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AIDE-MEMOIRE ON
KEY SAFETY REQUIREMENTS
FOR ESSENTIAL MINIMALLY PROCESSED
HUMAN CELLS AND TISSUES FOR TRANSPLANTATION

Product

Human amniotic membrane

Full Product Description
Human amniotic membrane retrieved from a live donor and stored cool without processing,
frozen with cell viability preserved (crypreserved), frozen in a glycerol solution without cell
viabili dried, with or without terminal sterilization

Donor Testing

In additios the del

following exclusions will apply:

the |No additional product specific guidelines

e Anycomplications during the
monitoring of the pregnancy which
‘might compromise the tissue quality or

fety

Proces Storage.

and labelling

e Frozen Bone and Tendon In addition to the cross-cutting guidelines. the |Labelled piry date of 2 years after
e Freeze-dried Bone following will app}y donation for glycerolised tissue. for S_ycan if the
Human ski o Recovered from the placenta in aseptic |tissue or cells are cryopreserved and for 14 days
¢ Humanskn oo conditions following caesarian section | for tissuc that has not been subjested to a specific
e  Human Amniotic Membrane (or clean conditions following vaginal |preservation process.
. ('r\-‘upru«ur‘\'cd Cardiac Valve delivery or caesarian section if Stored at an appropriate temperature, as validated,
N . terminally sterilized) following
* Human Cornea thorough cleansing of domor site
e  Fresh Haematopoietic Stem Cells (unrelated, bone marrow and peripheral blood If cryopreserved i _
e Cryopreserved cord blood stem cells (unrelated). ceds “f‘“l“l‘l‘ to “"““""‘dd”“‘f‘ -
? cryoprotestant and freezing using a validated
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HBV HBs Ag #9598
HBV NAT(HBV DNA) #0348
HCV HCV Ab 828
HCV NAT(HCV RNA) #9238
HIV HIV1,2 Ab #9228
HIV NAT(HIV RNA) 118
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