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User agreement

Special Terms

Mapi Research Trust, a non-for-profit organisation subject to the terms of the French law of 1st July 1901, registered in Carpentras under number 453 979 346, whose business address is 27 rue de la Villette, 69003 Lyon, France, hereafter referred to as “MRT” and the User, as defined herein, (each referred to singularly as a “Party” and/or collectively as the “Parties”), do hereby agree to the following User Agreement Special and General Terms: 
MRT Contact: 

Mapi Research Trust

PROVIDE
Address: 27 rue de la Villette, 69003 LYON, France

Telephone: +33 4 72 13 65 75

Fax: +334 72 13 66 82

Recitals

The User acknowledges that it is subject to these Special Terms and to the General Terms of the Agreement, which are included in Appendix 1 to these Special Terms and fully incorporated herein by reference.  Under the Agreement, the Questionnaire referenced herein is licensed, not sold, to the User by MRT for use only in accordance with the terms and conditions defined herein.  MRT reserves all rights not expressly granted to the User.  

The Parties, in these Special Terms, intend to detail the special conditions of their partnership.

The Parties intend that all capitalized terms in the Special Terms have the same definitions as those given in article 1 of the General Terms included in Appendix 1.

In this respect, the Parties have agreed as follows:

Article 1. Conditions specific to the User

Section 1.1  Identification of the User

User Name
: 
[complete the name of the individual or of the company]  


Legal form
: 
[individual or company’s legal form]



Address
:
[personal address or address of registered office]


Country
:



Name of the contact in charge of the Agreement:


Telephone number: 
Fax number:


Email address
:



If different:

Legal form
: 
[individual or company’s legal form]



Address
:
[personal address or address of registered office]


Country
:


Billing address:





VAT number (if applicable): 



Addressee:

PO number or internal reference (if applicable): 

Section 1.2  Identification of the Questionnaire

	Title of the Questionnaire:
	PEESSv2.0 (Pediatric Eosinophilic Esophagitis Symptom Severity Module,  version 2.0)

	Author:
	Franciosi JP, Hommel KA, DeBrosse CW, et al.

	Owner:
	Children's Hospital Medical Center “CHMC”

	Copyright notice:
	Pediatric Eosinophilic Esophagitis (EoE) Symptom Severity Module Version 2.0: Parent Report for Children and Teens (Ages 2-18) © Children’s Hospital Medical Center, 2010. All Rights Reserved.
Pediatric Eosinophilic Esophagitis (EoE) Symptom Severity Module Version 2.0: Children and Teens Report (Ages 8-18) © Children’s Hospital Medical Center, 2010. All Rights Reserved.

	References:
	Franciosi JP, Hommel KA, DeBrosse CW, et al. Development of a validated patient-reported symptom metric for pediatric eosinophilic esophagitis: qualitative methods. BMC Gastroenterol. 2011 Nov 18;11:126. doi: 10.1186/1471-230X-11-126.


Article 2. Rights to use

Section 2.1  Context of the Use of the Questionnaire

The User undertakes to only use the Questionnaire in the context of the Study as defined hereafter.

[Tick the box and complete the corresponding fields]
 FORMCHECKBOX 

individual clinical practice (please go directly to section 2.02)
Planned term of use: 

Number of patients expected: 

 FORMCHECKBOX 

clinical project or study

	Title: 
Study/protocol reference:
	



	Disease or condition:
	



	Type of research: 
	( clinical trial : (Phase II / (Phase III


( epidemiologic/observational 

( other: …………………………………………………………………………………………………

	Questionnaire used as primary end point:
	( yes


( no

	Number of patients expected: 
	



	Number of submissions to the Questionnaire for each patient: 
	



	Term of clinical follow-up for each patient: 
	



	Planned term for project: 
	
start (month/year):

end (month/year):


	Mode of Administration:
	( paper


( electronic 

	If electronic administration, please indicate mode of data collection:

Use of e-vendor:


	( Hand held device – specify device: …………………………………………………………………………..
( Interactive Voice Response (IVR) – specify: ……………………………………………………………

( Web - specify website: ………………………………………………………………………………..
( Digital Pen - specify device: ……………………………………………………………………………………
( Tablet - specify device: ………………………………………………………………………………..
( other - specify: ………………………………………………………………………………..

( no

( yes - name:……………………………………………………………………………………………….


 FORMCHECKBOX 
 
other project
	Title: 
	


	Disease or condition:
	


	Planned term of use: 
	start (month/year):

end (month/year):


	Description of the project: 
	


	Presentation format of project: 
	



Financing of the Project: 
	Please specify number of centers (if applicable):
	


	 FORMCHECKBOX 
 Not funded academic research/project, individual medical practice
	Projects not explicitly funded, but funding comes from overall departmental funds or from the University or individual funds.

	 FORMCHECKBOX 
 Funded academic research/project
	Projects receiving funding from commerce, government, EU or registered charity. Funded academic research– sponsored by industry- fits the “commercial study/project” category.

	 FORMCHECKBOX 
 Commercial study/project
	Industry, CRO, any for-profit companies

	Grants / Sponsoring from (if any) (name of the governmental/ foundation/company or other funding/sponsoring source ):
	



Section 2.2 Conditions for use

The User undertakes to use the Questionnaire in accordance with the conditions for use defined hereafter.

(a) Rights transferred

Acting in the Owner’s name, MRT transfers the following limited, non-exclusive rights, to the User (the “Limited Rights”)


(i) to  use the Questionnaire, only as part of the Study; this right is made up exclusively of the right to communicate it to the Beneficiaries only, by any means of communication and by any means of remote distribution known or unknown to date, subject to respecting the conditions for use described hereafter; and


(ii) to reproduce the Questionnaire, only as part of the Study; this right is made up exclusively of the right to physically establish the Questionnaire or to have it physically established, on any paper, electronic, analog or digital medium, and in particular documents, articles, studies, observations, publications, websites whether or not protected by restricted access, CD, DVD, CD-ROM, hard disk, USB flash drive, for the Beneficiaries only and subject to respecting the conditions for use described hereafter; and


(iii) Should the Questionnaire not already have been translated into the language requested, the User is entitled to translate the Questionnaire or have it translated in this language, subject to informing MRT of the same beforehand by the signature of a Translation Agreement indicating the terms of it and to providing a copy of the translation thus obtained as soon as possible to MRT.

(iiii) In the context of commercial studies or any project funded by the pharmaceutical industry, the User undertakes to have the Questionnaire translated in this language by Mapi Language Services. Mapi Language Services is the only organization authorized by the Owner to perform linguistic validation/translation work on the Questionnaire.
The User acknowledges and accepts that it is not entitled to amend, modify, condense, adapt, reorganise the Questionnaire on any medium whatsoever, in any way whatsoever, even minor, without MRT’s prior specific written consent.

(b) Specific conditions for the Questionnaire

· Use in Individual clinical practice or Research study / project

The User undertakes never to duplicate, transfer or publish the Questionnaire without indicating the Copyright Notice.

· Use in a publication or on a website with unrestricted access: 
In the case of a publication, article, study or observation on paper or electronic format of the Questionnaire, the User undertakes to respect the following special obligations:

· not to include any full copy of the Questionnaire, but a protected version with the indication “sample copy, do not use without permission”

· to indicate the name and copyright notice of the Owner
· to include the reference publications of the Questionnaire
· to indicate the details of MRT for any information on the Questionnaire as follows: contact information and permission to use: Mapi Research Trust, Lyon, France – Internet: https://eprovide.mapi-trust.org
· to provide MRT, as soon as possible, with a copy of any publication regarding the Questionnaire, for information purposes
· to submit the screenshots of all the Pages where the Questionnaire appears to MRT before release to check that the above-mentioned requirements have been respected.
· Use for dissemination: 

· On a website with restricted access:

In the case of publication on a website with restricted access, the User may include a clean version of the Questionnaire, subject to this version being protected by a sufficiently secure access to only allow the Beneficiaries to access it.
The User undertakes to also respect the following special obligations:

· to indicate the name and copyright notice of the Owner
· to include the reference publications of the Questionnaire
· to indicate the details of MRT for any information on the Questionnaire as follows: contact information and permission to use: Mapi Research Trust, Lyon, France – Internet: https://eprovide.mapi-trust.org
· to submit the screenshots of all the Pages where the Questionnaire appears to MRT before release to check that the above-mentioned requirements have been respected.
· On promotional / marketing documents

In the case of publication on promotional/marketing documents, the User undertakes to respect the following special obligations:

· to indicate the name and copyright notice of the Owner
· to include the reference publications of the Questionnaire
· to indicate the details of MRT for any information on the Questionnaire as follows: contact information and permission to use: Mapi Research Trust, Lyon, France – Internet: https://eprovide.mapi-trust.org
· to provide MRT, as soon as possible, with a copy of any publication regarding the Questionnaire, for information purposes
· to submit the screenshots of all the Pages where the Questionnaire appears to MRT before release to check that the above-mentioned requirements have been respected.
For any other use not defined herein, please contact MRT for the specific conditions of use and access fees (if applicable).
Article 3. Term

MRT transfers the Limited Rights to use the Questionnaire as from the date of delivery of the Questionnaire to the User and for the whole period of the Study.

Article 4. Beneficiaries

The Parties agree that the User may communicate the Questionnaire in accordance with the conditions defined above to the Beneficiaries involved in the Study only, in relation to the Study defined in section 2.01.
Article 5. Territories and Languages

MRT transfers the Limited Rights to use the Questionnaire on the following territories and in the languages indicated in the table below:

	Language:
	For use in the following country
	Language:
	For use in the following country
	Language:
	For use in the following country

	-
	-
	 
	 
	 
	 

	-
	-
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 


Article 6. Price and payment terms

The User undertakes in relation to MRT to pay the price owed in return for the availability of the Questionnaire, according to the prices set out in Appendix 2, depending on the languages requested and the costs of using the Questionnaire, in accordance with the terms and conditions described in section 6.02 of the General Terms included in Appendix 1.

Agreed and acknowledged by: 

	User’s Name:
	User’s Title:

	____________________
	____________________

	User’s Signature:
	Date:

	____________________
	____________________


Appendix 1 to the Special Terms:  

User Agreement General Terms 

User has read and accepted the MRT’s General Terms of the Agreement, which are available on MRT’s website: https://eprovide.mapi-trust.org/user-agreement-general-terms 
Appendix 2 to the Special Terms:  
Cost structure for the use of the PEESS V2.0

Access fees are requested to the User. The amount charged depends on (1) the context of use and (2) the User’s profile. 

Four categories of Users have been identified:

Category A. Students, physicians, clinical practice, not-funded academic research i.e. if the project is not explicitly funded, but funding comes from overall departmental funds or from the University or individual funds; then the access to the questionnaire is FREE.
Category B. Funded academic research: projects receiving funding from commerce, government, EU, registered charity, or other foundation should anticipate paying the corresponding fees: 
· License per study: 1.125 USD 

[275 USD are Royalty fees; 850 USD are distribution fees for MAPI Research Trust.]

Category C. Large non-commercial organization research and evaluation: (e.g. States, Nations, Hospitals, Healthcare Systems; includes a large number of patients and/or centers.)
Fees may be per study or based on a yearly contract for unlimited evaluation:

1. License per study: 

· 2.225 USD 
[1.375 USD are Royalty fees; 850 USD are distribution fees for MAPI Research Trust.]

2. Annual license fee (i.e., unlimited use for one year):

	3 centers or less
	4-10 centers
	11-15 centers
	16 centers or more

	6.110 USD 

[850 USD are distribution fees for MAPI Research Trust.]
	12.210 USD 

[850 USD are distribution fees for MAPI Research Trust.] 
	17.710 USD 

[850 USD are distribution fees for MAPI Research Trust.] 
	23.210 USD 
[850 USD are distribution fees for MAPI Research Trust.]


Category D. Commercial studies (industry, CRO, any for-profit entity):
Fees may be requested per study or based on a yearly contract: 
1. License fee per study:

· Author’s Royalty Fees

	3 centers or less
	4-10 centers
	11-15 centers
	16-20 centers
	21-25 centers

	5.500 USD 
	11.000 USD
	16.500 USD 
	22.000 USD 
	27.500 USD 


	26-30

centers
	31-35

centers
	36-40

centers
	41-45

centers
	46-50 centers
	51 or more centers

	33.000 USD 
	38.500  USD 
	44.0000 USD 
	49.500 USD 
	55.000 USD 
	60.500 USD 


· MAPI Research Trust’s Processing Fees

· License per study: 850 USD + 25 USD bank expenses

2. Annual license fee (i.e., unlimited use for one year):

· Author’s Annual Royalty Fees

	3 trials or less per year
	4-6 trials per year
	7-9 trials per year
	10-12 trials per year
	13-15 trials per year
	16 trials or more  per year

	27.500  USD 
	33.000 USD 
	38.500 USD 
	44.000 USD 
	49.500 USD 
	55.000 USD 


· MAPI Research Trust’s Annual Processing Fees

	3 trials or less per year
	4-6 trials per year
	7-9 trials per year
	10-12 trials per year
	13-15 trials per year
	16 trials or more  per year

	2.500 USD 
	4.000 USD 
	6.250 USD 
	8.500 USD
	10.750 USD 
	12.250 USD 
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