

1 \\

1

1 \

1 A
— e o o o E o Em Em Em Em Em Em Em Em = = S,

: The calculation basis for the grant marginal or _ : o e

|
full cost when the organization is public or I Type of Unit and Unit number |
| private respectively : |

e - - - - - - - o e - e e e e . .

— e mm Em Em mm Em Em o= o= oo



3. Partners/Organization files

Add the administrative data |

For French public partners

Add mandatory information concerning the organization and personal information of the principal
investigator of the partnership. (*)

Research unit number |1111 -

ial and ini ive control il Research the control instance Clear

__—' [Acronym] Name |

EEOT | Retrieve information related to the authority
I 2 Legal nature | <]

Scientific property management instance [N LR RGNS R LT [&i[F=1g Mandatory information for supplementary grant

— ' [Acronym] Name |

Siret number |:| Retrieve information related to the authority

Other control instance [EGEEENE R R s NEEG T Clear

[Acronym] Name |

Seotrumber [ |

Add the control instance

No more control instance added

o 'Crvmty of the scientific manager -

First name of the scientific manager |Ana Maria |

Last name of the scientific manager |NAVARRETE | -

Bt Grmcaas) -

Title of the scientific manager | PhD student, post -
- »




3. Partners/Organization files

LAdd the administrative data

For French public partners
Add mandatory information concerning the address of the place where the scientific work will be
done, concerning the legal representative and the person in charge of the follow up of the project if

financed.

Mobile phone of the scientific [ |
Mail of the scientific [Ana. ETE@: 7 | -
Mone |
Note that users with only the scientific team member role do not have an acoount to Iog into the application.
Add new member Delete selected members
|

Street number |
Adress | | -
Details of address | |
Postcode | |-
===% fown [ | =
Country | France =
- -
———P
- » d

Selectan item oposals submitted in other ANR calls for which i could be r ,’
I
Key words I
of your area of expertise I

(key words must be separated by a semicolon) ,'

1

I

I

= = ]

Save Cancel 1

1

I

- e o e e o e e e .

Click on the “+” so you can
| see the information to
| requested.

e

|

|
|

-



3. Partners/Organization files

Add the administrative data

Admini ive dat

Please select the partner/organisation in the table(s) above and then update its administrative and financial data helow,’
Financial data

For French private partners (Entreprises) (Partner Category: Nouvelle Catégorie 2 (Entrep)

A

4
Mandatory information needed for registration form

4
M Commitment of applicants *

’

4
in progress and Information on the proposal has been communicated to them.

4
4
4
4
4
’/
Each principal investigator of each partner formally undertakes that his / her hierarchy end the persons empowered to legally engage thel' i (ie the future recipient of the sid and contracting partner of the research funding agen
4
4
,/
Partner country | France ]/
4
4
Partner category | égorie 2 (Entrep)] s
Name of the partner (research or izati private) |DEWD chocolat

Check the financial health of your business
1
. \
| \
1
Acronym of the partner |pep | “
\
Research Funding Organi | ANR - The French National Agengy [}
\
\
Comment (regarding the choosen Research Funding 1
Organisation) 1
1
\
For French organisation : \
Calculation basis of the grant base: marginal cost for public organisation ; full cost for private organisation “
\
For other organisation - 1
Please contact your National Contact Point to know the calculation basis. \‘
Calculation basis for grant base - \
’ \
Is Institut Carnat labelized 7 l, ‘\
1
l' 1
l, 1
/ \
4
Y3 \
/ \
l’ \
/ \
\
e S — \‘
Calculation basis for grant . \
base: Full cost |
L e e e e e e e = = =

In order to be an eligible |
partner for the funding as an |
enterprise, you have to test |

I the financial health of your

| business for the ANR by I
| clicking in this icon. |
wul



3. Partners/Organization files

Add the administrative data |

For French private partners (Entreprises)

A new window opens so you can download a file that will invite you to check the financial

health of CTTTTTTTTTTTTTTTTTTT T

Your company. TSl

“ou are a french compagny.
If you have more than three years of activity, you are invited to chedk the financial health of your company by downloading this
file

If the simulation shows that your company is in trouble, please get doser to your partners before continuing the submission.
More details on companies in difficulty are avaliable here

— A B c D E F G H | J K L M —

Selon la réglementation applicable, il convient de vérifier si une entreprise sollicitant une aide est en difficulté.

Pour plus d'information, cliguez ici

Ce réglement s'applique uniquement aux entreprises.

Une entreprise est considérée comme étant en difficulté quand au moins une des conditions énumérées ci-
dessous est remplie :

a) s'il s'agit d'une société a responsabilité limitée, lorsque plus de la moitié de son capital social souscrit a disparu en

1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
raison des pertes accumulées. Tel est le cas lorsque la déduction des pertes accumulées des réserves (et de tous les "

¢ —————

Critére 1 autres éléments généralement considérés comme relevant des fonds propres de la société) conduit & un montant
(entreprise cumulé négatif qui excéde la moitie du capital social souscrit (SA, SAS, SARL, EURL,SASU) ;
de plus de
3 ans)

b} s'il s’agit d'une sociéié dont cerfains associés au moins ont une responsabilité ilimitée pour les deties de la sociétg,
lorsque plus de la moitié des fonds propres, tels qu'ils sont inscrits dans les comptes de la société, a disparu en raison
des pertes accumulées (SNC,SCS);

c) lorsque I'entreprise fait 'objet d’une procédure collective d’insalvabilité ou remplit, selon le droit national qui lui est
applicable, les conditions de soumission & une procédure collective d'insolvabilité a la demande de ses créanciers,

! mmmmp SiI'entreprise se trouve dans la condition C, elle sera automatiquement non financée.
d) Dans le cas d'une entreprise autre qu’'une PME, lorsque depuis les deux demiers exercices précédents :

1) le ratio emprunts/capitaux propres de I'enfreprise est supérieur a 7,9; et
ii) le ratio de couverture des intéréts de I'entreprise, calculé sur la base de FEBITDA, est inférieur & 1,0

Critere 2

Allez sur l'onglet " Simulateur" pour vérifier I'état de santé financiére de votre entreprise.

Notice Simulateur ‘



3. Partners/Organization files

For German partners (From either Public or Private Organizations)

Click on the folder Financial Data on the “Partners/Organization files folder.

Add the full cost of your part of the project and the amount requested for funding.
This value can be equal.

Partnership Partners/Organisations Identity of Scientific Scientific document Peer revi 5 5 ¥ Submission of the project
and tasks files the project abstracts tables
Consortium

Name or acrenym of the partner/forganisation Full cost (€) Requested Funding (€) Permanent position (person.month) NON permanent position WITH
Funding requested (person.month)
France (1) 375000.00 0.00 4.00 24.00
Select pep (coord) 375000.00 0.00 4.00 24.00
Germany (1) 300000.00 300000.00 0.00 0.00
Select | ddd 300000.00 300000.00 0.00 0.00

Please select the partner."org..,*)n in the table(s) above and then update its administrative and financial data below.

Administrative data Financial data

Full cost {€) [200,000.00 Requested Funding (€)|200,000.00

EED




3. Partners/Organization files

For French partners

Add your financial data in the format requested by ANR in order to handle the follow up of the
project, if financed.

Administrative data Financial data

Financial data of partner contribution

Person manth: max two decimal places
Amount: max two decimal places
Percentage: max two decimal places

Salaries — Staff (€)

Instruments and equipemen
Permanent position Non permanent position with funding reguested Non permanent position without funding requested _
Person.month | Cost @ ] Person.month [ Cost® | Personmorth ||

For information only : maximum amount of structure costs taken into account 125,250.00

Personnel costs (Max 68.00%) |50 |9 [z0.000.00 | € Full costs (€)
- ) =

Other expenses (Max 7.00%) |7 | [18.450.00 | € Eligible costs for funding base (€)

T < Requestedgrantrate (%) 0|

>

Calculate

The chosen
Requested Funding (€) 000 | Percentage will

including € for internal biling on the whole project I d efl ne th e

€ for biling between partners on the whole I req u eSted
funding

The total amount of the invoice should not exceed the amount of aid re<I

% Share of service expenditures and IP ¥ — | N S . -

Cancel

The financial information from the French side should be filled according to the ANR rules. (for
further information: see: http://www.agence-nationale-recherche.fr/financer-votre-projet/reglement-
financier/



4. Scientific abstract

Add the scientific abstract in English and French, the overall objectives, scientific and technical
barriers; the work program and the scientific, technological and economic benefits

AAP: FR-DE AMR Bilateral call - Edition: 2019 - Proposal: test

-

Partnership Partners/Organisations Identity of Scientific
and tasks files the project abstracts

Non-confidential abstract or summary in French

(number of characters: 0/ 4000}

Scientific document

Peer reviewers Summary Submission of the project
tables

Last abstracts'update on 05/12/2018 14:51:04 by NAVARRETE {Ana Maria)



5. Upload the scientific document

Add the scientific document in a PDF format and respecting the number, the pages suggested in
the template of the call.

AAP: FR-DE AMR Bilateral call - Edition: 2019 - Proposal: test

Dt

Partnership Partnersi/Organisations Identity of Scientific Scientific document Peer reviewers Summary Submission of the project
and tasks files the project abstracts tables

I up the scientific documen

Attention: Scientific document cannot exceed the maximum number of pages described in the text of the call for proposals.

The content of the scientific document is described by the documents related to the call.

The scientific document must be written in English.

Authorized Form§: PDF. ax. size - 10 Mb.  Maximum number of pages : 100.

\
o the scientific documen

\
Mo annex to the scienti‘ﬁc%}cument is accepted for this call.
\

] | ] | ] \
Parcourir: Search

and upload the | ——
document | Submit the document

1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1 \
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
1
-



6. Peer reviewers

You can add if you desire a potential conflicted reviewer so the agencies do not contact him to
evaluate your project due to conflicts.

AAP: FR-DE AMR Bilateral call - Edition: 2019 - Proposal: test

-

Partnership Partners/Organisations Identity of Scientific Scientific document Peer reviewers Summary Submission of the project
and tasks files the project abstracts tables

List of the unsuited peer reviewers for the proposal evaluation process

The proposal of the partners have the opfion fo report laboratonies / companies or experts where there may be conflicts of interest or privacy issues if they were asked fo ps

Edit Delete ddd cee lalzland

Add a peer reviewer

7. Submission of the project

Partnership Partners/Organisations Identity of Scientific Scientific document Peer reviewers Summary Submission of the project
and tasks files the project abstracts tables

The closing date for call for proposals is 06/06/2019 until 23:59 (DD/MM/YYYY; Current local time in Paris, France) It will not be possible to modify th
Project status :Submitting

Your application will automatically be considered submitted if all the following conditions are met :
« the scientific document has been submitted
« the grant amount requested for the project is non-zero atthe closing of the call for proposals
Only information entered on the submission website by the call for proposals closing date will be considered.

An electronic confirmation will be sent to the coordinator on the call for proposals closing date.

Coordinators are asked to lock their projects by the closing date.
The project may be unlocked by the coordinator prior to the closing date if additional changes are necessary.

Lock proposal

Checking fields

Please note thatthe submission platform is unable to check that the information you have entered matches the eligibility criteria 1aid out in the text of the call for proposals.

The minimum conditions for submission of your proposal are met Please be aware of the following alerts:

+ Inred : This condition must be fulfilled for your proposition to be complete In red you will see the information th;
« [n orange - Information about the project or partner that should be filled or corrected i L
N Is mandatoryand that is missing
roposal :

In orange: you will see the information
that Is not mandatory but that is
missing

Parner/Organisation 1

: pep (Coordinator

Signed administrative and financial document

RV EVEsompleted the application, the project coordinator must download the administrative and financial document (signed PDF). This PDF must be signed by the representatives o

he coordinator will submit the signed and scanned document by 27/102/2019 until 13:00. (DD/MMNYYYY; Current local time in Paris, France)

Once you consider the file complete, you may leave the site (all data will have automatically been
submitted). Modifications are possible until the submission deadline, February 27, 2019 at 1 PM
(CET). You will receive a mail confirming receipt and the state of your application only after this
date.



ANNEX 3 — TECHNOLOGY READINESS LEVELS (TRLS)

All topics listed in this call text (except topic III) refer to particular TRLs.
Please verify that the TRLs of your project correspond to the TRLs specified in the call topic to which
the project relates. Please below find the individual TRL descriptions.

Research Concept Preclinical Early Clinical Late Clinical
Idea. B“'CApp“ed GLP preclinical Clinical pilot Clinical registration {MARKET,
Research GMP manufacturing Phase 0/1, lla Phase lib/lllh
TRL1 TRL2 TRL3 TRL 5 TRL 6 TRL 7 TRL 8 TRL 9
Source: FDA

TRL 1 Review of Scientific Knowledge Base
Active monitoring of scientific knowledge base. Scientific findings are reviewed and assessed as a foundation for
characterizing new technologies.

TRL 2 Development of Hypotheses and Experimental Designs

Scientific "paper studies” to generate research ideas, hypotheses, and experimental designs for addressing the related
scientific issues. Focus on practical applications based on basic principles observed. Use of computer simulation or
other virtual platforms to test hypotheses.

TRL 3 Target/Candidate Identification and Characterization of Preliminary Candidate(s)
Begin research, data collection, and analysis in order to test hypothesis. Explore alternative concepts, identify and
evaluate critical technologies and components, and begin characterization of candidate(s). Preliminary efficacy
demonstrated in vivo.

o 3A ldentify target and/or candidate.

o 3B Demonstrate in vitro activity of candidate(s) to counteract the effects of the threat agent.

e 3C Generate preliminary in vivo proof-of-concept efficacy data (non-GLP (Good Laboratory Practice)).

TRL 4 Candidate Optimization and Non-GLP In Vivo Demonstration of Activity and Efficacy
Integration of critical technologies for candidate development. Initiation of animal model development. Non-GLP in
vivo toxicity and efficacy demonstration in accordance with the product's intended use. Initiation of experiments to
identify markers, correlates of protection, assays, and endpoints for further non-clinical and clinical studies.
e Animal Models: Initiate development of appropriate and relevant animal model(s) for the desired indications.
e Assays: Initiate development of appropriate and relevant assays and associated reagents for the desired
indications.
e Manufacturing: Manufacture laboratory-scale (i.e. non-GMP (Good Manufacturing Practice)) quantities of
bulk product and proposed formulated product.
o 4A Demonstrate non-GLP in vivo activity and potential for efficacy consistent with the product's intended use
(i.e. dose, schedule, duration, route of administration, and route of threat agent challenge).
e 4B Conduct initial non-GLP toxicity studies and determine pharmacodynamics and pharmacokinetics and/or
immune response in appropriate animal models (as applicable).
e 4C Initiate experiments to determine assays, parameters, surrogate markers, correlates of protection, and
endpoints to be used during non-clinical and clinical studies to further evaluate and characterize candidate(s).

TRL 5 Advanced Characterization of Candidate and Initiation of GMP Process Development
Continue non-GLP in vivo studies, and animal model and assay development. Establish draft Target Product Profiles.
Develop a scalable and reproducible manufacturing process amenable to GMP.

e Animal Models: Continue development of animal models for efficacy and dose-ranging studies.

e Assays: Initiate development of in-process assays and analytical methods for product characterization and
release, including assessments of potency, purity, identity, strength, sterility, and quality as appropriate.

e Manufacturing: Initiate process development for small-scale manufacturing amenable to GMP.

e Target Product Profile: Draft preliminary Target Product Profile. Questions of shelf life, storage conditions,
and packaging should be considered to ensure that anticipated use of the product is consistent with the intended
use for which approval will be sought from FDA.

e 5A Demonstrate acceptable Absorption, Distribution, Metabolism and Elimination characteristics and/or
immune responses in non-GLP animal studies as necessary for IND filing.

e 5B Continue establishing correlates of protection, endpoints, and/or surrogate markers for efficacy for use in
future GLP studies in animal models. Identify minimally effective dose to facilitate determination of
"humanized" dose once clinical data are obtained.

TRL 6 GMP Pilot Lot Production, IND Submission, and Phase 1 Clinical Trial(s)



Manufacture GMP-compliant pilot lots. Prepare and submit Investigational New Drug (IND) package to FDA and
conduct Phase 1 clinical trial(s) to determine the safety and pharmacokinetics of the clinical test article.

Animal Models: Continue animal model development via toxicology, pharmacology, and immunogenicity
studies.

Assays: Qualify assays for manufacturing quality control and immunogenicity, if applicable.

Manufacturing: Manufacture, release and conduct stability testing of GMP-compliant bulk and formulated
product in support of the IND and clinical trial(s).

Target Product Profile: Update Target Product Profile as appropriate.

6A Conduct GLP non-clinical studies for toxicology, pharmacology, and immunogenicity as appropriate.

6B Prepare and submit full IND package to FDA to support initial clinical trial(s).

6C Complete Phase 1 clinical trial(s) that establish an initial safety, pharmacokinetics and immunogenicity
assessment as appropriate.

TRL 7 Scale-up, Initiation of GMP Process Validation, and Phase 2 Clinical Trial(s)
Scale-up and initiate validation of GMP manufacturing process. Conduct animal efficacy studies as appropriate.
Conduct Phase 2 clinical trial(s).

Animal Models: Refine animal model development in preparation for pivotal GLP animal efficacy studies.
Assays: Validate assays for manufacturing quality control and immunogenicity if applicable.

Manufacturing: Scale-up and validate GMP manufacturing process at a scale compatible with USG
requirements. Begin stability studies of the GMP product in a formulation, dosage form, and container consistent
with Target Product Profile. Initiate manufacturing process validation and consistency lot production.

Target Product Profile: Update Target Product Profile as appropriate.

7A Conduct GLP animal efficacy studies as appropriate for the product at this stage.

7B Complete expanded clinical safety trials as appropriate for the product (e.g., Phase 2).

TRL 8 Completion of GMP Validation and Consistency Lot Manufacturing, Pivotal Animal Efficacy Studies or
Clinical Trials 3, and FDA Approval or Licensure

Finalize GMP manufacturing process. Complete pivotal animal efficacy studies or clinical trials (e.g., Phase 3), and/or
expanded clinical safety trials as appropriate. Prepare and submit NDA/BLA.

Manufacturing: Complete validation and manufacturing of consistency lots at a scale compatible with USG
requirements. Complete stability studies in support of label expiry dating.

Target Product Profile: Finalize Target Product Profile in preparation for FDA approval.

8A Complete pivotal GLP animal efficacy studies or pivotal clinical trials (e.g., Phase 3), and any additional
expanded clinical safety trials as appropriate for the product.3

8B Prepare and submit New Drug Application (NDA) or Biologics Licensing Application (BLA) to the FDA.
8C Obtain FDA approval or licensure.

TRL 9 Post-Licensure and Post-Approval Activities

9A Commence post-licensure/post-approval and Phase 4 studies (post-marketing commitments), such as safety
surveillance, studies to support use in special populations, and clinical trials to confirm safety and efficacy as
feasible and appropriate.

9B Maintain manufacturing capability as appropriate.

Source: FDA



