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in the absence of substitutes, the use of blood mponents remains essential in
therapy. This guids contains 2 compendium of measures designed to ensure
safety, efficacy and quakty of blood components and is particulary intended for all
those working in blood transfusion services, In accordance with the approach
recommanded by the Coundll of Europe in this field, it is based on the pramise of
voluntary, non-remunerated blood donation. It desaribes the different blood
components and gives infurmation on their dinical indications and possible

side sffects.

Adopted in 1995 as a technical appendix to Recommendation Ma. R (25) 15
of the Coundl of Europe, the guide oontinues to be the "golden standard™ for
European blood transfusion services and forms the basts for many national
guidsiines,

In this 7th edition, Chapter 1 on sslection of donors has been completely
overhauled in fts presentation to make it more user-friendly. Where necessary,
chapters have besn revisad o take into uccount what can be achleved with new
technology. For examipie, in Chapter 3 a paragraph has been added on
leucocyte-depleted compenents, A new Chaptear 28 on statistical process contral
has also been introduced.

The Guide to the preparztion, use and quality assurance of blood componerts

will be of Interest to blood transfusion rentres, legislabors, health personnal and
all therse working in the field of blood transfusion. :
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Chapter 20: Haematopoietic progenitor cells

Definltion

Hmmmmﬂk&[?ﬂ}mmmmplmpmwmﬂnofwlf
mencwil at well an differentisrion md matoation into il Lineages.
They are found in bone mamow [tomc mamow cells (BMC)), fetal liver, in the
mooomaclzar call fraction of cirulating blood [peripharal hiood stem celly (PRSCY]
and in umbilical cord béoed [umbilical stem cells (USC).

HPC prepacations (from all four sources} sre inteded to provide a soccesafol
engrafimest of baecmaiopoictc stem calls leading o 3 restonstion of all types of bloed
vells o0 & normal level and fonetion in the recipieat The mfused HPC can originate
from the recipion or from another indivicual,

soltico/purification of HPC and i mnstinely wsed az @ inclicaror i
etk of the preparstions,

HPC are short lived in culnors medbom in wire; cryopresarvation (below -120 0}
allows storage for prolongsd peciods of time.

The vield of monomiclear celln should be soffickent to facilite awccessfil
engrafinent in the recipient.

Meathods of collection and preparaton

All reatment of the donors Tequired to obtain an efective HPC preparstion should
comply with the relevmnt medical ethical codes and be perfoctmad with informed
comannl of the donor

All requinoonts for dooor selechicn and laboratory testing are spplicable as for 2
ool while blood and cytapheresic dongs with sddition of full HEA oyping. If the
_mmmmmmmnmmmlym&mm
’ val of the danor's aod Tociprent’s phymician




B. Autologouy iransplantatios:

Ifﬂmtiamypodﬁumﬂafnrmﬁuim—tumdﬁmﬂllm
imvoived m the taating, collection, peocescing ind storage of HPC preparation should -

be nformed pricoe b their ivolvement Storage sboukd oupwe (e there s no f

possibility of coutactivation of cther componenis. All contaners aRd material which

have been in direct contact with the biomaterial invelved i the HPC preparation |

should then be labelled a3 a bioharard or disposed e hazardous waste.

. Tvpes of prepararcn

Purificatioe/manipolation of components, if mdu:ated. can inchode; rumyrul_nl‘
gramulocyies and erythrocytes, reduction/climinalion of malignant celle contamitatmg

mlhzmlnlngmu}[PCpmpuminmoru[menumbuofT-]ymp}mminﬂx

allogenic HPC preparations to minimise Graft Versus Host discane.

Purgingmdiuvivoupansinnmmchﬁquﬂwhichmmmﬂimmpluyedm

obtain higher purity or mezensed sumbers of progeniton cells o the final component.
- Bonc marw

Bmmmumhhnuﬁdhymhnﬁngﬂ:ndhﬁwmeuvm?fwm :
Further purificaiion contists of removal of bone fragrmants by Gitration and isolation

of the "ffycont” cells afler centrifugation
- Peripheral bloed stem cells

PBSCmaollwtndummmmMcﬂ]shthplﬂ'ﬂis.ThcmnnbwufEPﬂ
mnﬂﬁmﬁpﬁﬂﬂnﬁismﬂ!ymhmﬁdﬂfulmﬁdmw _
engrafunert when the patisat i3 trested with growth factors prior to colléction. A 3
minhnmdmcfmﬂmﬁdmy:fhmﬂhgmlﬂymm&dmbchm‘CDM{

cellafkg weight of Peeipisnl

. Umbilical gord bl

cond,

- Exgl liver

Fetal liver i excluded from consideration,

150

Umbilical stem celly are extracied from fiesh placentse via the vein of the umbilical 3

Cryoprassrvation and thawicg
Cl}muﬁmiswmmmlynpﬂnfﬂupmpuuﬁmufmdmhmhmﬂj
mﬂxmmmmmm&:mmmmﬁu
periphant,

The cells ane suspended in 8 medium containing 2 cryoprateoiant (DMSQ) and protein
(autodogous plasmaaltsymin} and ape frozsn in crychags at a conirolled-rats of -1
pez mizute and soed in the vapour phase of Lhe liquid nitrogen freezry. A secure
labelling system is cssential for the ideptification of unity in frozen smeage.
I'h':ﬁ'ﬂzmHP’Cpm_pan:imi.sl:hawedbymixiuginlﬂ?'CmHI"C,:i.ﬂmntinumm

agiteticn mnd transfised immedistely. Washing, ultaflration of the thawsd Product

ar the e of other coyupreservatives may be future developments in order to minimise
DMSA Laxicity,
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contporvnts and its refertncs samphes.

Labelling

The [abet of the thawed unit thall have at least the: foliowing itformation:

- the name of the component, ban: marrow, pariphaal biood peogemibor cells, or
umbilical cord Blood unit,

- the producer’s name and address (text or coda);

- date of collection:

- ther wpproxizate volioms in the container,

- the: namez and velumes of anticoaglants or ather dﬂ'ivarl:iﬁs;

- the intended recipient's name or identifier:

md before issue for infugion, to fw prévious dala ghall be added:

- identification and dat of processing procedures used when applicabie;
- Stwage temperntare;



Chapiar 1 T pileri o =all
. Egiggﬁﬁﬁr}giﬂuaﬂn&.g-ﬂgﬂm
irregular srtibody tests when positive; . :
4 Table 20 Quality coatrol
- FEquE:EEE?EEEnEiREEE?& .
use only™; \ Faranseter iy be Quatiey Frequency pf vnirol executed
biohazard label, if the dooor has tested positive for any test of infectioy | checked —=n = 2
- & bi abel, i pasitve for any of infec 3 o N T -
ki narkers. . H“GNE ) Frouping ! donaticra Froupitg lab
| AlCKenic
- HLA allogenic | byping all dowstions HLA lab
- it 142 i ; i
Storage and stability HIY negalive by . 1] donations screening 1ab
: -
HPC are commonly stored frozen within 4 temperature range -£0 °C In -196 °C a 3 ALT {when Tt elevated as all dorainng screening lab
determined 1o be appropriate for the eryoprotociant used. requined) spocified by
An inveotory comtrol system shall be able to locate any component or the quality § HbeAg gative by 3 aab ] :
comtrol vials oo that component. : appeoved scresing 7
- tant
FBEC that tast positive Bor any infiectious disease markers must be siored separately, - it HBe TegaTve by al] donatinm e ——)
- {when recpaired) spproved screening
Ouality aysuramee 3 i HCV negative by atl donatioons screuping lubh
As indicated in table 20. : | test.
) Syphilia (when begutive by all donaticany scroening Labh
rexquiread) spproved acretng
ot
mbi-CMY DegaLive by all dorations acTeening lnb
(when required) approved] acreening
Lewt
witi-HTLY 1&T] negative by I donations ncreening Ieh
fwrben requined) mppecved xreoning
.
kmcocyte visbility | =80 % Ll donaticana beerraicdogy 1ok
3 Swerility wieride all dorwtiona septening lnh

. Time of engraftment is definod ax the sumber of days taken to achieve counts in the
i peziphers] blood of the paticnt of > 0.5 » 10" granulocytesd] and > 20 x 10° plaelent
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