AQUITAINE
SCIENCE TRANSFERT

Acceéléerateur d'innovations

PUBLIC TENDER FOR INTELLECTUAL SERVICES
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SPECIAL TECHNICAL CONDITIONS

TO BE FILLED IN

Notice: Applicants are informed that the notification of unsuccessful candidates (rejection of application
or rejection of tender) will be conducted paperlessly, in the form of an electronically signed notice,
regardless of the applicant’'s chosen mode of submission, sent via the buyer profile located at: http://ast-

innovations.com/public-tenders/

It is furthermore specified that candidates must enter a valid email address below, to which such notice
may be issued:

@

This address may also be used for the electronic communication of contract notifications, whether the
successful tender was submitted electronically or on paper.
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SPECIAL TECHNICAL CONDITIONS

CONTRACTING AUTHORITY:

SATT AQUITAINE
AQUITAINE SCIENCE TRANSFERT
351, cours de la Libération
Batiment A31
33405 TALENCE CEDEX

Hereinafter referred to as Aquitaine Science Transfert

MAILING ADDRESS:

AQUITAINE SCIENCE TRANSFERT
351, cours de la Libération
Batiment A31 - 3eme étage

33405 TALENCE Cedex

CONTRACT OBJECT:

This public tender aims to choose a consultancy firm that will help to define the best market
access strategy for an engineered skin substitute.

PROCUREMENT PROCEDURE AND CONTRACT STRUCTURE:

Public contract awarded under special procedure, pursuant to Article L2123-1 of Decree no.
2018-10750f12/03/2018.

DEADLINE FOR RECEIPT OF TENDERS:

09/10/2019 AT 12:00 pm
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ARTICLE 1. CONTRACTING PARTIES

1.1. THE REPRESENTATIVE OF THE CONTRACTING AUTHORITY

Aquitaine Science Transfert is represented by its President, Ms. Maylis CHUSSEAU.

1. 2. THE CONTRACTOR
Successful tenderers will be referred to hereinafter as the contractors.

In case of co-contracting, co-contractors shall be jointly liable; each shall be financially
committed to the entirety of the contract. One of them will be designated in the deed of
undertaking as the authorized representative, representing all co-contractors vis-a-vis Aquitaine
Science Transfer. If the contract does not designate a co-contractor as authorized representative,
the first contractor named in the deed of undertaking shall be considered the authorized
representative for the co-contractors.

ARTICLE 2. CONTRACT OBJECT

2. 1. CONTRACT OBJECT

This public tender aims to choose a consultancy firm that will help to define the best market
access strategy for an engineered skin substitute.

2. 2. COMMUNITY CLASSIFICATION (CPV):

73220000-0: Development consultancy services.

ARTICLE 3. CONTRACT STRUCTURE

Public contract awarded under special procedure, pursuant to Article L2123-1 of Decree no.
2018-10750f12/03/2018.

The contracting authority reserves the right to negotiate.

ARTICLE 4. CONTRACT DURATION

This contract is to be entered for a period of three-four months firm.
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ARTICLE 5. CONTRACT DOCUMENTS

The tender consists of the contract documents, listed below in order of decreasing priority:

- The Deed of undertaking and its appendices, provided by the applicant;

- The tender inspection regulations (R.C);

- The Special Administrative Conditions (CCAP) ;

- These Special Technical Conditions (CCTP), dated and signed, the original and only
legally binding copy of which is kept in the archives of Aquitaine Science Transfer;

- The applicant's price offer;

- The applicant's statement of methodology;

- The applicant's execution schedule;

- The qualifications of the professionals on the team that are to be assigned to the
provision of the services.

In case of conflict between the terms given in the various contractual documents for the tender,
the terms given in the document with higher priority shall prevail.

ARTICLE 6. STUDY DESCRIPTION

Aquitaine Science Transfert has developed a process for the in vitro reconstruction of skin from
patients’ cells. The application of this engineered skin is the closure of cutaneous tissue loss
particularly in the case of chronic wounds, burned lesions or giant congenital melanocytic nevi.
It is composed of a collagen matrix and autologous cells processed to integrate and grow in the
matrix. In a regulatory way, the classification of this engineered skin is an ATMP. A creation of a
startup will take place to exploit the reconstruction process.

In this context, Aquitaine Science Transfert wishes to conduct an analysis aimed at defining the
best market access strategy for the engineered skin substitute.

The following elements should be provided to us:

- A review and prioritization of all potential indications based on criteria such as unmet
needs, duration and complexity of developments, access to the market and value
creation. These elements should lead to the designation of the first therapeutic indication
allowing the easiest market entry and the best creation of value for the startup,

- A review of the literature and a comparison of our engineered skin substitute with
existing solutions in the priority indication. The collected information will help to better
assess the strength of the value proposition, the competitive intensity, the barriers to
entry and the notion of time-to-market.

- An audit of the realized and underway preclinical development to assess its relevance
and completeness to the expectations of the health authorities to allow a clinical study
authorization in humans (First in Man),

- The identification of the necessary clinical requirements in accordance with the
directives of the EMA and FDA to obtain a marketing approval,

- The synopsis of the clinical protocols for the priority indication, in accordance with the
ICH-GCP good clinical practice guidelines, and the budgeting of the clinical studies,
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- A listing of clinical characteristics that should own the engineered skin for obtaining a
reimbursement by the French health system,

- The determination of an acceptable selling price in the priority indication,

- An analysis of the different ways of industrialization of the process (production, logistics,
distribution) with the associated stakes.

The deliverables of the study will contain:

- The listing of all the information sources used and the complete reports of the interviews
carried out for the study

- The Target Product Profile
- The summary report containing all the elements mentioned above

- Arecommendation about the marketing strategy

Progress: AST wishes to be kept regularly informed of the work carried out with modalities left
to the discretion of the provider (monitoring table, reporting, telephone report,...).
A progress meeting will be held by phone at least every 2 weeks.

ARTICLE 7. TERMS OF EXECUTION

This contract is an agreement containing a performance obligation. Correspondence regarding
the tender shall primarily be written in French, but in exceptional cases the applicant may write
in English.

The contracting authority's "Transfer" department is the proper contact in connection with the
execution of the services involved in this contract:

AQUITAINE SCIENCE TRANSFERT
351, cours de la Libération
Batiment A31 - 3eme étage

33405 TALENCE Cedex

That department will provide contractors with the name of the person in charge of service
execution oversight when the contract is awarded.

ARTICLE 8. DISPUTES

Any disputes shall be settled under the laws and regulations in force in France. Any dispute that
may arise during the execution of the contract that cannot be amicably resolved shall be brought
before the Administrative Courts of Bordeaux at 9, rue Tastet, 33000 Bordeaux.

Any dispute arising in connection with contract execution shall be subject to the provisions of
chapter 6 of the CCAP.
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After an obligatory preliminary administrative appeal, decisions may be subject to judicial
appeal, to be brought within two months of the administrative appeal decision. In case of dispute
in connection with contract execution, this decision will be referred to the Administrative Court
of Bordeaux for an appeal in full legal proceedings open to both parties.

Applicants whose tender has been rejected may bring the matter before the expedited
applications judge by filing a pre-contractual interlocutory appeal (article L551-1 CJA) before
the signature of the contract, or, within 31 days of the awarding of the contract, through a
contractual interlocutory appeal (L551-13 CJA) or may lodge a full jurisdiction appeal within
two months of the award. This appeal may be accompanied, if appropriate, by a petition for
suspension (L521-1 CJA).

Done at,

This day,

The contractor
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