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1.
General information
1.1.
Quality of Life questionnaire
As other questionnaires, a Quality of Life (QOL) questionnaire is usually composed of instructions, items and corresponding response categories or response choices.

1.2.    Investigator/Project Manager Qualifications

The linguistic validation of the PedsQL( requires that the investigator’s team have a scientific background and requisite training and experience in the social sciences. Knowledge of the theory and methodology of standardized instrument development, as well as experience in standardized assessment procedures is recommended.  All PedsQL( translations must be conducted in close ongoing collaboration with Mapi Research Institute in Lyon, France and with Dr. James W. Varni. 

1.3.
Linguistic validation
The aim of the linguistic validation of the PedsQL( developed in US English is to produce a translated version in a foreign language which is conceptually equivalent to the original version, as well as clear and easy to understand.  The translated instrument should be understood by most respondents in a selected population and should maintain a reading and comprehension level that will be accessible by most respondents, even of a low education level.  The development of the PedsQL( for cross-cultural comparisons requires achieving conceptual equivalence between the original US English instrument and the target translation instrument. Conceptual equivalence is the absence of differences in the meaning and content between the PedsQL( source language and the translated version.  This is achieved through a process called linguistic validation, described below and in the following pages.
The linguistic validation of a QOL questionnaire should consist in at least 3 steps: 


- forward translation, (includes the production of a "reconciliation" version)


- backward translation, 


- patient testing.

An algorithm of the whole process is given on the next page.

It should be kept in mind that the questionnaire should always be considered as a whole (e.g., the wording of the response choices may influence the translation of the items, and vice-versa).

NB: Furthermore, due to the conception of the PedsQL( 4.0 Generic Core Scales and Disease-Specific Modules using parallel child self-report and parent proxy-report forms, any translation of any of the PedsQL( questionnaires should include both child and parent forms for the same age-group. No translation can take place without translating both the child and parent forms for the age-group(s) you will be using in your study.

2. Algorithm of the linguistic validation process
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2.1
Phase 1 :  Forward translation step
2.1.1
Definitions 

It is the translation of a questionnaire into a foreign language.

The original language in which the questionnaire was developed is called the source language. The foreign language which the questionnaire has to be translated into is called the target language. 

Therefore the forward translation can be summed up as the passage from the source language to the target language.

2.1.2
Resources required
-
the recruitment of two local professional translators, native target language speakers, bilingual in the source language - (the use of professional translators is highly recommended for translation of the PedsQL( instruments),

-
the involvement of the local project manager/investigator.

2.1.3
Methodology
· Production of 2 forward versions: each of the translators will independently produce a forward translation of the original items, instructions and response choices.  Production of a combined version, Version 1 : both translators and the local project manager/investigator/translation committee must discuss the translations and agree on a single reconciled version. The aim should be to produce a conceptually equivalent translation of the original questionnaire and the language used should be colloquial and easy to understand.  This process permits changes to be made with respect to the US English version where words or concepts are untranslatable or where words or terms have a specific meaning in one language but a semantically different or secondary meaning in the other language.
· If the questionnaire is very disease-specific, the review of the intermediary version by a specialist (i.e., cardiologist, respiratory disease specialist, etc...) may be needed.

· In the case of interpretation problems of the original questionnaire, Dr. James W. Varni can be contacted and according to his explanation of the particular problem the first version in the target language might be modified.

· Production of a report in English outlining the translation issues discussed and how the first version of the items, instructions and the response choices was produced.

2.1.4
Results of phase 1
-
Production of a first version of the questionnaire and a report on this step.

2.2
Phase 2:  Backward translation step
2.2.1
Definition 

It is the translation of the first reconciled forward version of the questionnaire back into the source language (English).

2.2.2
Resources required
It requires the recruitment of a local professional translator, native speaker of English and bilingual in the target language.

2.2.3
Methodology
· Production of the backward version : the translator will translate the first version of the questionnaire produced in phase 1 back into English. He should have no access to the original US English version of the questionnaire. 
· Backward translation and report with comments will be sent to Dr. James W. Varni for review and comment.  

· Comparison of the backward version with the original source version:

· Done by the local project manager during a meeting with the "backward" translator in order to detect any misunderstandings, mis-translations or inaccuracies in the intermediary forward version of the questionnaire.  The development of a consensus and the translation by committee methodology reduces the cultural and social bias that may result when only one or two translators are responsible for the translation.

· Will result in changes to the first version, giving rise to the second version.

· Production of a report in English on the issues which were discussed and how the final decisions were made.

2.2.4
Results of phase 2
-
Production of a second version of the questionnaire and a report on this step.

2.3
Phase 3: Patient testing 
2.3.1
Aim
To administer the translated questionnaire to a sample of respondents to determine whether the translation (instructions, items and response choices) is acceptable, whether it is understood in the way it is supposed to be, and whether the language used is simple and appropriate.  Two main aspects are to be tested:

· the conceptual equivalence of items and response choices/ratings in the translation with the original;

· the patients’ understanding of the instructions and items, and any problems in the administration of the translated questionnaire.

2.3.2
Methodology 
The second version of the questionnaire (obtained after phase 2) has to be tested on a panel of a minimum of 5 respondents: 

· For the PedsQL(, both the children (patients) and their parents should be interviewed during patient testing – the children/patients should be interviewed for the child self-report forms and the parents for the parent proxy-report forms.   Child and parent interviews should take place separately.

· The patients should all be native speakers of the target language and of the appropriate age-group for the questionnaire being translated.
· The comprehension test should be performed through face to face interviews during which the interviewer should inquire whether the patient had any difficulty in understanding the questionnaire and check the patient’s interpretation of all items. In case of any problem, the interviewer may propose or test alternatives of translations (if this problem had been anticipated), or ask the person to propose alternatives.
· Five child self-report and parent proxy-report respondents in each age range (2-4, 5-7, 8-12, 13-18 years) are required to ensure confidence in the linguistic and conceptual equivalence of the translation from the respondent's perspective.  The intent of cognitive interviewing techniques is to examine the question answering of the respondents in order to identify and correct errors introduced through the translation process.  Cognitive interviewing techniques can minimize sources of measurement error introduced by the translation process by detecting question items, terms, or response options that are difficult to understand or that are misunderstood by the respondent.  Revisions in the translation must be conducted to rectify the identified problems in the conceptual equivalence of the translated instrument.
-
A report on the interviews should be produced in English : it should outline the number of subjects interviewed, their age, the time it took to complete the questionnaire, the difficulties encountered, the solutions suggested and retained and how the third version of the questionnaire was produced.

2.3.3
Results of phase 3
Production of the third version of the questionnaire which should be proof-read to be considered as final, and of a report on this step.

2.4 Additional steps recommended by Dr. James W. Varni

2.4.1. Field Test:

Ideally, the translation should be field-tested.

The field test phase involves the administration of the translated instrument to the target language population.  Determining the equivalence of the PedsQL( US English source instrument with the newly translated PedsQL( target language version consists primarily of the statistical analyses of the data from the field test utilizing the item-level and scale-level analyses contained in the PedsQL( 4.0 2001  Medical Care journal publication.  

The statistical analyses of the data are then sent Dr. James W. Varni for review and recommendations.  These analyses are then statistically compared to the current data from the US English field test of the PedsQL(.    

2.5 Finalisation

It is strongly advised that the final version be proof-read by a native target language speaker in order to perform a final check of the spelling, grammar, page layout, etc.
3.
Practical details
A linguistic validation process is much more time-consuming than a single straightforward translation.

Sufficient time should be planned at each step for the production of the translations, meetings with the translators, interviews with patients, discussions and production of reports.

From our experience you should allow for each step of a linguistic validation process the following timeframe as a minimum:

· Forward translation step:


2 weeks

· Backward translation step:

2 weeks

· Testing on patients:


2 weeks

· Proof-reading and finalisation:

2 weeks

IMPORTANT:

In accordance with Dr. James W. Varni and in order to keep track of your work, you are kindly requested to:

· complete the last page of this leaflet and return it to Mapi Research Institute

NB: This should be done before any PedsQL( materials will be released to you and before your translation and research work can begin.

· provide Mapi Research Institute with a copy of the final version of the questionnaire in your language (both paper and electronic versions) as well as a copy of each report (paper and electronic) you produced in English for each step of the linguistic validation process.

· Please note that your work will be considered for research and evaluation purposes only.  Under no circumstances can you use it for commercial or international studies, or dispatch it to any third party for commercial or other use.

· Dr. James W. Varni holds the Copyright of the original and all translations of the PedsQL(
4.
Related references
PedsQL( Reference Journal Articles 

Varni, J.W., Burwinkle, T.M., Seid, M., & Skarr, D. (2003). The PedsQL( 4.0 as a pediatric population health measure: Feasibility, reliability, and validity. Ambulatory Pediatrics, 3, 329-341.

Varni, J.W., Seid, M., & Kurtin, P.S. (2001).  The PedsQL( 4.0: Reliability and validity of the Pediatric Quality of Life Inventory( Version 4.0 Generic Core Scales in healthy and patient populations.  Medical Care, 39, 800-812. 

Varni, J.W., Burwinkle,T.M., Katz, E.R., Meeske, K., & Dickinson, P. (2002).  The PedsQL( in pediatric cancer: Reliability and validity of the Pediatric Quality of Life Inventory( Generic Core Scales, Multidimensional Fatigue Scale, and Cancer Module.  Cancer, 94, 2090-2106.

Varni, J.W., Seid, M., Knight, T.S., Burwinkle, T.M., Brown, J., & Szer, I.S. (2002).  The PedsQL( in pediatric rheumatology: Reliability, validity, and responsiveness of the Pediatric Quality of Life Inventory(  Generic Core Scales and  Rheumatology Module.  Arthritis and Rheumatism, 46, 714-725.

Varni, J.W., Seid, M., Knight, T.S., Uzark, K., & Szer, I.S. (2002).  The PedsQL( 4.0 Generic Core Scales: Sensitivity, responsiveness, and impact on clinical decision-making. Journal of Behavioral Medicine, 25, 175-193. 

Varni, J.W., Seid, M., & Rode, C.A. (1999).  The PedsQL(: Measurement model for the                   

Pediatric Quality of Life Inventory.  Medical Care, 37, 126-139.

Reference Books

Marin, G., & Marin, B. V. (1991).  Research with Hispanic populations.  New York: Sage.

Schwarz, N., & Sudman, S. (Eds.) (1996).  Answering questions: Methodology for determining cognitive and  communicative processes in survey research.  San Francisco, CA: Jossey-Bass.

Sudman, S., Bradburn, N., & Schwarz, N. (1996).  Thinking about answers: The application of cognitive processes to survey methodology.  San Francisco, CA: Jossey-Bass.

Reference Journal Articles

Bullinger, M., Alonso, J., et al. (1998).  Translating health status questionnaires and evaluating their quality: The IQOLA project approach. Journal of Clinical Epidemiology, 51, 913-923.

Cella, D., Hernandez, L., et al. (1998).  Spanish language translation and initial validation of the Functional Assessment of Cancer Therapy Quality of Life Instrument.  Medical Care, 36, 1407-1418.

Herdman, M., Fox-Rusby, J., & Badia, X. (1998).  A model of equivalence in the cultural adaptation of HRQoL instruments: The universalist approach.  Quality of Life Research, 7, 323-335.

Harris-Kojetin, L.D., Fowler, F. J., et al. (1999).  The use of cognitive testing to develop and evaluate CAHPS( core survey items.  Medical Care, 37, MS10-MS21.

Wagner, A. K., Gandek, B., et al. (1998).  Cross-cultural comparisons of the content of  SF-36 translations across 10 countries: Results from the IQOLA project.  Journal of Clinical Epidemiology, 51, 925-932.  

Weidmer, M.A., Brown, J., & Garcia, L. (1999).  Translating the CAHPS( survey instruments into Spanish.  Medical Care, 37, MS89-MS96.   

Linguistic Validation of PedsQL( Form

Please complete, sign and return this form to Mapi Research Institute 

By Fax: +33 (0) 4 72 13 66 82         or e-mail: cberne@mapi.fr
NB: This form should be returned before any PedsQL( material can be released to you and before your translation work can begin.
Date:


Your first name:_______________________  Your LAST NAME:


Your title:_____________________  Your current position:


Organization:


· Address:


· Country:


· Telephone no. :
 Fax no. :


· E-mail address:


You intend to work on the linguistic validation of the following PedsQL( Generic Cores Scales/Modules:

	PedsQL 4.0 Generic 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	PedsQL 4.0 Generic Short Form 15 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Arthritis Module 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Asthma  Module 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Asthma  Module Short Form 22 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Brain Tumor Module
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Cancer Module 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Cardiac Module 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Cognitive Functioning Scale
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Cerebral Palsy Module 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Diabetes Module 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Fatigue Module 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Pediatric Pain Coping Inventory TM 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	
	No toddler version

	Pain (PPQ) 
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	No toddler version

	Present Functioning Visual Analogue Scales
	5-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	
	
	

	Rheumatology Module
	13-18 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	8-12 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	5-7 parent  FORMCHECKBOX 
 child  FORMCHECKBOX 

	2-4 parent  FORMCHECKBOX 
 

	Family Information Form
	
	
	
	

	Family Impact Module
	Parent version  FORMCHECKBOX 

	
	
	

	Gastrointestinal Symptom Scale
	Parent version  FORMCHECKBOX 

	
	
	

	Healthcare Satisfaction Module for Hematology/oncology 
	Parent version  FORMCHECKBOX 

	
	
	

	Healthcare Satisfaction Module 
	Parent version  FORMCHECKBOX 

	
	
	


AGE-GROUPS: 13-18:  Adolescent -   8-12: Child - 5-7: Young Child - 2-4: Toddler (parent form only).

· You intend having it/them translated into the following language:


· For use in the following country


· You expect the linguistic validation process to be completed and all documents to be ready by:____________________________(Date)

NB: Dr. James W. Varni holds the copyright of the original PedsQL( Generic Core Scales and Disease-Specific Modules and all translations of the PedsQL(.  Any improvements, modifications, or enhancements to the PedsQL( which you may conceive or develop, including translations and modules, shall become the property of Dr. James W. Varni. You are not authorized to modify, retype, copy or otherwise duplicate the PedsQL( except with further and written permission of Dr. James W. Varni.

I hereby acknowledge the information presented in this document and agree to send paper and electronic copies of the final translated version and all reports documenting the translation process to Mapi Research Institute in order to help Dr. James W. Varni keep track of all work being done on the PedsQL(.
Signature: __________________________

Thank you very much for your co-operation.
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