A semi-qualitative questionnaire for the exploratory analysis of practices, procedures and researcher opinions about the collection, storage and use of paediatric biological samples and associated data for research purposes

Introduction 

This questionnaire has been conceived in the sine of a Pilot Study exploring some key ethical and regulatory issues related to the collection, storage and research use of pediatric biological samples and associated data (so called “pediatric biobanking”), as reported in the international literature. 

The aforementioned study aims at looking at how these issues are presently faced within the pratice by researchers directly or indirectly engaged in pediatric biobanking.

This is a first step towards the future development of a policy dedicated to pediatric biobanking, as strongly recommended by authors leader in the current international debate on this emerging topic (i.e., Gurwitz, Knoppers, Science, 2009). 

According to the exploration of a reality – namely, the pediatric biboanking – which is presently no well known, especially in a practical perspective, the following questionnaire has been structured as a tool for collecting qualitative information. As a consequence, it mainly includes open ended questions and a final section for free comments.

This questionnaire has been designed on the basis of a set of semi-structured interviewes performed with a sample of pre-selected researchers, using pediatric biological materials and or data for research purposes, in order to focalize a series of pre-identified ethical and regulatory issues related to pediatric biobanking. 

The compilation of the questionnaire is anonymous and self-administered. 

As agreed by email, the questionnaire return time lasts from March to May 2010. 

It is kindly ask you to return the questionnaire, once filled out, to this email:

msalvaterra@bp.lnf.it 

It is also strongly recommended to respect the mentioned deadline in order to allow us to collect and analize the questionnaires before this Summer. 

We thank you for your precious collaboration and remain at your disposal for any needs. 

Elena Salvaterra, Leonardo Lenzi

	QUESTIONS
	ANSWERS

	SECTION I

	Social and demographical data 



	1
	How old are you?
	

	2
	What is your education level?
	

	3
	What are your present job functions and responsibilities?
	

	4
	Which is your nationality?
	

	5
	Are you working in a Hospital, or Clinical and research institute, or Research institute, or other?
	

	6
	Is that Hospital/Institute public or private (or other)?
	

	SECTION II

	Information related to the performed practices



	7
	Which activities are developed in your Laboratory or Clinical/Research unit?
	

	8
	Within your Laboratory or Clinical/Research Unit, are pediatric biosamples or data collected or stored or used?
	

	8a
	If yes, what are the scopes of the collection, storage and use of biosamples and/or data?
	

	9
	If you use biosamples and/or data for research purposes, may you summarize the nature, features and scops of these research? 
	

	9a
	Generally, are these research known at the time of collection/storage of biosamples and/or data?
	

	10
	Generally, how old are the patients from whom biosamples and/or data are removed/collected?
	

	11
	Generally, within your Laboratory/Clinical or Research Unit, what types of biosamples are collected/stored/used (i.e., blood, serum, salivary, urine, Dna, Rna,  cell lines, other)?
	

	12
	Generally, within your Laboratory/Clinical or Research Unit, what types of data are collected/stored,/used?
	

	13
	Generally, within your Laboratory/Clinical or Research Unit, what is the origin of the collected/stored/used biosamples and/or data (i.e., are they collected during a diagnostic analysis or removed during a surgical intervention or collected during other medical procedures)? 
	

	14
	Generally, within your Laboratory/Clinical or Research Unit, what are the reasons why biosamples and or data are collected/stored/used?
	

	15
	Generally, within your Laboratory/Clinical or Research Unit, how the biosamples and data are collected/stored/used?
	

	16
	Generally, within your Laboratory/Clinical or Research Unit, how are used data ssociated to the samples (i.e., are they coded or encrypted or completely anonymised or other)?
	

	17
	Generally, within your Laboratory/Clinical or Research Unit, are informatic programs and or tools used for the management of biosamples and or data?
	

	18
	Generally, within your Laboratory/Clinical or Research Unit, are the biosamples and or data shared with other researchers?
	

	19
	If yes, why are they shared with other researchers? And how are they shared with them?
	

	19a
	Generally, within your Laboratory/Clinical or Research Unit, how long are stored biosamples and/or data?
	

	20
	In the case of the achievement of residual biomaterials, are they stored or used or destryed or otherwise utilised?
	

	21
	Generally, which type of benefits receive the patient from whom biosamples and or data are obtained?
	

	22
	Generally, what type of information are obtained during or at the end of the research development?  
	

	23
	Generally, how many time occurs to obtain relevant information from the research development?
	

	24
	Generally, what type of information are communicated during or at the end of the research development?  
	

	25
	Generally, to whom these information are communicated (i.e., to the patient parents, to the patient, to the physician of the patient or the family, other)?
	

	26
	Generally, how information are communicated to concerned people?
	

	SECTION III

	Information related to the followed procedures



	27
	Generally, within your Laboratory/Clinical or Research Unit, are followed procedures (as policy, guidelines, other) specifically dedicated to pediatric biobanking?
	

	27a
	If yes, may you summarize them?
	

	28
	Generally, within your Laboratory/Clinical or Research Unit, are used informed consent forms specifically dedicated to pediatric biobanking?
	

	29
	Generally, within your Laboratory/Clinical or Research Unit, who is involved in the decision making process related to pediatric biobanking (i.e., parents of the child, or the same child or his/her legal representative, or other)?
	

	30
	Generally, within your Laboratory/Clinical or Research Unit, is the opinion of the child asked for about the proposal to collect or store or use his/her biosamples and or data?
	

	31
	Generally, within your Laboratory/Clinical or Research Unit, is the child recontacted once he/she becomes legally competent?
	

	32
	Generally, within your Laboratory/Clinical or Research Unit, why the child is or is not recontacted once he or she becomes legally competent?
	

	33
	Generally, within your Laboratory/Clinical or Research Unit, are material transfer agreements used for the sharing of biosamples or data  with other researchers?
	

	34
	If yes, may you summarize them?
	

	35
	Generally, within your Laboratory/Clinical or Research Unit, are used other forms or procedures related to pediatric biobanking?
	

	SECTION IV

	Opinions of researchers directly or indirectly involved in pediatric biobanking process

	36
	What do you think about the use of pediatric biosamples and or data for research purposes?
	

	37
	What scopes do you think should have pediatric biobanking and research based on the use of pediatric collections?
	

	38
	How do you think should be regulated this process and the research based on pediatric biobanking?
	

	39
	Who do you think should make decisions about pediatric biobanking and research use of pediatric biosamples and or data?
	

	40
	How do you think should be shared collected biosamples and or data with other researchers?
	

	41
	How and why do you think should be kept a link with the donor or his/her parents?
	

	SECTION V

	Further comments
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