Blood Donation Services in Austria -
Legal Background, Structure and Tasks

H. Schennach
Zentralinstitut fur Bluttransfusion und Immunologische Abteilung,
Landeskrankenhaus-Universitatskliniken, Innsbruck

H. Schennach Palmanova-2015




E - The HEART of the Alps



Austria

« 83.855 gkm
« 8,5 Mio inhabitants

« 9 federal states
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Blood Donation Services
in Austria
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Origin of the whole blood donations
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military 1.589,00 500 3107 1729 1849 518 11.716,00 20.227,00
schools 892,00 1016 1948 2608 173 561 4.581,00 11.788,00
companies 723,00 1638 1472 3138 646 485 14.350,00 22.452,00
communities|  17.870,00 40817 26881 48454 38241 12203 77.693,00 262.321,00
others 347,00 1020 581 174 669 663 6.184,00 9.998,00
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Donor questionnaire
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Donors:
Voluntary, non-remunerated
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M Blood donors per year 14877 38545 23741 33696 34310 11383 88380 244525
m first time donors 2526 4808 4643 3285 3962 1663 18021 34946
 single donation 9677 29419 15334 19674 17155 8684 53384 136172
m double donation 3442 7874 6165 8284 14686 1995 20921 39354
m regular donors 1758 1252 2242 5738 2469 704 14075 34053
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Age of donors
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H donors between 18-25 years 3.262 11.098 5.957 6.109 4.840 2.696 18.561 42.810
m donors between 26-35 years 2.267 7.492 4.096 5.380 5.144 2.122 14.494 32.860
B donors between 36-50 years 5.070 10.294 7.819 13.037 12.598 4.142 30.755 67.104
m donors between 51-65 years 3.747 9.306 5.377 8.843 10.631 2.271 21.369 47.580
m donors older than 65 years 531 355 492 327 1.097 152 3.201 4.960
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Donor examination
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Haemoglobin-
Determination
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Nr. of rejected donors
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rejected donors Hamoglobin sickness risk behaviour travel history others
treatment
| HTOTAL 35.300 7.514 4.483 9.838 1.336 3.391 8.738
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Documentation of
donor data
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RC-Apheresis platelet donations

12.000

10.069

10.000

8.000

6.000

4.000

2.712
2.371

1.815

2.000 —%6

N
W

949
599

K OOE S ST T \" WNB TOTAL

H. Schennach Palmanova-2015




H. Schennach Palmanova-2015




RBC consumption 2005-2013 in Austria
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Blood consumption 2013 in Austria
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Consumption per 1.000 inhabitants in Austria 2013
(8,5 Mio. inhabitants)

Blood component total N/1000 inhabit.‘

PLT: total 38349 4,5
PLT (apheresis) 28923
PLT (buffy-coat, pooled) 9426

FFP: total 43619 5,1
Qurantined plasma 13238
PI-plasma (MB-treated) 4681
Octaplas (estimated) 26000
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38 clinics
4 institutes

62 operating
theatres

5344 employees:
1091 physicians,
1900 nurses

all medical
therapies

transplantation
(solid and non
solid organs)

major surgery
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Issued Red Blood Cell Concentrates (RBC):
University hospital vs other Tyrolean hospitals
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Austrian Blood Safety Act 1999:

[0 Translates the EU-Directives

[0 Regulates

B generally blood donation, including all forms of preparative
apheresis, too.

B management, licensing, minimal setting of donation sites, quality
assurance and documentation

?uiremen_ts concerning donor acceptance, donor selection, donor
ety and identification.

| re
Sa

0 Blood Donor Ordinance:
B Donor acceptance and examination,
B medical history,

B deferrals policy (temporarily, permanently), donation volumes,
donation frequency and pre-donation testing

B screening tests and
B post-donation care are regulated in detail.
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Pharmaceutical Act 1983

0 Blood, blood components and derivatives are
pharmaceuticals If they are used for medical purposes
and therefore nearly all products for transfusion are subject
to the pharmaceutical act and corresponding ordinances.

0 This law relates to principles of good manufacturing
practices (GMP) and sets quality requirements on the
production and release of pharmaceuticals.

It also covers haemovigilance and the mandatory
reporting of serious adverse events and reactions.

In 1998 by decree unique criteria for donor selection and
identification based on international standards, and for HIV-
testing of each blood donation were defined.

0 Pharmaceutical manufacturing ordinance 2005:
B A thorough interpretation of good manufacturing practices.

B It is nowadays the major legal document in regard to inspections
and the licensing procedures.
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Other Standards

Standards for hospital blood banks 2002

Guideline for mobile donor sessions and
fixed sites with blood, platelet and
plasma donations — 2001. revised 2013

Guidelines for blood group serology and
transfusion medicine — 1996

Act for medical goods 1996

Plasmapheresis act 1975 and
plasmapheresis ordinance 1978
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Must

Blood banks need a license on the
basis of the pharmaceutical law

B The Austrian Federal Agency for Safety in Health
Care is the competent authority

B Bi-annual inspections by Agency for Health and
Food Safety (AGES)

B Site master file is the basic document

Blood donation sites and fixed
locations are inspected by the local
health departments

Most immunogenetic laboratories are based
in BE and are accredited by the European
Federation of Immunogenetics (EFI).

. ‘m.
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Voluntary

Although certification of quality
systems is not required by the
specified laws and an uniform quality
management system does not exist,

all blood centres are ISO 9001 :2xxXx
certified.

Most quality systems are nowadays

hybrid systems of ISO 9001:2xxx
and GMP.
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Tasks of BE

L
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Service for 183 hospitals, either directI?/ - if blood
establishments are adjacent to hospitals - or indirectly
by hospital blood banks

Recruitment of donors,

Preparation and screening of sufficient amounts of
blood products for patient care in hospitals

Compatibility testing

Immunogenetics, genetics, immunology,
Prenatal testing,

Infectious disease testing

Tissue banking and tissue engineering

Therapeutical apheresis, immune absorption and
photopheresis
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Staff, qualification

Physicians:

B Specialization:
Specialist for
Transfusion Medicine
(6 years education)

B Licensed physicians
perform donor
examination on mobile
sessions
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Staff, qualification

Medical technical
assistents:

B Nowadays they are
educated in medical
colleges and finish
with a batchelor s
degree

Biologists:
Immunogenetics,
research
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Staff, qualification

Nurses:

B Can gain a
specialization for
apheresis operator
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Established Emergency-
Coordination-Board

[0 Since 2007 regular meetings
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Bestand Bestellen Historie Benutzerverwaltung Stammdaten

Bestellen

Hier kinnen Sie Blutkonserven anderer Blutspendezentralen bestellen, Rot hinterlegte Zeilen zeigen an, dass der angezeigte Bestand dieser Zentrale alter als 48 Stunden ist, was
eine Bestellung bei dieser Zentrale verhindert.
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Plasma for fractionation

Vienna is the ,capital of plasma
fractionation™:

B 4 Mio/27 Mio liters of plasma worldwide
are fractionated in Vienna

18 Plasmapheresis-sites
2013:

B 40000 donors
B 547840 liter donated
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Location of the plasmapheresis centres
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Plasmapheresis-Volume in liter,
Austria 2000-2011
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Fractionated plasma per 1.000 inhabitants:
Comparison of different countries

Country N/
1000 inhabit.

Austria 570000 67
Czech Republic 510000 51
Germany 3,2 Mio 39

USA 20 Mio 64
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Thanks a lot for your attention!!
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