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ANNEX I

SELECTION CRITERIA FOR DONORS OF TISSUES AND/OR CELLS (EXCEPT
DONORS OF REPRODUCTIVE CELLS) AS REFERRED TO IN ARTICLE 3(a)

2. Living donors
2.1. Autologous living donor

2.1.1.  Ifthe removed tissues and cells are to be stored or cultured, the same minimum set of
biological testing requirements must apply as for an allogeneic living donor. Positive
test results will not necessarily prevent the tissues or cells or any product derived from
them being stored, processed and reimplanted, if appropriate isolated storage facilities
are available to ensure no risk of cross-contamination with other grafts and/or no risk
of contamination with adventitious agents and/or mix-ups.

2.2. Allogeneic living donor

2.2.1.  Allogeneic living donors must be selected on the basis of their health and medical
history, provided on a questionnaire and through an interview performed by a qualified
and trained healthcare professional with the donor, in compliance with point 2.2.2.
This assessment must include relevant factors that may assist in identifying and
screening out persons whose donation could present a health risk to others, such as
the possibility of transmitting diseases or health risks to themselves. For any donation,
the collection process must not interfere with or compromise the health or care of the
donor. In the case of cord blood or amniotic membrane donation, this applies to both
mother and baby.

2.2.2.  Selection criteria for allogeneic living donors must be established and documented
by the tissue establishment (and the transplanting clinician in the case of direct
distribution to the recipient), based on the specific tissue or cells to be donated,
together with the donor’s physical status and medical and behavioural history and the
results of clinical investigations and laboratory tests establishing the donor’s state of
health.

2.2.3.  The same exclusion criteria must be applied as for deceased donors with the exception
of point 1.1.1. Depending on the tissue or cell to be donated, other specific exclusion
criteria may need to be added, such as:

(a) pregnancy (except for donors of umbilical cord blood cells and amniotic membrane
and sibling donors of haematopoietic progenitors);

(b) breastfeeding;

() in the case of haematopoietic progenitor cells, the potential for transmission of
inherited conditions.



