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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:
	PedsQL™ (Pediatric Quality of Life Inventory™)  

	Author:
	James W. Varni 

	Owner:
	James W. Varni

	Copyright notice
	Copyright © 1998 JW Varni, Ph.D. All rights reserved.

	References:
	See Appendix 2


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]

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

Number of patients expected: 


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 IT Company (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 – names of IT Company and contact:……………………………………………….


 
other project
	Title: 
	


	Disease or condition:
	


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

end (month/year):


	Description of the project: 
	


	Presentation format of project: 
	



Requested module(s): (please tick the appropriate box(es))
	PedsQL™ Generic Core Scales           

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	 

	Adult
 (over 26)
	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)

	Self-report
	Parent proxy- report
	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Infant Scales           

	Please specify:  
	Standard    
	Acute 
	Both  
	 
	 
	 

	 Parent-report form (1-12 months)                   
	 Parent-report form (13-24 months)

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Short Form 15 Generic Core Scales           

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	 

	Adult
 (over 26)
	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)

	Self-report
	Parent proxy- report
	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Arthritis Module           
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Asthma Module           
	
	
	
	

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Short Form 22 Asthma Module           
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Brain Tumor Module           
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Cancer Module           

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	 

	Adult
 (over 26)
	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)

	Self-report
	Parent proxy- report
	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Cardiac Module           

	Adult
 (over 26)
	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)

	Self-report
	Parent proxy- report
	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Cerebral Palsy Module           
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Cognitive Functioning Scale*                   

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	 

	Adult
 (over 26)
	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)

	Self-report
	Parent proxy- report
	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report

	
	
	
	
	
	
	
	
	
	
	

	*The Cognitive Functioning Scale is a part of the PedsQL™ Multidimensional Fatigue Scale

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Diabetes Module 3.0 version                    
	
	

	Please specify:  
	Standard    
	 
	Acute 
	 
	Both  
	 
	 
	
	

	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	

	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Diabetes Module 3.2 version          

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	 

	Adult
 (18-45)
	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)

	Self-report
	Parent proxy- report
	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Duchenne Muscular Dystrophy Module             
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	No Young Child self-report version
	Parent proxy- report
	No toddler version
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ End Stage Renal Module                     
	
	

	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	

	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Eosinophilic Esophagitis Module               
	
	
	
	

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Eosinophilic Esophagitis Symptoms              
	
	
	
	

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Epilepsy Module             
	
	

	Please specify:  
	Standard    
	 
	Acute 
	 
	Both  
	 
	 
	
	

	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	

	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Gastrointestinal Symptoms Module                                       
	
	

	Please specify:  
	Standard    
	 
	Acute 
	 
	Both  
	 
	 
	
	

	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	

	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Gastrointestinal Symptoms Scales                                  
	
	

	Please specify:  
	Standard    
	 
	Acute 
	 
	Both  
	 
	 
	
	

	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	

	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ General Well-Being Scale                                 
	
	

	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	

	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	No Young Child version
	No Toddler version
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Multidimensional Fatigue Scale                    

	Please specify:  
	Standard    
	 
	Acute 
	 
	Both  
	 
	 
	 
	 

	Adult
 (over 26)
	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)

	Self-report
	Parent proxy- report
	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Neurofibromatosis  Module                    

	Please specify:  
	Standard    
	 
	Acute 
	 
	Both  
	 
	 
	 
	 

	Adult
 (over 26)
	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)

	Self-report
	Parent proxy- report
	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	No toddler version

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Neuromuscular Module             
	
	

	Please specify:  
	Standard    
	 
	Acute 
	 
	Both  
	 
	 
	
	

	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	

	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Oral Health Scale             
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Pediatric Pain Coping Inventory          
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Young child version is Included in the child version
	No Toddler version
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Pediatric Pain Questionnaire (PPQ)          
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	No toddler version
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Present Functioning Visual Analogue Scales    

	Child (5-18)

	  Child-report form  
	 Parent-report form

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Rheumatology Module  
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Sickle Cell Disease Module                                                  

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	 

	Adult
 (over 26)
	Young Adult 
(18-25)
	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)

	Self-report
	Parent proxy- report
	Self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Stem Cell Transplant Module 
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	No Young Child self-report version
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Transplant Module 
	
	
	
	

	Adolescent 
(13-18)
	Child
(8-12)
	Young Child 
(5-7)
	Toddler 
(2-4)
	
	
	
	

	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Child self-report
	Parent proxy- report
	Parent proxy- report
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Family Information Form   

	  Parent-report form  
	 

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Family Impact Module                             

	Please specify:  
	Standard    
	Acute 
	Both  
	
	
	 

	  Parent-report form  
	 

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Healthcare Satisfaction Module 

	  Parent-report form  
	 

	
	
	
	
	
	
	
	
	
	
	

	PedsQL™ Healthcare Satisfaction Module for Hematology/Oncology 

	  Parent-report form  
	 


Financing of the Project: 

	 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.

	 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.

	 Large non-commercial organization Research and Evaluation (per-study license)
	Large non-commercial organization Research and Evaluation; e.g. states, nations, hospitals, healthcare systems (includes an important number of patients and/or centres)

	 Large non-commercial organization Unlimited Research and Evaluation and clinical use (annual license, unlimited use)
	Large non-commercial organization Research and Evaluation; e.g. states, nations, hospitals, healthcare systems (includes an important number of patients and/or centres)
Please specify number of centres------------------------------------------

	 Large non-commercial organization Unlimited Research and Evaluation and clinical use (Patient Registry)
	Large non-commercial organization Research and Evaluation; e.g. states, nations, hospitals, healthcare systems 

Patient Registry: an organized system that uses observational study methods to collect uniform data (clinical and other) to evaluate specified outcomes for a population defined by a particular disease, condition, or exposure, and that serves a predetermined scientific, clinical, or policy purposes

Please specify number of patients------------------------------------------

	 Commercial study
	Commercial studies (industry, CRO, any for-profit companies)

Please specify number of centres------------------------------------------

	 Commercial Patient Registry
	Commercial studies (industry, CRO, any for-profit companies)

Patient Registry: see above

Please specify number of patients------------------------------------------

	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 Owner
The Owner has intended to transfer a part of the copyright on the Questionnaire and/or the Documentation to MRT in order to enable MRT to make it available to the User for the purpose of the Study, subject to the User respecting the following conditions:

User shall not modify, abridge, condense, translate, adapt, recast or transform the Questionnaire in any manner or form, including but not limited to any minor or significant change in wordings or organisation in the Questionnaire, without the prior written agreement of the Owner.  If permission is granted, any improvements, modifications, or enhancements to the Questionnaire which may be conceived or developed, including translations and modules, shall become the property of the Owner.

The User therefore undertakes to respect these special terms.

(c) 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.

In the case of use of an electronic version of the Questionnaire in academic studies, the User undertakes to respect the following special obligations:

· In case of use of an IT Company (e-vendor), User shall check with Mapi Research Trust that IT Company has signed the necessary License Agreement with Mapi Research Trust before developing the electronic version of the Questionnaire 

· Not modify the questionnaire (items and response scales, including the response scale numbers from 0-4)

· Cite the reference publications

· Insert the Owner’s copyright notice on all pages/screens on which the Questionnaire will be presented and insert the Trademark information: PedsQL™, Copyright © 1998 JW Varni, Ph.D. All rights reserved.    

· Mention the following information: “PedsQL™ contact information and permission to use: Mapi Research Trust, Lyon, France – Internet: https://eprovide.mapi-trust.org and www.pedsql.org/index.html”
· Submit the screenshots of all the Pages where the Questionnaire appears to Dr James W. Varni before release for approval and to check that the above-mentioned requirements have been respected.

In the case of use of an electronic version of the Questionnaire in commercial studies / projects, the User undertakes to respect the following special obligations:

User shall:

· In case of use of an IT Company (e-vendor), User shall check with Mapi Research Trust that IT Company has signed the necessary License Agreement with Mapi Research Trust before developing the electronic version of the Questionnaire 

· Not modify the questionnaire (items and response scales, including the response scale numbers from 0-4)

· Cite the reference publications

· Insert the Owner’s copyright notice on all pages/screens on which the Questionnaire will be presented and insert the Trademark information: PedsQL™, Copyright © 1998 JW Varni, Ph.D. All rights reserved.    

· Mention the following information: “PedsQL™ contact information and permission to use: Mapi Research Trust, Lyon, France– Internet: https://eprovide.mapi-trust.org and www.pedsql.org/index.html ”
· For the first migration of the Questionnaire (generally the original version) into a specific electronic device
· Review of screenshots:

After implementation of the Questionnaire into the device, the user/IT Company will generate screen captures (screenshots) of the original questionnaire as displayed in the device. These will be reviewed by Mapi to check that they are consistent with the original paper version in terms of presentation, content and completion except for specific instructions related to the electronic administration. Corrections that may be needed will be reported to the user/IT Company. In this case, screenshots after correction will be generated for another round of review by Mapi until all screenshots are approved. 

Dr James W. Varni will review all approved screenshots for a final validation.
· Usability testing:

Usability testing is a methodology which aims to examine whether respondents are able to use a device and associated software as intended. Major issues of concern in usability testing typically include device complexity, navigation and response selection for example. 

The objective of this investigation is to ensure that the electronic version of the questionnaire as included in the device meets usability criteria, focusing on functional aspects and respondents’ understanding of instructions. Usability testing consists in interviews with patients where patients will complete the electronic version of the Questionnaire on the device and comment on their understanding of the instructions, ease of use and handiness of the device. A Usability testing report presenting results will be produced. If any changes are recommended, these will be implemented by the user/IT Company. If issues raised by respondents are rated as major, the user/IT Company may need to perform additional developments and another round of interviews may be needed.
Dr James W. Varni will review the changes suggested, if any, following the interviews. 
The review of screenshots is mandatory. The usability testing is highly recommended by Mapi, however should the User and/or IT Company decide not to perform this step, Mapi Research Trust shall not be held responsible for any consequence and expense associated with this decision which shall remain the User and/or IT Company’s sole liability. 
The review of screenshots and usability testing, when and if performed, shall be performed exclusively by Mapi and shall be sponsored by the User. 
The performance of the review of screenshots and usability testing will result in a certification of the electronic device original version of the Questionnaires by Mapi for future licenses. 

· For the migration of other language versions of the Questionnaire on an existing certified specific electronic device 
· Update version

After the electronic device original version of the Questionnaire is fully ready, the Questionnaire’s language versions developed for paper administration will be updated to reflect the changes in wording of instructions implemented in the electronic device original version of the questionnaire. 

Native speakers of the languages will reflect the changes made to the electronic device original version of the Questionnaire and will provide English equivalents of all changes made for Mapi’s quality control.

· Review of screenshots:

After implementation of the Questionnaire into the device, the user/IT Company will generate screen captures (screenshots) of the original questionnaire as displayed in the device. These will be reviewed by Mapi to check that they are consistent with the original paper version in terms of presentation, content and completion except for specific instructions related to the electronic administration. Corrections that may be needed will be reported to the user/IT Company. In this case, screenshots after correction will be generated for another round of review by Mapi until all screenshots are approved.

The update of version and review of screenshots are mandatory. These steps shall be performed exclusively by Mapi and shall be sponsored by the User.

The performance of the update of version and review of screenshots will result in a certification of the electronic device language version of the Questionnaires by Mapi for future licenses. 
· Use in a publication: 
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 version with the indication “sample copy, do not use without permission”

· to indicate the name and copyright notice of the Owner (PedsQL™, Copyright © 1998 JW Varni, Ph.D. All rights reserved)
· to include the reference publications of the Questionnaire
· to indicate the details of MRT for any information on the Questionnaire as follows: PedsQL™contact information and permission to use: Mapi Research Trust, Lyon, France.Internet: https://eprovide.mapi-trust.org and www.pedsql.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 or marketing: 

In the case of use in a dissemination/marketing context:

· On a website with unrestricted access:

The publication of a copy of the PedsQLTM on a website with unrestricted access is not permitted. 
· On a website with restricted access:

In the case of publication on a website with restricted access, the User may include a version of the Questionnaire that may be amended, subject to this version being protected by a sufficiently secure access to only allow the Beneficiaries to access it.
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 3, 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:  
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Appendix 3 to the Special Terms:
Cost structure for the use of the PedsQLTM instruments
Cost structure for the use of the PedsQLTM instruments 

· Not Funded Academic Research
Not funded academic research: if your project is not explicitly funded, but funding comes from overall departmental funds or from the University or individual funds 

· Funded Academic Research:

Funded academic research: projects receiving funding from government, EU or registered charity

Note: funded academic research sponsored by industry fits "commercial study" category

· Large non commercial organization research and evaluation:
(e.g. States, Nations, Hospitals, Healthcare Systems; includes a large number of patients and/or centres.)

· License fee per study

· Annual license fee

· Annual fee for Patient Registry

· Commercial Use:

(Pharmaceutical Industry, CRO, any for-profit companies)

· License fee per study

· Annual license fee

· Annual fee for Patient Registry

Not funded Academic Research:

(Not funded academic research: if your project is not explicitly funded, but funding comes from overall departmental funds or from the University or individual funds)
· Free of charge

Funded academic research: 

(Funded academic research: projects receiving funding from government, EU or registered charity)

Note: funded academic research sponsored by industry fits "commercial study" category

· License per study: 990 USD (or 883.48 EUR) including delivery of 1 module + 330 USD (or 294.50 EUR) per additional module 

Large non commercial organization research and evaluation:

(e.g. States, Nations, Hospitals, Healthcare Systems; includes a large number of patients and/or centres.)
Fees may be per study or based on a yearly contract for unlimited evaluation
1. License per study: 

· Owner’s Royalty Fees: 1 322.50 USD (or 1 180.20 EUR)  

· Mapi Research Trust’s Distribution fees: 1 080 USD (or 963.80 EUR) including delivery of 1 module + 360 USD (or 321.26 EUR) per additional module 

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

· Author’s Annual Royalty Fees (1)
	3 centers or less 
	4 to 10 centers
	11 to 15 centers
	16 centers or more

	6 647 USD *
	13 260 USD *
	19 872 USD *
	26 485 USD *



* this fee includes 10% MRT’s administrative fees

· Mapi Research Trust’s Annual Distribution Fees

	1 080 USD (or 963.80 EUR)

including delivery of 1 module
	+ 360 USD (or 321.26 EUR)  per additional module


3. Annual fee for Patient Registry:

· Author’s Annual Royalty Fees (1)
	200 patients or less 
	201 to 400 patients
	401 to 600 patients
	601 patients or more

	6 647 USD *
	13 260 USD *
	19 872 USD *
	26 485 USD *



* this fee includes 10% MRT’s administrative fees 

· Mapi Research Trust’s Annual Distribution Fees

	1 080 USD (or 963.80  EUR)

including delivery of 1 module
	+ 360 USD (or 321.26 EUR)  per additional module


Commercial use:

(Pharmaceutical Industry, CRO, any for-profit companies)
Fees may be requested per study or based on a yearly contract
1. license fee per study:

· Author’s Royalty Fees (1)
	3 centers or less
	4 to 10 centers
	11 to 15 centers
	16 to 20 centers
	21 to 25 centers

	6 647 USD *
	13 260 USD *
	19 872 USD *
	26 485 USD *
	33 097 USD *


	26 to 30 

centers
	31 to 35 

centers
	36 to 40 

centers
	41 to 45 

centers
	46 to 50 centers
	51 or more centers

	39 710 USD *
	46 322 USD *
	52 935 USD *
	59 547 USD * 
	66 160 USD*
	72 772 USD*  


* this fee includes 10% MRT’s administrative fees

· Mapi Research Trust’s Distribution Fees

	Cost per PedsQLTM module
	Cost per translation

	 1600 USD (or 1427.84 EUR)**
	+  500 USD (or 446.20 EUR)  per existing translation of each module (regardless of the number of age-groups requested)


**including delivery of the requested modules in their original US English version

2. Annual license fee:

· Author’s Annual Royalty Fees*** (1)
	2 or 3 trials per year
	4 to 6 trials per year
	7 to 9 trials per year
	10 to 12 trials per year
	13 to15 trials per year
	16 trials or more  per year

	33 097 USD *
	39 710 USD *
	46 322 USD *
	52 935 USD *
	59 547 USD * 
	66 160 USD *


* this fee includes 10% MRT’s administrative fees 

· Mapi Research Trust’s Annual Distribution Fees*** (1)
	2 or 3 trials per year
	4 to 6 trials per year
	7 to 9 trials per year
	10 to 12 trials per year
	13 to15 trials per year
	16 trials or more  per year

	3 510 USD**
	5 590 USD** 
	8 515 USD** 
	11 440 USD** 
	14 365 USD** 
	16 315 USD** 


**including delivery of the requested modules in their original US English version. In addition, for the delivery of translations, 500 USD (or 446.20 EUR) per existing translation of each module (regardless of the number of age-groups requested) would be invoiced.

***Annual license is possible for a minimum of 2 studies, and for a duration of at least 1 year

3. Annual license fee for Patient Registry:

· Author’s Annual Royalty Fees*** (1)
	100 patients or less
	101 to 200 patients
	201 to 300 patients
	301 to 400 patients
	401 to 500 patients

	6 647 USD **
	13 260 USD **
	19 872 USD *
	26 485 USD *
	33 097 USD *


	501 to 600 patients
	601 to 700 patients
	701 to 800 patients
	801 to 900 patients
	901 to 1000 patients
	1001 patients or more

	39 710 USD *
	46 322 USD *
	52 935 USD *
	59 547 USD * 
	66 160 USD*
	72 772 USD*  


* this fee includes 10% MRT’s administrative fees

· Mapi Research Trust’s Annual Distribution Fees

	Cost per PedsQLTM module
	Cost per translation

	 1 600 USD (or 1 427.84  EUR)**
	+  500 USD (or 446.20  EUR)  per existing  translation of each module (regardless of the number of age-groups requested)


**including delivery of the requested modules in their original US English version

(1) For payment in EUR, the exchange rate of 1 USD = 0.8924 EUR will apply. This rate corresponds to the 2015 average exchange rate as per www.xe.com 
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