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SUMMARY - The EUSTITE project (European Union Standards and Training for the Inspection of Tis-
sue Establishments), funded under the European Commission Public Health Programme, aims to opti-
mise and harmonise the standards and methods applied in the inspection and authorisation of tissue pro-
curement and tissue establishments within the EU. This paper reports on a EUSTITE survey undertak-
en to collect detailed information on existing inspection systems, and to disclose differences in approach,
areas of good practice and gaps that need to be filled by the provision of guidance and training.

INTRODUCTION

The EUSTITE project (European Union Standards and
Training for the Inspection of Tissue Establishments) is a 3
year project funded under the European Commission Public
Health Programme (see www.eustite.org). The primary ob-
jective of the project is to optimise and harmonise the stan-
dards and methods applied by Competent Authorities (CA)
in the inspection and authorisation of tissue procurement
and tissue establishments (TE) within the EU, in compli-
ance with Directive 2004/23/EC', Articles 5, 6 and 7 and its
associated implementing directives. The project is carried
out by a consortium of 11 organisations from 10 EU Mem-
ber States and the World Health Organisation (WHO) and
is led by the National Transplant Centre in Italy.

Existing inspection systems, their advantages and disadvan-
tages were explored in a survey conducted by ONT and in
an exploratory interactive workshop hosted by the Irish
Medicines Board in Ireland. The survey aimed to collect
detailed information on existing inspection systems for hu-
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man tissues and cells in all European Union Member
States, and it focuses in more depth on the specific areas of
supervision, inspection and authorisation (accreditation/li-
censing) whilst aiming to identify differences in approach,
areas of good practice and gaps that need to be filled by the

provision of guidance and training.

METHODOLOGY

Scope

All 27 EU Member States and 3 Non EU Member States
were invited to participate in the survey. The invitation let-
ter was sent to the Competent Authority Representatives
who attended the Meeting of Competent Authorities for
Tissues and Cells in Brussels, 8 February 2007.

Data collection

The questionnaire used for this survey was produced by
one partner, ONT, with the collaboration of the full mem-
bership of EUSTITE and the endorsement of the Euro-
pean Commission. To avoid the need to repeat information
already provided to the European Commission as part of a
survey conducted earlier in 2007, the questionnaire in-
cluded a summary of that information and Competent Au-
thorities were asked to confirm if that information was still
accurate or if any aspect of it should be updated.
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