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The collection, testing and use of blood
and blood components in Europe

2017, 2018 and 2019 report

Introduction

This report provides activity data on the donation, collection, testing and use of blood and blood components in Council
of Europe member states (MS) of the European Committee (Partial Agreement) on Blood Transfusion (CD-P-TS) for the
years 2017, 2018 and 2019.

Methods
A questionnaire was developed using Microsoft Excel and disseminated to the designated MS representatives of the
CD-P-TS (n=139).
MS were requested to complete and return the 2019 data and, where possible, the data for 2018 and 2017.
The timeframe for the questionnaire was as follows:
11 March 2021 — Questionnaire disseminated
o 15 September 2021 — Deadline for responses
« 31 March 2022 - Final responses received
The responses were collated and analysed using Microsoft Excel.
In analysing the results and drafting this report, there was no editing of collected data; all data are presented as received.

All of the responses received are provided in the tables appended to this report.

Remarks on the data collection, analysis and reporting

It was noted that the response rate was relatively low (51% 2017, 54 % 2018 and 59 % 2019). This should be considered when
reflecting on the results of this report. Where necessary, the impact of the low response rate and its potential impact on the
results is highlighted in this report.

Data were provided by each MS based on their interpretation of the questions, and these differences in approach may have
affected the overall calculations and results.

During the analysis, it was evident that there were some inaccuracies and inconsistencies in the data provided. Although it
was difficult to identify specific reasons for these issues, it is possible that the questionnaire may not have lent itself to ease

of response or analysis, contributing to differences in respondents’ interpretation of the questions.

Where it was obvious that the provided data were inaccurate, they were excluded from the statistics (this is commented on
for transparency). Results are reported as the median and, where relevant, minimum and maximum values are included to
mitigate against the influence of outlying data.
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While all unedited data tables are included in the appendices for transparency, only those data tables deemed relevant
with regard to current practices and future proposals for the annual data collection activity were specifically analysed and
commented on in this report.

Results

Response rate

MS who provided responses to the 2017, 2018 and 2019 questionnaires are listed in the tables in Appendices 1, 2 and 3,
respectively.

Responses were received from 20 MS (2017), 21 MS (2018) and 23 MS (2019), representing a response rate of 51%, 54 % and
59 %, respectively.

Donors

Table 1
The overall number of donors remained steady during the assessed timeframe, with a median of 23 (2017), 22 (2018) and 22
(2019) donors per 1000 inhabitants.

The maximum and minimum numbers of donors also remained consistent throughout the three years: Greece had the
highest number of donors per 1 000 inhabitants in 2017 and 2018 (48 both years), whereas Cyprus had the highest number
in 2019 (49; Cyprus provided answers for 2019 only). Poland had the lowest number of donors per 1 0oo inhabitants for all
three years (16); a number shared by North Macedonia in 2019 (North Macedonia provided answers for 2019 only).

In less than half of the responding MS (42 % in 2017, 48 % in 2018 and 2019), 100 % of first-time donors donated at their first
visit. Only three MS (the Netherlands, Norway and Sweden) reported that 100 % of first-time donors are tested, but never
donate at their first visit to a donation clinic.

For MS that did not answer 100 % donation or 100 % testing-only upon first visit, the percentage of first-time donors who
donated ranged between 53 % and 96 % within the assessed timeframe. It is possible that the questionnaire was interpreted
such that MS provided the percentage of first-time donors who did indeed donate and the percentage of first-time donors
who were tested only (but did not donate) during the timeframe.

The median number of first-time donors as a percentage of the total number of donors was 17 % (2017 and 2019) and 18 %
(2018), but again, consideration should be given to potential differences in the respondents' interpretation of the questions.

Collection of whole blood and blood components

Tables 2.1and 2.2

Whole blood collection

The number of whole blood collections in MS decreased slightly over the three years, from a median of 38 units per 1 ooo
inhabitants in 2017 to 36 units in 2019. The highest absolute numbers of units per year were 3 975349, 3 851822 and 3 754 435
(2017 to 2019, respectively), collected in Germany. Italy had the second highest and Poland the third highest absolute
number for the three years.

The majority of participating MS collected autologous whole blood, although in very low numbers. The median was
between 0.02 % and 0.04 % of all whole blood donations throughout the reported timeframe. Autologous whole blood col-
lection exceeded 1% in only one MS (Czech Republic); 30 % of MS in 2017 and 2019 and 24 % in 2018 reported that they did
not collect autologous whole blood at all.

Replacement donors were allowed in six MS: Bulgaria, Greece, North Macedonia (answers provided for 2019 only), Repub-
lic of Moldova, Montenegro and Poland. Of these, Bulgaria had the highest percentage of replacement donors, fluctuating
between 76 % and 78 %. The overall percentage of MS allowing replacement donors was 25 % (2017), 24 % (2018) and 26 %
(2019). In all other MS, 100 % of whole blood donations were from voluntary non-remunerated donors.
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Apheresis collection

Of the MS that reported 100 % voluntary non-remunerated whole blood donation, this principle also applied to 100 %
of the apheresis donors in all MS except the Czech Republic, where voluntary, non-remunerated donors accounted for
26-30 % of the plasma apheresis collection and 29-42 % of the platelet apheresis collection.

Red cells, apheresis

Less than half of MS collected red cells through apheresis technology (2017: 45 %, 2018: 48 %, 2019: 39 %). Of these, six MS
in 2017 and five MS in 2018 and 2019 collected =400 units per year. The largest number of red cell units from apheresis was
collected by Germany in 2017 (6434 units) and 2019 (2984 units) and by Romania in 2018 (6715 units). Only one MS that
collected > 400 units per year increased their red cell apheresis collection between 2017 and 2019 (Italy, from 443 to 673
units).

Red cells from apheresis were collected from autologous donors in four (2017) and three (2018 and 2019) MS.

The percentage of red cell units from apheresis represented 0.13 % (2017), 0.15 % (2018) and 0.06 % (2019) of the total number
of reported collected red cell units.

Platelets, apheresis

The median number of platelet units collected through apheresis technology decreased slightly each year: 6605 (2017), 6311
(2018) and 5252 (2019). Germany collected >300 000 units of apheresis platelets per year. This was five times greater than
the second highest collector, Italy.

The survey, however, also addressed multi-component collection, which opened the way for differences in interpreta-
tion. Common multi-component collection procedures typically consist of platelet apheresis collection where plasma is
obtained simultaneously. From the questionnaire responses, it is not possible to determine whether multi-component
collections were counted as part of the plasma and platelet collection figures; thus, the overall figures reported cannot be
considered accurate.

Plasma for transfusion, apheresis

Of the responding MS, 45 % (2017), 52 % (2018) and 44 % (2019) reported that they collected plasma for transfusion through
apheresis. In total 4 184 932 L (2017), 3 595 153 L (2018) and 3 797 632 L (2019) was collected. Considering that more MS
returned data for 2019 than for 2017 and 2018, the decrease in collection during the reported period may be even more
marked than the figures suggest.

Germany, Austria and the Czech Republic were the most prominent collectors, responsible for =86 % of the total reported
amount.

The percentage of responding MS that did not collect plasma for transfusion through apheresis at all increased over the
reported period: 25 % (2017), 29 % (2018) and 35 % (2019).

It must be noted that France, one of the previous top-5 collectors of plasma, did not participate in the 2017-2019 survey,
which may have an impact on these statistics. Moreover, it cannot be excluded that some MS have included plasma for
fractionation in their reported numbers.

Granulocytes, apheresis

Apheresis granulocyte collection remained constant throughout the assessed timeframe; collection was performed in 35 %
(2017, 2019) and 38 % (2018) of the responding MS. Germany and Hungary collected > 100 units in all three years.

Distribution, issuing and transfusion of whole blood and blood components

Table 3

Blood component statistics are gathered differently in different MS, and can be based upon distribution, issuing or
transfusion of units. Moreover, plasma is generally counted in litres as opposed to units. Blood components can also be
split into several smaller volume units, which are registered differently in national statistics. These variations in approach
should be kept in mind when reflecting upon the figures presented in this section.

Red cells

The median number of red cell units reported as distributed, issued or transfused in the responding MS was 199 655 (2017),
244 090 (2018) and 191 293 (2019). The large variations are probably due to the differences in responding MS between the
years, and are therefore not an accurate reflection of the availability of red cell units in Europe.
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Maximum and minimum numbers fluctuated less. Germany had the largest absolute number of units, issuing roughly
3500 000 units per year, and Montenegro had the smallest absolute number of units, transfusing around 16 ooo red cell
units every year. When calculated per 1 ooo inhabitants, the median was also steadier, at 35 (2017 and 2018) and 34 (2019).

Platelets

A median of 27 892 (2017), 37 070 (2018) and 31 328 (2019) platelet doses were distributed, issued or transfused by the
responding MS. Germany produced the largest absolute number, > 500 ooo platelets per year, whereas the lowest numbers,
651-1 071 platelet doses, were reported by Montenegro.

The distribution, issuing or use of platelet units from apheresis represented 30 % (2017), 26 % (2018) and 23 % (2019) of
the total reported platelet use, suggesting a trend towards a higher dependence on platelets recovered from whole blood.
Ireland issued the highest percentage of apheresis platelets (73-74 %).

Plasma for transfusion

There was a slight decrease in the median number of units of plasma distributed, issued or transfused during the data
collection period: 52 543 (2017), 49 552 (2018) and 44 179 (2019) units. This corresponded to a 16 % decrease between 2017 and
2019.

For transfusion, 30 % (2017), 19 % (2018) and 26 % (2019) of MS exclusively used plasma recovered from whole blood. The
lowest use of plasma recovered from whole blood was reported by Italy (42 % 2017 and 38 % 2018) and Estonia (36 % 2019).
The mean distribution, issuing or transfusion of plasma for transfusion collected by apheresis remained consistent and
represented 29 % (2017), 28 % (2018) and 27 % (2019) of the total number of reported plasma units for transfusion.

Finland, Norway and Ireland reported no plasma for transfusion at all. No data was collected on the use of solvent deter-
gent (S/D) treated plasma.

Other components

Whole blood

The data collected on whole blood for transfusion presented in Table 3 suggest that some MS interpreted the question as
the number of collected whole blood units before processing. Consequently, it is not possible to draw conclusions on the
use of whole blood for transfusion.

Plasma for fractionation

Table 4.1

The percentage of MS providing plasma for fractionation remained constant during the three years (80 % 2017, 81% 2018,
78 % 2019). Germany provided the largest quantity in litres (> 2 900 ooo litres per year), whereas the Czech Republic
provided the most per 1 000 inhabitants (61 L 2017, 62 L 2018, 65 L 2019). The median of the providing countries was 10 L
(2017 and 2019) and 9 L (2018) per 1000 inhabitants.

In 38 % (2017), 47 % (2018) and 44 % (2019) of the MS providing plasma for fractionation, 100 % of the plasma for fractiona-
tion was recovered from whole blood. No MS collected plasma for fractionation solely from apheresis, although the
Republic of Moldova provided 99 % of their delivery from apheresis in 2018 and 2019.

In addition to the plasma for fractionation (L) figures provided in Table 4.1, four MS provided data on plasma for frac-
tionation collected by the private sector: Austria; 541271 L (2018), Czech Republic; 429 0oo L (2017) 448 500 L (2018) and
458100 L (2019), Germany; 1897 061 L (2017), 1820132 L (2018) and 1949 804 L (2019) and Hungary 87 918 L (2017), 85800 L
(2018) and 84283 L (2019).

Safety measures/secondary processing of blood components

Tables 5.1, 5.2 and 9

Red cells

Leucodepletion of red cell units was performed, to some extent, in 100 % of the responding MS. One MS (Montenegro)
specifically reported that they only performed leucodepletion upon request post-storage. The number of MS performing
100 % leucodepletion of red cell units increased over the reported years: 40 % in 2017, 43 % in 2018 and 52 % 2019.
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The percentage of MS performing irradiation of red cell units remained steady throughout the assessed period: 75 % (2017),
71% (2018) and 74 % (2019). Greece irradiated the largest fraction during all three years: 25 %, 24 % and 25 % (2017-2019),
whereas the median among all MS performing red cell irradiation remained steady at 7 %.

Platelets

As with red cells, leucodepletion of platelet units was performed in all MS. The percentage of MS leucodepleting 100 % of
their platelet units was 40 % 2017, 38 % 2018 and 48 % 2019.

Between 67 % and 70 % of MS irradiated part of their platelet production (median irradiated platelet units: 42 % 2017, 41%
2018 and 39 % 2019).

In terms of leucocyte proliferation inhibiting measures (irradiation and pathogen inactivation), 38-43 % of MS used ir-
radiation only, 9-10 % used pathogen inactivation only, and 26-30 % had both systems in place.

In terms of bacterial safety measures (bacterial screening and pathogen inactivation), 35-48 % used bacterial screening
only, 26-35 % used pathogen inactivation only, and one MS in 2017 (Norway) and two MS in 2018 and 2019 (Norway and
Austria) reported that they had both systems in place. However, the figures for bacterial screening are somewhat misrep-

resentative, as several countries did not answer positively that they performed bacterial screening, yet provided free text
comments suggesting that they did.

One MS (Ireland) reported that they irradiated 100 % of their platelet units. Estonia and the Republic of Moldova (2017,
2018) reported that they subjected 100 % of their platelet units to bacterial screening. No MS pathogen-reduced 100 % of
their platelet units. Overall, the percentage of MS using irradiation remained steady (70 % 2017, 67 % 2018 and 70 % 2019),
bacterial screening increased (50 % 2017, 57 % 2018 and 2019) and pathogen reduction decreased (40 % 2017, 38 % 2018 and
35% 2019). Again, the differences in the numbers of MS responding each year, as well as the overall low response rate, must
be taken into account when reflecting upon these figures.

Plasma for transfusion
Plasma for transfusion was leucodepleted in 55 % (2017), 62 % (2018) and 65 % (2019) of the responding MS. Of the MS that
had leucodepletion for plasma in place, 36 % (2017), 38 % (2018) and 40 % (2019) leucodepleted 100 % of the units.

Irradiation of plasma for transfusion was performed in 10-22 % of the MS during the three reported years. As for red cells,
Greece irradiated the highest percentage of plasma in 2017 and 2019 (25 %), whereas Hungary had the highest percentage
(9 %) in 2018.

Pathogen inactivation of plasma for transfusion remained steady during the three years, performed in 25 % (2017), 24 %
(2018) and 26 % (2019) of the MS.

Sweden was the only MS that reported having systems for both irradiation and pathogen reduction of plasma in place
(2019).

Quarantine of plasma was used as an extra safety measure in 30 % (2017), 33 % (2018) and 22 % (2019) of MS.

Testing

Tables 6.1 and 8.1

Serological testing

All reporting MS tested 100 % of their donors for Anti-HIV 1/2, Anti-HCV and HBsAg, although Finland specified that
they did not perform tests when donations were discarded at the donation site. All except two MS also tested 100 % of their
donors for syphilis (Austria and Norway, 50 %)

Nucleic Acid Amplification Technique (NAT) testing

NAT testing was in place for HIV and HCV in 62-73 % of MS, whereas 55-64 % had NAT testing for HBV. NAT testing for
HEV was performed in four MS during 2018 (in the Netherlands only for blood components), and continued in three MS
during 2019.

Additional NAT testing included WNYV, parvovirus Big and HAV.

Additional/selective screening

Regarding additional screening tests, the following points were noted:
* 86-90 % of MS tested their donors for HIV Ag (85-100 % of the donors)
e 45-52 % of MS tested their donors for Anti-HBc (5-100 % of the donors)
* 20-29 % of MS tested their donors for HCV Ag (5-100 % of the donors)
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¢ 10-18 % of MS tested their donors for Anti-HTLV 1/2 (0.2-100 % of the donors)
« Finland, Norway, Croatia (2019 only) and Estonia (2019 only) tested occasional donors for Malaria
o Austria tested occasional donors for anti-HEV in 2018

Comments stated that additional screening included tests for Chagas disease, WNV, CMV, Neopterin, Q fever and
parvovirus Big.

Hungary did not supply any replies on testing activities in 2019. The statistics for 2019 are based on 22 MS.
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Appendix 1. 2017 activity data






2017 Survey Table 1. Donors, first-time donors and inhabitants

Donors % First time donors
Country Inhabitants Total i::;:i,tg(r)ltt)s R?eg:::t& First time % First time Donating Tested only
AUSTRIA 8,773,000 312176 0 210086 58322 19 82 19
BULGARIA 7,050,034 124768 18 91095 33673 27 100 0
CROATIA 4,076,000 97355 24 97355 14885 15 100 0
CZECH REPUBLIC 10,589,526 260492 25 241302 47479 18 100 not performed
ESTONIA 1,315,635 31733 24 26652 5081 16 100 0
FINLAND 5,513,130 119920 22 108259 14933 12 96 4
GERMANY 82,792,351 2349413 28 2071059 419342 18 88 12
GREECE 10,500,000 509103 48 305461 61092 12 70 30
HUNGARY 9,790,000 384328 39 212514 46652 12 100 0
IRELAND 4,792,500 81714 17 69234 12480 15 86 14
ITALY 60,589,445 1680146 28 1375688 385411 23 69 31
REPUBLIC OF MOLDOVA 3,550,852 56976 16 40962 16014 28 100 0
MONTENEGRO 620,029 15560 25 11738 5662 36 94 0
NETHERLANDS 17,080,000 331033 19 331033 29934 9 100
NORWAY 5,294,265 98255 19 98255 19032 19 100
POLAND 38,433,558 612531 16 459687 152884 25 NA NA
PORTUGAL 10,300,300 210904 20 185080 25824 12 100
SLOVAK REPUBLIC 5,443,120 136985 25 110016 26969 20 73
SLOVENIA 2,066,000 62248 30 52734 9514 15 100
SWEDEN 10,120,242 213376 21 185323 28053 13 ND 162

NA: not applicable; ND: not determined.

Country Additional comments or remarks

NORWAY We only have the number of donors that donated in 2017. We can not give accurate numbers for regular and repeat donors
according to your definitions.

POLAND Ad. A01, A02, A05: donors only for clinical purposes.

SWEDEN 28053 (62%) first-time donors of first-time tested donors (100%).

15




2017 Survey Table 2.1. Collection of whole blood, autologous blood and blood (apheresis) components

Whole blood collections

Apheresis collections

Wholoslood | WSUper 1000 | Autclogoue | %o Auclogous || plasma | g "\ plalete || RBC | Sranuorts | componens
inhabitants apheresis (U)

AUSTRIA 807482 0.1 26 3.21989E-05 1049478 0.119625898 13621 3099 50 5241
BULGARIA 168551 239 0 0 3.75 0.000531912 2257 0 0 0
CROATIA 194702 47.8 29 0.000148946 1389 0.34077527 5471 0 0
CZECH REPUBLIC 412214 38.9 7599 0.0184346 581200 54.8844207 30200 1238 42 0
ESTONIA 51617 39.2 0 0 2093 1.590866768 2060 0 0 768
FINLAND 202332 36.7 0 0 0 0 4794 0 0 0
GERMANY 3975349 48.0 1721 0.000432918 2080839.58 25.13323459 311645 6434 584 40199
GREECE 486358 46.3 540 0.001110293 0fto be calculated 21904 0 0 0
HUNGARY 384328 39257.2 432 0.00112404 0 0 1722 0 206 100,
IRELAND 131401 27.4 0 0 0 0 19148 0 0 0
ITALY 2579438 42.6 9610 0.003725618 227839 3.760374435 55187 443 104 65676
REPUBLIC OF MOLDOVA 64739 18.2 156 0.002409676 3786.38 1.066329996 1992 0 1017
MONTENEGRO 17338 28.0 0 0 0 0 0 0 0
NETHERLANDS 414902 24.3|na NA 175401 10.26937939 4792 0 Ofna

NORWAY 177719 33.6 3 1.68806E-05 6907 1.304619244 7420 2149 0 226
POLAND 1210706 31.5 821 0.000678117 24909 0.648105492 46060.8 24 50 16643
PORTUGAL 318839 31.0 158 0.000495548 0 0 5790 14 0 879
SLOVAK REPUBLIC 216395 39.8 609 0.002814298 41 0.007532445 11664 18 23 1337
SLOVENIA 85891 41.6 100 0.001164266 975 0.471926428 2979 0 0 0
SWEDEN 407582 40.3 38 9.32328E-05 30070 2.971272821 16825 576|NA NA

NA: not applicable; ND: not determined.

Country Comments
AUSTRIA Donations in A18, A19 were done in 7%, Donations in A26, A27 were done in 14% establishments.
CROATIA Apheresis plazma is by-product obtained during thromopheresis
ESTONIA Multi-component apheresis: platelets+plasma
GERMANY Family/Replacement donations are not allowed.
REPUBLIC OF MOLDOVA Two doses of platelets + a dose of plasma are collected about each apheresis donation
MONTENEGRO Apheresis donation are not performed.

SLOVAK REPUBLIC

5511
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2017 Survey Table 2.2. Profile of donations

whole blood donations

red cell apheresis

plasmapheresis

platelet apheresis

donations
A12 Al3 Al6 A18 A20 A22 A25

Country % voluntary, non- |% from replacement| % from autologous | % voluntary, non- | % from autologous | % voluntary, non- | % voluntary, non-

remunerated donors donors remunerated donors remunerated remunerated
AUSTRIA 100 NA 0.003 100 3.1 100 100
BULGARIA 23 76 0 ND ND 0 0
CROATIA 100 0 0.015 ND ND 100 100
CZECH REPUBLIC 100 0 1.843 100 0 29 29
ESTONIA 100 0 0 ND ND 100 100
FINLAND 100 0 0 ND ND ND 100
GERMANY 100 0 0.043 100 0.2 100 100
GREECE 65 35 0.111 0 to be calculated 0 0
HUNGARY 100 0 0.112 ND ND ND 100
IRELAND 100 0 0 100 ND ND 100
ITALY 100 0 0.373 100 0.2 100 100
REPUBLIC OF MOLDOVA 86.9 131 0.241 ND ND 82.7 83.6
MONTENEGRO 48 52 0 0 ND 0 0
NETHERLANDS 100 na NA ND ND 100 100
NORWAY 100 0 0.002 100 100 100
POLAND 95.9 4 0.068 100 98.9 98.7
PORTUGAL 100 0 0.050 100 NA 100
SLOVAK REPUBLIC 100 0 0.281 100 0 0
SLOVENIA 100 0 0.116 0 ND 100 100
SWEDEN 100 0 0.009 100 0.9 100 100

NA: not applicable; ND: not determined.

Country Comments

AUSTRIA Donations in A18, A19 were done in 7%, Donations in A26, A27 were done in 14% establishments.
CROATIA Apheresis plazma is by-product obtained during thromopheresis

ESTONIA Multi-component apheresis: platelets+plasma

GERMANY Family/Replacement donations are not allowed.

REPUBLIC OF MOLDOVA Two doses of platelets + a dose of plasma are collected about each apheresis donation
MONTENEGRO Apheresis donation are not performed.

SLOVAK REPUBLIC

5511

17




2017 Survey Table 3. Use of blood and blood components for transfusion

Country Blood and blood ‘:,\1:2': % Total RBC RBC ::?S;Z] f;l'::l:-:luplasn.la Alpheresis R(Iecovered tt;ss?uas::; : Total Rlecovered lTpheresis Apheresis o cl'.yd:)-
components (WBU) fromWBU | concentrates (U)| ;o iiants ) ) ) _per 1,000 (doses) (doses) (doses) (%) (10° 1U FVIll)

AUSTRIA Issued 0 0 218,447 0 3,794 0 3,794 0 20,733 7,112 13,621 66 0

BULGARIA 0 130 0.08 167,300 24 95,184 28 95,156 14 9,796 7,539 2,257 23 0

CROATIA Distributed 0 0 173,988 43 54,025 3,952 50,073 13 27,892 22,421 5,471 20 1

CZECH REPUBLIC Issued 120 0.03 397,180 38 149,378 40,648 108,730 14 41,700 11,500 30,200 72 0

ESTONIA Distributed 17 0.03 50,436 38 15,637 8,766 6,871 12 8,040 5,980 2,060 26 3,890

FINLAND Distributed 0 0 187,626 34 0 0 0 0 35,597 30,803 4,794 13 0

GERMANY Issued 301 0.01 3,672,239 44 1,151,170 349,455 801,715 14 536,546 224,901 311,645 58 0

GREECE 0 0 #VALUE! 455,839 43 175,852 0 175,852 17 52,086 30,182 21,904 42 0

HUNGARY 0 384,328 79.59 98,543 10,066 64,585 0 64,585 6,597 192,102 190,380 1,722 1 0

IRELAND Issued 0 0 127,805 27 0 0 0 0 26,057 6,909 19,148 73 488

ITALY Transfused 2,124 0.09 2,457,300 41 284,406 165,555 118,851 5 218,937 163,750 55,187 25 1,996

REPUBLIC OF MOLDOVA Distributed 172 0.33 51,612 15 51,061 70 50,991 14 2,771 779 1,992 72 10,907

MONTENEGRO Transfused 4 0.03 15,577 25 9,410 0 9,410 15 936 936 0 0 1,607

NETHERLANDS Distributed 1,110 0.27 407,215 24 708,146 300,931 407,215 41 56,761 51,969 4,792 8 0

NORWAY Transfused 49 0.03 163,542 31 0 0 0 0 24,544 17,124 7,420 30 0

POLAND Distributed 87 0.01 1,160,941 30 NA NA 310,026 NA 118,297 72,236 46,061 39 34,232

PORTUGAL Transfused 23 0.01 300,334 29 8,597 ND 8,597 1 41,427 35,637 5,790 14 ND

SLOVAK REPUBLIC Issued 547 0.27 199,655 37 82,364 0 82,364 15 20,881 9,217 11,664 56 0

SLOVENIA Issued 0 0 82,562 40 19,224 0 19,224 9 13,397 10,418 2,979 22 0

SWEDEN Transfused 407,582 50.26 403,397 40 109,405 1,150 108,255 11 52,708 35,883 16,825 32 NA

NA: not applicable; ND: not determined.

Country Comments

AUSTRIA 78% of the establishments could not determine these data.

CROATIA The total number of red cell, apheresis plasma and apheresis platelet includes divided doses, i.e. pediatric doses.

ESTONIA Additionally was used 565 units of Octaplas

GERMANY Total number of whole blood units covers only autologous blood. Number of plasma units (plasma or FFP) for transfusion covers quarantined FFP and lyophilised plasma units, transfused SD-plasma units reported by users and autologous plasma
units. Cryoprecipitate not in use.

IRELAND Cryoprecipitate collected from whole blood' listed is the number of cryoprecipitate units derived from individual whole blood donations, with >70 IU Factor Vllic per unit.

ITALY A34 included plasma by plasmapheresis (38256 units 600-700 mL), plasma by multi-component apheresis (7895 units 350-450 mL) and plasma manufactured by industry (119404 units 200 mL)

REPUBLIC OF MOLDOVA Our country does not have coagulation factors and fresh blood frozen plasma is used for the treatment of bleeding

MONTENEGRO Apheresis procedures of blood collection are not performed in MNE still.

NORWAY We only use Octaplasma 200 ml/unit for plasma transfusion. We transfused 40715 Octaplasma units.

POLAND Ad. A33: total of plasma units issued for clinical use ( WB plasma + apheresis plasma) Ad. A39: in units of cryoprecipitate Ad. A40: calculated: 0% (?)

PORTUGAL 322 cryoprecipitate units were transfused
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2017 Survey

Table 4.1. Plasma for fractionation into medicinal products

For For fractio. (L) From From WB o % recovered For transfusion For transfusion WB derived Volume ?'
Country fractionation per 1,000 apheresis donations % recovered from from (U) per 1,000 divided by plasma units Aphel:esm

(L) inhabitants (L (L ws apheresis inhabitants total RBC discarded plasma ,‘:"fcarded
AUSTRIA NA NA NA 67,559 NA NA 0 0.02 15,871 5,435
BULGARIA 14,250 2 0 14,250 1 0 14 0.57 2,733 0
CROATIA 52,510 13 0 52,510 1 0 13 0.31 39,612 124
CZECH REPUBLIC 215,600 61 142,448 73,152 0 1 14 0.38 NA NA
ESTONIA 11,435 9 0 11,435 1 0 12 0.31 1,988 12
FINLAND 56,126 10 0 56,126 1 0 0 0.00 1,750 0
GERMANY 1,074,275 36 167,630 906,645 1 0 14 0.31 3,919 324
GREECE 0 to be calculated 0 0 #DIV/0! #DIV/0! 17 0.39 58,223 0
HUNGARY 87,918 17,961 0 87,918 1 0 6,597 0.66 3,724 0
IRELAND 0 0 0 0 #DIV/0! #DIV/0! 0 0.00 53,384 0
ITALY 815,467 13 212,622 602,844 1 0 5 0.12 109,256 17,823
REPUBLIC OF MOLDOVA 4,899 1 3,735 1,163 0 1 14 0.99 5,864 196
MONTENEGRO 0 0 0 0 #DIV/0! #DIV/0! 15 0.60 3,119 0
NETHERLANDS 291,931 17 175,401 116,530 0 1 41 1.74 4,202 2,807
NORWAY 50,656 10 6,005 44,651 1 0 0 0.00 6,539 NA
POLAND 241,429 6 25,490 215,939 1 0 NA NA 76,588 NA
PORTUGAL 0 0 0 0 #DIV/0! #DIV/0! 1 0.03 117,819
SLOVAK REPUBLIC 27,491 5 0 27,491 1 0 15 0.41 937
SLOVENIA 17,180 8 975 16,205 1 0 9 0.23 NA NA
SWEDEN 113,140 11 29,777 83,363 1 0 11 0.27 28,192 NA

NA: not applicable; ND: not determined.

Country Comments

CZECH REPUBLIC

GERMANY

ITALY

MONTENEGRO

circa 2/3 of plasma sent for fractionation is collected by private sector by plasmapheresis (percentage of recovered plasma versus source plasma for fractionation is wrongly calculated)

Data on the amount of plasma for fractionation of factor VIl are not collected separately. The number therefore indicates the amount of plasma delivered for manufacture of plasma derivatives except for

plasma for manufacturing of specific immunoglobulines. Data not available to other component units.

A49 e A50 data provided by industry N.B: In A50, the litres of plasma collected through mono and multicomponent apheretic procedures are considered.

Due to the absence of donor apheresis procedures and insufficient amount of plasma, our Institution is not included in the plasma fractionation program.
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2017 Survey Table 4.2. Use of medicinal products derived from human plasma

FVIII (10° 1U) Immunoglobulins Human

Country (excluding cryo Polyvalent Intravenous SC and IM albumin

and recombinant) (kg) (%) (%) (kg)
AUSTRIA NA #N/A NA NA NA
BULGARIA NA #N/A NA NA NA
CROATIA 0 #N/A lto be calculated to be calculated 0
CZECH REPUBLIC 30 #N/A 1 0 1,683
ESTONIA 3 #N/A 1 0 572
FINLAND 42 #N/A 1 0 1,274
GERMANY 386,480,250 #N/A ND ND 26,838
GREECE 0 #N/A lto be calculated lto be calculated 0
HUNGARY na #N/A NA NA na
IRELAND 0 #N/A #DIV/0! #DIV/0! 0
ITALY 72 #N/A 1 0 35,339
REPUBLIC OF MOLDOVA #N/A 0 1 1,991
MONTENEGRO #N/A lto be calculated lto be calculated 0
NETHERLANDS na #N/A NA NA na
NORWAY 3 #N/A 1 0 982
POLAND 242 #N/A 1 0 NA
PORTUGAL ND #N/A ND ND ND
SLOVAK REPUBLIC NA #N/A NA NA NA
SLOVENIA 1.102.000 #N/A lto be calculated lto be calculated 372,200
SWEDEN NA #N/A NA NA NA

NA: not applicable; ND: not determined.

Country Comments
ESTONIA Anti-D intramuscular was used 1686435 U
GERMANY Data on the amounts of intravenous and subcutaneous plus intramuscular Immunoglobulins were not

collected. In total 9.032 kg were issued by the manufacturer of plasma derived medicinal products.
ITALY A59 represents the demand for pdFVIIl only (ATC BO2BD02) without considering the demand for

REPUBLIC OF MOLDOVA

MONTENEGRO

SLOVENIA

FVIII/VWF in combination (ATC BO2BDO06)

Here we showed the amount of albumin and all types of immunoglobulins used in the treatment of

patients in hospitals

Procurement, storage and use of plasma derived medical products are under the jurisdiction of the
Clinical Center of Montenegro, so we do not have the required information.

Only information of plasma derived medicinal products which was produced with plasma collected in
Slovenia. This is about 55% of all needs in Slovenia.
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2017 Survey Table 5.1. Special processing of blood components

Red blood cells Plasma for transfusion Platelets
Country Leuco depleted % Irradiated % Leuco depleted % Irradiated % Leuco depleted % Irradiated % Path. Red. %
AUSTRIA 37 5 NA NA 37 NA 19
BULGARIA 12 0 5 0 15 0 0
CROATIA 97 7 0 0 99 44 0
CZECH REPUBLIC 46 7 0 1 98 29 0
ESTONIA 14 10 58 0 100 42 0
FINLAND 100 3 ND ND 100 36 0
GERMANY 100 6 ND 0 100 41 0
GREECE 35 25 35 25 71 41 5
HUNGARY 19 9 7 7 77 55 0
IRELAND 100 13 100 0 100 100 0
ITALY 100 6 6 0 17 55 4
REPUBLIC OF MOLDOVA 94 0 94 0 72 0
MONTENEGRO 0 0 0 0 0 0
NETHERLANDS na 5 na na na 34 na
NORWAY 100 8 0 0 100 55 8
POLAND 20 9 ND ND 92 63 11
PORTUGAL 100 ND 100 ND 100 ND 22
SLOVAK REPUBLIC 72 NA 17 NA 71 NA NA
SLOVENIA 100 16 100 0 100 1 73
SWEDEN 100 5 100 1 100 37 39
NA: not applicable; ND: not determined.
Country Comments
AUSTRIA Data are average of the information provided by 95% of all blood establishments in Austria.
GERMANY Data on leukocyte depleted plasma for transfusion are not collected. Cryoprecipitate reduced plasma components and Cryoprecipitate: Not in use.
MONTENEGRO Deleukocyte / filtered and irradiated blood components, which refer to RC and PLT, are prepared post-storage at the request of the clinician and in
accordance with the diagnosis and condition of the patient. The method of pathogen inactivation does not exist in our Institution.
NORWAY We use Octaplasma.
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2017 Survey Table 5.2. Inactivation or quarantine of plasma

Fresh frozen plasma

Cryoprecipitate reduced plasma

Cyroprecipitate

Country Quarantined % Path. Red. (%) Quarantined % Path. Red. (%) Quarantined % Path. Red. (%)
AUSTRIA NA NA NA NA NA NA
BULGARIA 0 0 0

CROATIA 0 0 0

CZECH REPUBLIC 100 100 100

ESTONIA 0 3 0 0

FINLAND ND ND ND ND ND ND
GERMANY 98 2 0 0

GREECE 0 0 0 0

HUNGARY 0 0 0 0

IRELAND 0 0 0 0

ITALY 4 1 0 24 0 25
REPUBLIC OF MOLDOVA 0 0 0 0

MONTENEGRO 0 0 0 0

NETHERLANDS na na na na na na
NORWAY 0 0 0 0 0 0
POLAND 92 NA NA 99 1
PORTUGAL 59 41 ND ND 100 0
SLOVAK REPUBLIC 85 NA 0 0 0
SLOVENIA 0 0 0 0 0
SWEDEN ND NA ND NA ND NA

NA: not applicable; ND: not determined.

Country Comments

CROATIA The total number of recoveded plasma refers to plasma for transfusion and for fractination. The number of discarded
apheresis plasma includes devided units, i.e pediatric doses

IRELAND Note: approx. 58.3% of recovered whole blood plasma is distributed for non-therapeutic use.

POLAND Ad. A81: total number of wasted plasma units, no division into WB plasma and apheresis plasma
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2017 Survey Table 6.1. Donation testing strategy for infectious agents — %

Country Anti- HIV HBs Anti- anti- HCV Anti- Syphilis Malaria Anti- Other
HIV 1/2 Ag Ag HBc HCV Ag HTLV 1/2 HEV

AUSTRIA 100 100 100 NA 100 NA 100 50 ND ND WNV NAT; HAV-NAT; Neopterin

BULGARIA 100 100 100 ND 100 100 ND 100 ND ND

CROATIA 100 100 100 ND 100 ND ND 100 0 ND

CZECH REPUBLIC 100 100 100 5 100 25 ND 100 ND ND

ESTONIA 100 ND 100 ND 100 ND ND 100 ND ND

FINLAND 99 99 99 0.09 99 ND ND 99 0.3 ND

GERMANY 100 ND 100 100 100 ND ND 100 ND ND

GREECE 100 100 100 0 100 0 100 100 0 0 WNV

HUNGARY 100 100 100 0 100 ND ND 100 ND ND

IRELAND 100 100 100 100 100 ND 100 100 ND ND Anti-CMV IgG (80%)

ITALY 100 100 100 ND 100 ND ND 100 ND 0 Chagas' dsease; WNV (12%)

REPUBLIC OF MOLDOVA 100 100 100 100 100 ND ND 100 ND ND

MONTENEGRO 100 100 100 ND 100 ND ND 100 ND ND

NETHERLANDS 100 ND 100 100 100 ND 100 0 0 Q fever; Anti-Parvovirus B19 IgG; Anti-CMV 1gG

NORWAY 100 100 100 50 100 ND 50 2 ND Chagas

POLAND 100 85 100 ND 100 15 ND 100 ND ND

PORTUGAL 100 100 100 100 100 100 ND 100 ND ND Chagas disease - Trypanosoma Cruzi ab (ND)

SLOVAK REPUBLIC 100 100 100 100 100 ND ND 100 ND ND

SLOVENIA 100 100 100 100 100 ND ND 100 ND ND

SWEDEN 100 100 100 0 100 ND 0 100 ND ND

ND: not done

Anti-HIV 1/2 Comments

CZECH REPUBLIC combined test antibody + antigen is obligatory

FINLAND We DO NOT test donations discarded at the donation site. In 2017 1.0% of donations.

REPUBLIC OF MOLDOVA
SWEDEN

In 2017 we used the ELISA method

A combined ag-ab test is used

HIV Ag Comments

CZECH REPUBLIC combined test antibody + antigen is obligatory

FINLAND We DO NOT test donations discarded at the donation site. In 2017 1.0% of donations.

GERMANY No data. Antigen-Tests and Antibody-Antigen-Combitests for HIV-1/2 are used by some of the blood establishments.

REPUBLIC OF MOLDOVA

In 2017 we used the ELISA method

23




2017 Survey Table 6.1. Donation testing strategy for infectious agents - % (continued)

HBs Ag

Comments

FINLAND
REPUBLIC OF MOLDOVA

We DO NOT test donations discarded at the donation site. In 2017 1.0% of donations.
In 2017 we used the ELISA method

Anti-HBc

Comments

CROATIA

CZECH REPUBLIC
FINLAND
GERMANY

REPUBLIC OF MOLDOVA

If ID-NAT IR or RR, than the anti-HBc test is automatically added to donation. Anti-HBc test is also a part of obligatory confirmatory testing for all HBV
(sero/molecular) positive donations or control samples.

testing of first-time donors is performed by several BEs

Donors with a history of possible earlier HBV are tested for anti-HBcAb before donation.

Persons, tested positive for anti-HBc, can further donate blood if a sensitive assay for HBV-Genom results negative and if anti-HBs antibody-titer stays above 100 IU/I.

In 2017 we used the ELISA method

NETHERLANDS All blood donations were routinely tested for the presence of anti-HBc; donations positive for anti-HBc antibodies were then investigated for anti-
HBs; donations showing anti-HBs levels <200 mIU/mL were not released for clinical or manufacturing use.

NORWAY Percent donation tested is an estimate. We test new donors and when the previous donation was more than 6 months ago.

anti-HCV Comments

CZECH REPUBLIC combined test antibody + antigen is done by several BEs

FINLAND We DO NOT test donations discarded at the donation site. In 2017 1,0% of donations.

REPUBLIC OF MOLDOVA

In 2017 we used the ELISA method

HCV Ag

Comments

AUSTRIA
CZECH REPUBLIC

29% of the establishments test
combined test antibody + antigen is done by several Bes

Anti-HTLV 1/2

Comments

GERMANY Not mandatory. Anti-HTLV /1l screening tests are used by some of the blood establishments.

NETHERLANDS Only first time tested donors (without donation)

NORWAY Percent donations tested is an estimate. We test new donors that are born, or have lived for more than 6 months during their first 5 years, in certain countries.

PORTUGAL o First time donations o Donors living in or originating from high prevalence areas o Donors with sexual partners who come from high prevalence areas o In donors
whose parents are from high prevalence areas

Syphilis Comments

AUSTRIA Syphilis testing of plasma donations for producing plasma derivatives is not legally binding.

FINLAND We DO NOT test donations discarded at the donation site. In 2017 1.0% of donations.

GERMANY Not required for donations of plasma for fractionation.

REPUBLIC OF MOLDOVA
NORWAY

In 2017 we used the ELISA method
Percent donation tested is an estimate. We test new donors and when the previous donation was more than 6 months ago.
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2017 Survey Table 6.2. Use of simple rapid tests

Country H?\;lt‘;;Z HIV Ag Z’g{,
AUSTRIA ND ND ND
BULGARIA ND ND ND
CROATIA ND ND ND
CZECH REPUBLIC ND ND ND
ESTONIA ND ND ND
FINLAND ND ND ND
GERMANY ND ND ND
GREECE 0 0 0
HUNGARY ND ND ND
IRELAND ND ND ND
ITALY ND ND ND
REPUBLIC OF MOLDOVA ND ND ND
MONTENEGRO ND ND ND
NETHERLANDS 0 0 0
NORWAY ND ND ND
POLAND ND ND ND
PORTUGAL ND ND ND
SLOVAK REPUBLIC ND ND ND
SLOVENIA ND ND ND
SWEDEN ND ND ND
ND: not done
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2017 Survey Table 7.1. Confirmatory testing

HIV 1/2 HBV HCV HTLV 1/2 Syphilis Malaria HEV
Country Confi.rmatory First time Repeat First time Repeat First time Repeat First time Repeat First time Repeat First time Repeat First time Repeat
testing (%) donors donors donors donors donors donors donors donors donors donors donors donors donors donors
AUSTRIA 100 5 2 14 2 23 8 NA NA NA NA ND ND ND ND
BULGARIA 100 NA 5 420 378 62 242 ND ND 47 334 ND ND ND ND
CROATIA 100 1 1 2 0 0 0 ND ND 4 0 0 1 ND ND
CZECH REPUBLIC 100 7 1 20 10 116 35 ND ND 24 14 ND ND ND ND
ESTONIA 100 0 1 4 1 18 6 ND ND 9 4 ND ND ND ND
FINLAND 100 0 1 2 1 4 0 ND ND 4 2 49 0 ND ND
GERMANY 100 20 33 300 21 207 35 ND ND 201 121 ND ND ND ND
GREECE 0 11 9 230 101 59 27 2 2 120 74 0 0 0 0
HUNGARY 100 2 4 31 4 51 11 ND ND 37 30 ND ND ND ND
IRELAND 100 1 4 3 0 1 0 0 0 2 3 ND ND ND ND
ITALY 100 51 45 522 31 290 20 ND ND 478 174 ND ND ND ND
REPUBLIC OF MOLDOVA 100 68 0 550 0 278 0 ND ND 693 0 ND ND ND ND
MONTENEGRO 100 3 0 6 4 2 4 ND ND 7 1 ND ND ND ND
NETHERLANDS 0 2 1 5 3 2 0 2 ND 11 6 ND ND ND ND
NORWAY 100 0 0 2 0 2 1 0 0 1 1 0 15 ND ND
POLAND 100 8 24 215 0 183 19 ND ND 85 79 ND ND ND ND
PORTUGAL 100 3 10 28 2 22 1 3 0 32 76 1 0 ND ND
SLOVAK REPUBLIC 100 0 1 20 8 4 3 ND ND 7 7 ND ND ND ND
SLOVENIA 100 0 0 5 0 1 0 ND ND 4 ND ND ND ND
SWEDEN 100 0 1 9 1 8 2 1 ND 4 2 ND ND ND ND

NA: not applicable; ND: not done

Are repeatedly reactive screening test results subjected to confirmatory testing?

0: GREECE
YES: NETHERLANDS

Yes, percentage of repeatedly reactive donations tested with confirmatory testing: REPUBLIC OF MOLDOVA
Yes, all screening test repeatedly reactive donations are subject to confirmatory testing: AUSTRIA; BULGARIA; CROATIA; CZECH REPUBLIC; ESTONIA; FINLAND; GERMANY; HUNGARY; IRELAND; ITALY;
MONTENEGRO; NORWAY; POLAND; PORTUGAL; SLOVAK REPUBLIC; SLOVENIA; SWEDEN

Country Comments
CZECH REPUBLIC confirmatory testing is centralized into National Reference Lab
NETHERLANDS Barring anti-HBc, anti-Parvovirus B19, anti-CMV and malaria antibody reactive test results, all screening test repeatedly reactive donations were subject to confirmatory testing.
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2017 Survey Table 7.2. Prevalence and incidence calculated per 100,000 donors

Prevalence (first time donors)

Incidence (repeat donors)

Country HIV 1/2 HBV HCV HTLV 1/2 | Syphilis Malaria HEV HIV 1/2 HBV HCV HTLV 1/2 | Syphilis Malaria HEV
AUSTRIA 8.6 24.0 39.4 NA NA ND ND 1.0 1.0 3.8 NA NA ND ND
BULGARIA NA 1247.3 184.1 ND 139.6 ND ND 5.5 415.0 265.7 ND 366.7 ND ND
CROATIA 6.7 13.4 0 ND 26.9 0 ND 1.0 0 0 ND 0 1.0 ND
CZECH REPUBLIC 14.7 42.1 244.3 ND 50.5 ND ND 0.4 4.1 14.5 ND 5.8 ND ND
ESTONIA 0 78.7 354.3 ND 177.1 ND ND 3.8 3.8 22.5 ND 15.0 ND ND
FINLAND 0 134 26.8 ND 26.8 328.1 ND 0.9 0.9 0 ND 1.8 0 ND
GERMANY 4.8 71.5 49.4 ND 47.9 ND ND 1.6 1.0 1.7 ND 5.8 ND ND
GREECE 18.0 376.5 96.6 33 196.4 2.9 33.1 8.8 0.7 24.2

HUNGARY 4.3 66.4 109.3 ND 79.3 ND ND 1.9 19 5.2 ND 141 ND ND
IRELAND 8.0 24.0 8.0 0 16.0 ND ND 5.8 0 0 0 4.3 ND ND
ITALY 13.2 135.4 75.2 ND 124.0 ND ND 33 2.3 15 ND 12.6 ND ND
REPUBLIC OF MOLDOVA 424.6 3434.5 1736.0 ND 4327.5 ND ND 0 0 0 ND 0 ND ND
MONTENEGRO 53.0 106.0 353 ND 123.6 ND ND 0 34.1 34.1 ND 8.5 ND ND
NETHERLANDS 6.7 16.7 6.7 6.7 36.7 ND ND 0.3 0.9 0 ND 1.8 ND ND
NORWAY 0 10.5 10.5 0 5.3 0 ND 0 1.0 0 1.0 15.3 ND
POLAND 5.2 140.6 119.7 ND 55.6 ND ND 5.2 4.1 ND 17.2 ND ND
PORTUGAL 11.6 108.4 85.2 11.6 123.9 3.9 ND 5.4 11 0.5 0 41.1 0 ND
SLOVAK REPUBLIC 0 74.2 14.8 ND 26.0 ND ND 0.9 7.3 2.7 ND 6.4 ND ND
SLOVENIA 0 52.6 10.5 ND 10.5 ND ND 0 0 0 ND 7.6 ND ND
SWEDEN 0 32.1 28.5 3.6 14.3 ND ND 0.5 0.5 1.1 ND 11 ND ND

NA: not applicable; ND: not done

Country Comments

CROATIA Comment on seropositive malaria tests results: initialy positive anti-Plasmodium spp. (ELISA) blood samples of blood donors where re-tested in a duplicate with the same screening
test, and than (if RR) in another one or two ELISA tests from another two different manufacturers. Final positive result is if 2/3 or 3/3 positive ELISAs.

SWEDEN In Sweden, prevalence is calculated on the number of persons that at first visit were tested only, not first-time donors. So, the prevalence /100000 firsttime tested is for HIV Ag/Ab is

0, for HBsAg is 20, for anti-HCV is 18, for anti-HTLVI/Il is 2 and for syphilis is 9.
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2017 Survey Table 8.1. NAT testing

Which donations

Individual donation or size of minipool

Country HIV HBV HCV HEV Other NAT HIV HBV HCV HEV Other NAT
AUSTRIA All All All None PARVO & HAV MP96 MP96 MP96 ND AD (MP)
BULGARIA None None None None ND ND ND ND

CROATIA All All All None IT IT IT

CZECH REPUBLIC NA NA NA None MP 0 0

ESTONIA All All All None IT IT IT ND

FINLAND All All All None IT IT IT ND

GERMANY All NA All All WNV MP96 MP96 MP96 MP96 WNV
GREECE All All All 0 0 0 0 0

HUNGARY NA NA NA None MP96 MP96 MP96 0

IRELAND All All All All WNV IT IT IT IT AD (IT)
ITALY All All All None WNV IT IT IT ND AD (IT)
REPUBLIC OF MOLDOVA All None All None MP10 ND MP10 ND

MONTENEGRO None None None None 0 0 0 0

NETHERLANDS All All All Labile MP6 MP6 MP6 MP24

NORWAY None None None None 0 0 0 0

POLAND All All All None MP4, MP6 | MP4, MP6 | MP4, MP6 ND

PORTUGAL All All All None IT IT IT ND

SLOVAK REPUBLIC None None None None ND ND ND ND

SLOVENIA All All All NA IT IT IT NA

SWEDEN None None None None ND ND ND ND

NA: not applicable; ND: not done

All: all donations; Labile: labi

le blood products

MP: minipool, IT: individual testing

Country

Comments

MONTENEGRO

NAT testing method is not applied in Montenegro.
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2017 Survey Table 8.1. NAT testing (continued)

HIV

Comments

CZECH REPUBLIC

FINLAND
HUNGARY
REPUBLIC OF MOLDOVA

NAT is performed by only few BEs in minipools / pools of different size. Circa 15 % of all donations is tested, overall prevalence /
incidence data are not available

Such as in serological screening tests; we DO NOT NAT-test donations discarded at the donation site.
seronegative sample

The first step is the immunoensimatic (ELISA) test. All negative donations in the first step are NAT tested.

NETHERLANDS A multiplex real-time PCR test was used to simultaneously screen donated blood for HIV-1 RNA, HIV-2 RNA, HCV RNA, and HBV DNA.
NORWAY Performed by the plasma fractionator on plasma for fractionation.

POLAND Ad. B92: Type of analysis: Minipool and individual testing

HBV Comments

CZECH REPUBLIC

NAT is performed by only few BEs in minipools / pools of different size. Circa 15 % of all donations is tested, overall prevalence /
incidence data are not available

FINLAND Such as in serological screening tests; we DO NOT NAT-test donations discarded at the donation site.

GERMANY No Data. HBV NAT test performed by blood donation service on a voluntary basis for more than 75% of all donations.

HUNGARY same HIV

NETHERLANDS A multiplex real-time PCR test was used to simultaneously screen donated blood for HIV-1 RNA, HIV-2 RNA, HCV RNA, and HBV DNA.
NORWAY Performed by the plasma fractionator on plasma for fractionation.

POLAND Ad. B89: Type of analysis: Minipool and individual testingAdditionally in Ad. B100: 2 OBl and B101: 3 OBI

HCV Comments

CZECH REPUBLIC

FINLAND
REPUBLIC OF MOLDOVA

NAT is performed by only few BEs in minipools / pools of different size. Circa 15 % of all donations is tested, overall prevalence /
incidence data are not available

Such as in serological screening tests; we DO NOT NAT-test donations discarded at the donation site.

The first step is the immunoensimatic (ELISA) test. All negative donations in the first step are NAT tested.

NETHERLANDS A multiplex real-time PCR test was used to simultaneously screen donated blood for HIV-1 RNA, HIV-2 RNA, HCV RNA, and HBV DNA.
NORWAY Performed by the plasma fractionator on plasma for fractionation.

POLAND Ad. B104: Type of analysis: Minipool and individual testing

HEV Comments

NETHERLANDS Since 03-july-2017

29




2017 Survey Table 8.2. NAT only positive results

HIV HBV HCV HEV
Country First time Repeat First time Repeat First time Repeat First time Repeat
donors donors donors donors donors donors donors donors
AUSTRIA 0 0 0 0 0 0 ND ND
BULGARIA ND ND ND ND ND ND ND ND
CROATIA 0 0 1 5 0 1 ND ND
CZECH REPUBLIC 0 0 0 0 0 0 ND ND
ESTONIA 0 0 0 2 0 0 ND ND
FINLAND 0 0 0 0 0 0 ND ND
GERMANY 0 0 3 0 2 3 ND ND
GREECE 0 0 69 9 6 0 0 0
HUNGARY 0 0 0 0 0 0 ND ND
IRELAND 0 0 0 0 0 4 11
ITALY 0 0 47 151 2 3 ND ND
REPUBLIC OF MOLDOVA 0 0 ND ND 0 0 ND ND
MONTENEGRO ND ND ND ND ND ND ND ND
NETHERLANDS 0 0 0 1 0 0 ND 104
NORWAY ND ND ND ND ND ND ND ND
POLAND ND ND
PORTUGAL 0 0 ND ND
SLOVAK REPUBLIC ND ND ND ND ND ND ND ND
SLOVENIA 0 0 0 0 0 0 NA NA
SWEDEN ND ND ND ND ND ND ND ND

NA: not applicable; ND: not done
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2017 Survey Table 9. Bacterial screening of platelet adult doses

Recovered platelets Apheresis platelets Platelets
N - N - o
Country plzz:laelts rzz:sgfd Total Cbua:tsL:: dczzztlic:m mft‘r)\t: ds aF;)I:teer::stiss Total C;':;:’: d;?:!:tli'in m:tzt: ds SI:;:LZ" d c:r(\)ftii;{:d
adult doses doses methods methods doses methods methods positive
AUSTRIA ND 0 #N/A 0 0 0 ND #N/A ND ND ND ND ND
BULGARIA 111 109 #N/A 100 0 0 2 #N/A 100 0 0 1.1 0
CROATIA 481 398 #N/A 100 0 0 83 #N/A 100 0 0 1.7 0.2
CZECH REPUBLIC NA NA #N/A 100 0 0 NA #N/A 0 0 0 NA NA
ESTONIA 8040 5980 #N/A 100 0 0 2060 #N/A 100 0 0 100.0 0.1
FINLAND 2273 2068 #N/A 100 0 0 205 #N/A 100 0 0 6.4 0.1
GERMANY ND ND #N/A ND ND ND ND #N/A ND ND ND ND ND
GREECE 5437 #N/A 0 0 0 0 #N/A 0 0 0
HUNGARY 23856 15896 #N/A 100 7960 #N/A 100 12.4
IRELAND 26010 6896 #N/A 100 0 19114 #N/A 100 99.8 0.0
ITALY 36919 24561 #N/A NA NA NA 12358 #N/A NA NA NA 16.9 0.0
REPUBLIC OF MOLDOVA 2771 779 #N/A 0 100 0 1992 #N/A 0 100 100.0 0
MONTENEGRO ND 0 #N/A 0 0 0 0 #N/A 0 ND ND
NETHERLANDS 60296 55158 #N/A 100 0 0 5138 #N/A 100 106.2 0.3
NORWAY 22580 15754 #N/A 100 0 0 6826 #N/A 100 92.0 0.1
POLAND ND 0 #N/A 0 0 0 ND #N/A ND ND ND ND ND
PORTUGAL ND ND #N/A ND ND ND ND #N/A ND ND ND ND ND
SLOVAK REPUBLIC 211 93 #N/A 100 ND ND 118 #N/A 100 ND ND 1.0 NA
SLOVENIA NA NA #N/A NA NA NA NA #N/A NA NA NA NA NA
SWEDEN NA NA #N/A NA NA NA NA #N/A NA NA NA NA NA

NA: not applicable; ND: not done

Country Comments

AUSTRIA Data are information provided by 95% of all blood establishments in Austria.

CZECH REPUBLIC cca 1 % of production is tested

GERMANY No data. Microbiological control as a statistic process control 0.4 x the square root of N of each processing line per month and per processing plant at the end of shelf life.
MONTENEGRO Screening for the presence of bacteria in PLT preparations has not yet been implemented in the regular work of the QQ laboratory.

NETHERLANDS All platelet products were routinely cultured with the BacT/ALERT culturing system; products were released on a negative-to-date basis.

SLOVAK REPUBLIC
SWEDEN

We do not screen platelets for bacteria. We test platelets for bacteria only in the frame of quality control by culture-based metohd.

A total of 14663 (platelet units were controlled for bacterial infection. A verified positive culture was detected in 4 units.
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2018 Survey Table 1. Donors, first time donors and inhabitants

Donors % First time donors
Country Inhabitants Total i::;;ﬁg?f:g Rig::‘rt& First time % First time Donating Tested only
AUSTRIA 8822000 301629 0 202644 57545 19 84 21
BULGARIA 7000039 128160 18 92045 36115 28 100 0
CROATIA 4076000 95705 23 95705 12891 13 100 to be calculated
CZECH REPUBLIC 10626430 268745 25 247295 48929 18 100 not performed
ESTONIA 1319133 31329 24 26232 5097 16 100 0
FINLAND 5517919 120708 22 108849 15357 13 96 4
GERMANY 83019213 2302935 28 2013790 414845 18 88 12
GREECE 10500000 505368 48 303220 60644 12 70 30
HUNGARY 9780000 253393 26 212055 47334 19 100 to be calculated
IRELAND 4857000 82094 17 68736 13358 16 86 14
ITALY 60483973 1682724 28 1391384 371093 22 67 33
REPUBLIC OF MOLDOVA 2807801 58821 21 41505 17316 29 100 0
MONTENEGRO 620029 16613 27 12008 4396 26 100 0
NETHERLANDS 17180000 341509 20 341509 33259 10 0 100
NORWAY 5328212 94869 18 94869 20593 22 0 100
POLAND 38411148 614570 16 463031 151539 25 NA NA
PORTUGAL 10283822 203177 20 178531 24646 12 100 0
ROMANIA 19083584 337657 18 220105 117549 35 100 to be calculated
SLOVAK REPUBLIC 5450421 132794 24 107520 25274 19 71 0
SLOVENIA 2067000 61339 30 51517 9822 16 100 0
SWEDEN 10230185 209002 20 178856 29146 14 0 150

NA: not applicable; ND: not determined.
Country Additional comments or remarks
NORWAY We only have the number of donors that donated in 2018. We can not give accurate numbers for regular and repeat donors
according to your definitions.

POLAND Ad. A01, A02, AO5: donors only for clinical purposes
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2018 Survey Table 2.1. Collection of whole blood, autologous blood and blood (apheresis) components

Whole blood collections

Apheresis collections

Wholeslood | WBUpor 1000 | Auologous | s Aucegous || lasma | gy ™| atlete | B | Stamiestes | component

inhabitants apheresis (U)
AUSTRIA 399784 0.0 43 0.01% 507651 0.06 26089 105 13 5294
BULGARIA 168551 24.1 77 0.05% 50 0.01 2240 0 0 0
CROATIA 190447 46.7 23 0.01% 1481 0.36 5728 0 0
CZECH REPUBLIC 410414 38.6 4963 1.21% 605900 57.02 28400 1193 20 75
ESTONIA 50506 38.3 0 0.00% 2147 1.63 1525 0 0 591
FINLAND 204024 37.0 0 0.00% 0 0 4611 0 8 0
GERMANY 3851822 46.4 977 0.03% 2017483 24.30 302482 6455 445 42556
GREECE 480099 45.7 500 0.10% 0 | to be calculated 18285 0 0 0
HUNGARY 383253 39187.4 278 0.07% 0 0 20820 0 220 0
IRELAND 130567 26.9 0 0.00% 0 0 18950 0 0 0
ITALY 2569275 42,5 7935 0.31% 227636 3.76 55596 238 65 62887
REPUBLIC OF MOLDOVA 63259 22.5 66 0.10% 8575 3.05 1534 0 776
MONTENEGRO 18743 30.2 0 0.00% 0 0 0 0 0
NETHERLANDS 417194 243 NA NA 172709 10.05 5050 0 NA
NORWAY 174454 32.7 3 0.00% 7064 1.33 6311 1929 0 194
POLAND 1223845 31.9 636 0.05% 24518 0.64 43639 31 116 19203
PORTUGAL 309231 30.1 89 0.03% 0.5 0.00 5655 3 0 977
ROMANIA 409800 21.5 3 0.00% 0 0 10040 6715 0 11
SLOVAK REPUBLIC 222317 40.8 381 0.17% 76.8 0.01 10729 21 33 407
SLOVENIA 83281 40.3 100 0.12% 1257 0.61 2899 0 0 0
SWEDEN 409187 40.0 44 0.01% 18605 1.82 0 520 NA NA

NA: not applicable; ND: not determined.

Country Comments
AUSTRIA Donations in A18, A19 were done in 7%, Donations in A26, A27 were done in 14% establishments.
CROATIA Apheresis plazma is by-product obtained during thromopheresis
ESTONIA Multi-component apheresis: platelets+plasma
GERMANY Family/Replacement donations are not allowed.

REPUBLIC OF MOLDOVA
MONTENEGRO

Two doses of platelets + a dose of plasma are collected about each apheresis donation

Apheresis donation are not performed.
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2018 Survey Table 2.2. Profile of donations

whole blood donations red cell apheresis plaz?:;?:r::sis platelet apheresis

Country % voluntary, non- |% from replacement| % from autologous | % voluntary, non- | % from autologous | % voluntary, non- | % voluntary, non-

remunerated donors donors remunerated donors remunerated remunerated
AUSTRIA 100 0 0.01 100 29 100 100
BULGARIA 22 77 0.00 ND ND 0 0
CROATIA 100 0 0.01 ND ND 100 100
CZECH REPUBLIC 100 0 1.21 100 0 26 38
ESTONIA 100 0 0.00 ND ND 100 100
FINLAND 100 0 0.00 ND ND 100 100
GERMANY 100 0 0.03 100 0.0 100 100
GREECE 65 35 0.10 0 to be calculated 0 0
HUNGARY 100 0 0.07 ND ND ND 100
IRELAND 100 0 0.00 ND ND ND 100
ITALY 100 0 0.31 100 0.8 100 100
REPUBLIC OF MOLDOVA 94 6 0.10 ND ND 93 100
MONTENEGRO 41 59 0.00 ND ND ND ND
NETHERLANDS 100 NA NA ND ND 100 100
NORWAY 100 0 0.00 100 0 100 100
POLAND 96 4.1 0.05 100 0 98 98
PORTUGAL 100 0 0.03 100 0 100 100
ROMANIA 100 NA 0.00 100 0 ND 100
SLOVAK REPUBLIC 100 0 0.17 100 0 100 100
SLOVENIA 100 0 0.12 0 ND 100 100
SWEDEN 100 0 0.01 100 0.6 100 100

NA: not applicable; ND: not determined.

Country Comments

AUSTRIA Donations in A18, A19 were done in 7%, Donations in A26, A27 were done in 14% establishments.
CROATIA Apheresis plazma is by-product obtained during thromopheresis

ESTONIA Multi-component apheresis: platelets+plasma

GERMANY Family/Replacement donations are not allowed.

REPUBLIC OF MOLDOVA Two doses of platelets + a dose of plasma are collected about each apheresis donation
MONTENEGRO Apheresis donation are not performed.
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2018 Survey Table 3. Use of blood and blood components for transfusion

Country BI:: :1 a: :el::’: d \:’\IIP:;I: o/‘; r.:; ‘;:a‘:v };?jc conce:‘?;es © ;?(1:’5)[;3) f:':)lt'al plasrr.1a Aplheresis R(lecovered tr:%?s?u}ég:‘ : leztlaI‘ R'ecovered A'pheresis Arpheresis o cr.y(.)-
P (WBU) inhabitants () ) () o ants (doses) (doses) (doses) (%) (10° 1U FVIl)
AUSTRIA Distributed 0 0 365,055 0 4,914 137 4,777 0 40,220 14,131 26,089 65 0
BULGARIA 0 36 0.02 169,927 24 96,760 6 96,754 14 9,895 7,655 2,240 23 0
CROATIA Distributed 0 0 188,920 46 51,697 4,527 47,170 13 30,112 24,384 5,728 19 1
CZECH REPUBLIC Issued 220 0.05 404,281 38 160,000 50,000 110,000 15 43,100 14,700 28,400 66 0
ESTONIA Distributed 17 0.03 49,407 37 15,589 9,027 6,562 12 7,057 5,532 1,525 22 4,420
FINLAND Distributed 0 0 191,058 35 0 0 0 0 34,959 30,348 4,611 13 0
GERMANY Issued 185 0.01 3,570,330 43 724,831 230,568 494,263 9 534,439 231,957 302,482 57 0
GREECE 0 0 to be calculated 402,596 38 148,539 0 148,539 14 44,846 26,561 18,285 41 0
HUNGARY 0 0 0 370,071 37,840 59,451 0 59,451 6,079 225,556 204,736 20,820 9 0
IRELAND Issued 8 0.01 122,767 25 0 0 0 0 25,733 6,783 18,950 74 181
ITALY Transfused 1,631 0.07 2,443,359 40 268,349 167,422 100,927 4 226,463 170,867 55,596 25 1,786
REPUBLIC OF MOLDOVA Distributed 70 0.14 50,860 18 49,552 133 49,419 18 2,297 763 1,534 67 10,821
MONTENEGRO Transfused 30 0.19 16,162 26 10,479 0 10,479 17 651 651 0 0 2,427
NETHERLANDS Distributed 424 0.10 406,199 24 707,785 301,586 406,199 41 56,851 51,801 5,050 9 0
NORWAY Transfused 315 0.20 158,922 30 0 0 0 0 22,959 16,648 6,311 27 0
POLAND Distributed 65 0.01 1,166,319 30 NA NA 287,163 NA 121,734 78,095 43,639 36 34,936
PORTUGAL Transfused 30 0.01 290,001 28 8,369 ND 8,369 1 40,454 34,799 5,655 14 ND
ROMANIA Distributed 7,272 1.63 438,216 23 273,198 1 273,197 14 39,181 29,141 10,040 26 14,995
SLOVAK REPUBLIC Issued 133 0.07 198,179 36 63,405 1,009 62,396 12 20,089 9,360 10,729 53 0
SLOVENIA Issued 0 0 79,614 39 16,037 0 16,037 8 12,290 9,391 2,899 24 0
SWEDEN Transfused 0 0 390,404 38 41,659 0 41,659 4 47,608 47,608 0 0 NA

NA: not applicable; ND: not determined.

Country Comments

AUSTRIA 78% of the establishments could not determine these data.

CROATIA The total number of red cell, apheresis plasma and apheresis platelet includes divided doses, i.e. pediatric doses.
ESTONIA Additionally was used 565 units of Octaplas

Total number of whole blood units covers only autologous blood. Number of plasma units (plasma or FFP) for transfusion covers quarantined FFP and lyophilised plasma units, transfused SD-plasma units reported by users and autologous plasma

GERMANY units. Cryoprecipitate not in use.

IRELAND Cryoprecipitate collected from whole blood' listed is the number of cryoprecipitate units derived from individual whole blood donations, with >70 IU Factor Vllic per unit.

ITALY A34 included plasma by plasmapheresis (38256 units 600-700 mL), plasma by multi-component apheresis (7895 units 350-450 mL) and plasma manufactured by industry (119404 units 200 mL)
REPUBLIC OF MOLDOVA Our country does not have coagulation factors and fresh blood frozen plasma is used for the treatment of bleeding

MONTENEGRO Apheresis procedures of blood collection are not performed in MNE still.

NORWAY We only use Octaplasma 200 ml/unit for plasma transfusion. We transfused 40715 Octaplasma units.

POLAND Ad. A33: total of plasma units issued for clinical use ( WB plasma + apheresis plasma) Ad. A39: in units of cryoprecipitate Ad. A40: calculated: 0% (?)

PORTUGAL 322 cryoprecipitate units were transfused

ROMANIA The number for WB units represents the total number of WB units distributed as such, not processed.

SWEDEN The preparation data for blood components separates whole blood from apheresis. In the data from transfusion reports no such separation is available.
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2018 Survey

Table 4.1. Plasma for fractionation into medicinal products

For For fractio. (L) From From WB o % recovered For transfusion For transfusion WB derived Volume ?f
Country fractionation per 1,000 apheresis donations % recovered from from (U) per 1,000 divided by plasma units Aphen_*esns
L inhabitants (L) (L) ws apheresis inhabitants total RBC discarded plasma (dl_')“arded

AUSTRIA 63,080 0 43 63,037 1 0 0 0.01 12,449 3,655
BULGARIA 15,724 2 0 15,724 1 0 14 0.57 2,462 0
CROATIA 17,121 4 0 17,121 1 0 13 0.27 35,940 149
CZECH REPUBLIC 212,500 62 140,000 72,500 0 1 15 0.40 NA NA
ESTONIA 11,442 9 0 11,442 1 0 12 0.32 2,197 69
FINLAND 55,231 10 0 55,231 1 0 0 0.00 1,700 0
GERMANY 1,375,698 38 205,017 1,170,681 1 0 9 0.20 4,428 459
GREECE 0 to be calculated 0 0 to be calculated to be calculated 14 0.37 55,220 0
HUNGARY 85,800 17,546 0 85,800 1 0 6,079 0.16 4,209 22,833
IRELAND 0 0 0 0 to be calculated to be calculated 0 0.00 57,667 0
ITALY 823,386 14 215,731 607,654 1 0 4 0.11 108,671 10,438
REPUBLIC OF MOLDOVA 6,944 2 6,858 86 0 1 18 0.97 4,581 275
MONTENEGRO to be calculated to be calculated 0 0 to be calculated to be calculated 17 0.65 4,136 0
NETHERLANDS 296,632 17 172,709 123,923 0 1 41 1.74 5,166 3,032
NORWAY 47,611 9 3,104 44,507 1 0 0 0.00 5,788 na
POLAND 221,194 6 24,059 197,135 1 0 NA NA 64,495 NA
PORTUGAL 47,720 5 2 47,718 1 0 1 0.03 155,670 0
ROMANIA ND ND ND ND ND ND 14 0.62 40,775 ND
SLOVAK REPUBLIC 33,611 6 0 33,611 1 0 12 0.32 2,377 0
SLOVENIA 18,648 9 1,257 17,391 1 0 8 0.20 NA NA
SWEDEN 107,868 11 18,605 89,263 1 0 4 0.11 14,923 1,276

NA: not applicable; ND: not determined.

Country

Comments

CZECH REPUBLIC

GERMANY

ITALY
MONTENEGRO
ROMANIA

circa 2/3 of plasma sent for fractionation is collected by private sector by plasmapheresis (percentage of recovered plasma versus source plasma for fractionation is wrongly calculated)

Data on the amount of plasma for fractionation of factor VIl are not collected separately. The number therefore indicates the amount of plasma delivered for manufacture of plasma derivatives except for

plasma for manufacturing of specific immunoglobulines. Data not available to other component units.

A49 e A50 data provided by industry N.B: In A50, the litres of plasma collected through mono and multicomponent apheretic procedures are considered.

Due to the absence of donor apheresis procedures and insufficient amount of plasma, our Institution is not included in the plasma fractionation program.

Romania does not provide plasma for fractionation.
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2018 Survey Table 4.2. Use of medicinal products derived from human plasma

FVIII (10° 1U) Immunoglobulins Human
Country (excluding.cryo Polyvalent Intravenous SC and IM albumin
and recombinant) (kg) (%) (%) (kg)

AUSTRIA 0 0 NA NA 0
BULGARIA NA NA NA NA NA
CROATIA 0 ND ND ND 0
CZECH REPUBLIC 29 482 1 0 1,789
ESTONIA 3 86 1 0 521
FINLAND 44 742 1 0 1,375
GERMANY 351,779,250 ND ND ND 29,008
GREECE 0 ND ND ND 0
HUNGARY NA NA NA NA NA
IRELAND 0 0 NA NA 0
ITALY 70 5,934 1 0 34,943
REPUBLIC OF MOLDOVA 29 0 1 1,294
MONTENEGRO ND ND ND 0
NETHERLANDS NA NA NA NA NA
NORWAY 2 730 1 0 994
POLAND 264 585 1 0 NA
PORTUGAL ND ND ND ND ND
ROMANIA NA NA NA NA NA
SLOVAK REPUBLIC NA NA NA NA NA
SLOVENIA 5,000 ND ND ND 488,960
SWEDEN NA NA NA NA NA

NA: not applicable; ND: not determined.

Country Comments

ESTONIA Anti-D intramuscular was used 1686435 U

GERMANY Data on the amounts of intravenous and subcutaneous plus intramuscular Immunoglobulins were not
collected. In total 9.032 kg were issued by the manufacturer of plasma derived medicinal products.

ITALY A59 represents the demand for pdFVIIl only (ATC B02BD02) without considering the demand for

REPUBLIC OF MOLDOVA

MONTENEGRO

SLOVENIA

FVIII/VWF in combination (ATC BO2BDO06)

Here we showed the amount of albumin and all types of immunoglobulins used in the treatment of
patients in hospitals

Procurement, storage and use of plasma derived medical products are under the jurisdiction of the
Clinical Center of Montenegro, so we do not have the required information.

Only information of plasma derived medicinal products which was produced with plasma collected in
Slovenia. This is about 55% of all needs in Slovenia.
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2018 Survey Table 5.1. Special processing of blood components

Red blood cells Plasma for transfusion Platelets
Country Leuco depleted % Irradiated % Leuco depleted % Irradiated % Leuco depleted % Irradiated % Path. Red. %
AUSTRIA 33 4 7 NA 33 NA 26
BULGARIA 9 5 13 0 0
CROATIA 99 10 0 0 99 35 0
CZECH REPUBLIC 62 7 1 99 30 0
ESTONIA 52 60 0 100 40 0
FINLAND 100 3 ND ND 100 36 0
GERMANY 100 7 ND 0 100 41 0
GREECE 36 24 0 0 70 40 5
HUNGARY 20 11 10 9 78 59 0
IRELAND 100 12 100 0 100 100 0
ITALY 100 6 5 0 16 57 4
REPUBLIC OF MOLDOVA 100 0 100 0 67 0
MONTENEGRO 0 0 0 0 0 0 0
NETHERLANDS NA 5 NA NA NA 34 NA
NORWAY 100 8 0 0 100 55 8
POLAND 25 9 ND ND 94 63 12
PORTUGAL 100 ND 100 ND 100 ND 7
ROMANIA 6 0 8 0 7 0 ND
SLOVAK REPUBLIC 75 NA 17 NA 98 NA NA
SLOVENIA 100 7 100 0 100 1 60
SWEDEN 100 4 100 100 41 50
NA: not applicable; ND: not determined.
Country Comments
AUSTRIA Data are average of the information provided by 95% of all blood establishments in Austria.
GERMANY Data on leukocyte depleted plasma for transfusion are not collected. Cryoprecipitate reduced plasma components and Cryoprecipitate: Not in use.
MONTENEGRO Deleukocyte / filtered and irradiated blood components, which refer to RC and PLT, are prepared post-storage at the request of the clinician and in
accordance with the diagnosis and condition of the patient. The method of pathogen inactivation does not exist in our Institution.
NORWAY We use Octaplasma.
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2018 Survey Table 5.2. Inactivation or quarantine of plasma

Fresh frozen plasma

Cryoprecipitate reduced plasma

Cyroprecipitate

Country Quarantined % Path. Red. (%) Quarantined % Path. Red. (%) Quarantined % Path. Red. (%)

AUSTRIA 4 10 NA NA NA NA

BULGARIA 0 0 0 0 0 0

CROATIA 0 0 0

CZECH REPUBLIC 100 100 100

ESTONIA 0 4 0 0 0

FINLAND ND ND ND ND ND ND

GERMANY 96 4 0 0 0

GREECE 0 0 0 0 0

HUNGARY 0 0 0 0 0

IRELAND 0 0 0 0 0 0

ITALY 4 0 0 0 0 10

REPUBLIC OF MOLDOVA 0 0 0 0 0 0

MONTENEGRO 0 0 0 0 0

NETHERLANDS NA NA NA NA NA NA

NORWAY 0 0 0 0 0 0

POLAND 90 10 NA NA 82 18

PORTUGAL 55 45 ND ND 100 0

ROMANIA NA ND NA ND NA ND

SLOVAK REPUBLIC 89 NA

SLOVENIA 0 0 0 0

SWEDEN 0 0 NA NA NA NA
NA: not applicable; ND: not determined.

Country Comments

CROATIA The total number of recoveded plasma refers to plasma for transfusion and for fractination. The number of discarded

apheresis plasma includes devided units, i.e pediatric doses
IRELAND Note: approx. 58.3% of recovered whole blood plasma is distributed for non-therapeutic use.
POLAND Ad. A81: total number of wasted plasma units, no division into WB plasma and apheresis plasma
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2018 Survey Table 6.1. Donation testing strategy for infectious agents - %

Country Anti- HIV HBs Anti- anti- HCV Anti- Syphilis Malaria Anti- Other
HIV 1/2 Ag Ag HBc HCV Ag HTLV 1/2 HEV
AUSTRIA 100 100 100 15 100 3.7 ND 50 ND 4 Neopterin (11%); CMV AK (5.2%); WNV NAT (3.7%)
BULGARIA 100 100 100 ND 100 100 ND 100 ND ND
CROATIA 100 100 100 ND 100 ND ND 100 0 ND
CZECH REPUBLIC 100 100 100 5 100 25 ND 100 ND ND
ESTONIA 100 ND 100 ND 100 ND ND 100 ND ND
FINLAND 99 99 99 0.13 99 ND ND 99 0.3 ND
GERMANY 100 ND 100 100 100 ND ND 100 ND ND
GREECE 100 100 100 0 100 0 100 100 0 0 WNV
HUNGARY 100 100 100 0 100 ND ND 100 ND ND
IRELAND 100 100 100 100 100 ND 100 100 ND ND Anti-CMV (80%)
ITALY 100 100 100 ND 100 ND ND 100 ND ND Chagas' dsease (ND); WNV (22%)
REPUBLIC OF MOLDOVA 100 100 100 ND 100 ND ND 100 ND ND
MONTENEGRO 100 100 100 ND 100 ND ND 100 ND ND
NETHERLANDS 100 0 100 100 100 0 0 100 0 ND Q fever; Anti-Parvovirus B19 IgG; Anti-CMV IgG
NORWAY 100 100 100 50 100 ND 0 50 2 ND Chagas
POLAND 100 97 100 ND 100 14 ND 100 ND ND
PORTUGAL 100 100 100 100 100 100 ND 100 ND ND Chagas disease - Trypanosoma Cruzi ab (ND)
ROMANIA 100 100 100 NA 100 100 100 100 NA NA WNV
SLOVAK REPUBLIC 100 100 100 100 100 ND ND 100 ND ND
SLOVENIA 100 100 100 100 100 ND ND 100 ND ND WNV (20%)
SWEDEN 100 100 100 7 100 ND 7 100 ND ND
ND: not done
Anti-HIV 1/2 Comments

CZECH REPUBLIC
FINLAND
REPUBLIC OF MOLDOVA

combined test antibody + antigen is obligatory

We DO NOT test donations discarded at the donation site. In 2018 1.1% of donations.

From july 2018 we use the electrochemiluminescence (ECLIA) method

HIV Ag

Comments

CZECH REPUBLIC
FINLAND

GERMANY

REPUBLIC OF MOLDOVA

combined test antibody + antigen is obligatory

We DO NOT test donations discarded at the donation site. In 2018 1.1% of donations.

No data. Antigen-Tests and Antibody-Antigen-Combitests for HIV-1/2 are used by some of the blood establishments.

From july 2018 we use the electrochemiluminescence (ECLIA) method

ROMANIA Combo tests are used Ag-Ab antiHIV1, 2

SWEDEN A combined HIV-Ag/anti-HIV 1+2 test is used

HBs Ag Comments

FINLAND We DO NOT test donations discarded at the donation site. In 2018 1.1% of donations.

REPUBLIC OF MOLDOVA

From july 2018 we use the electrochemiluminescence (ECLIA) method
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2018 Survey Table 6.1. Donation testing strategy for infectious agents — % (continued)

Anti-HBc

Comments

CROATIA

CZECH REPUBLIC

If ID-NAT IR or RR, than the anti-HBc test is automatically added to donation. Anti-HBc test is also a part of obligatory confirmatory testing for all HBV (sero/molecular)
positive donations or control samples.

testing of first-time donors is performed by several BEs

FINLAND Donors with a history of possible earlier HBV are tested for anti-HBcAb before donation.

GERMANY Persons, tested positive for anti-HBc, can further donate blood if a sensitive assay for HBV-Genom results negative and if anti-HBs antibody-titer stays above 100 1U/I.

NETHERLANDS All blood donations were routinely tested for the presence of anti-HBc; donations positive for anti-HBc antibodies were then investigated for anti-
HBs; donations showing anti-HBs levels <200 mIU/mL were not released for clinical or manufacturing use.

NORWAY Percent donations tested is an estimate. We test new donors and when the previous donation was more than 6 months ago.

ROMANIA Only for particular situations

SWEDEN All tested persons in a calendar year are 43845. All tested and approved donors that subsequenty donate for the first time are 29146. Therefor, approx 7% donations
come from a currently tested donor.

anti-HCV Comments

CZECH REPUBLIC
FINLAND
REPUBLIC OF MOLDOVA

combined test antibody + antigen is done by several BEs
We DO NOT test donations discarded at the donation site. In 2018 1.1% of donations.

From july 2018 we use the electrochemiluminescence (ECLIA) method

NETHERLANDS All blood donations were routinely tested for the presence of anti-HBc; donations positive for anti-HBc antibodies were then investigated for anti-HBs; donations
showing anti-HBs levels <200 mIU/mL were not released for clinical or manufacturing use.

ROMANIA Combo tests are used Ag-Ab anti-HCV

HCV Ag Comments

AUSTRIA Only one establisment is testing.

CZECH REPUBLIC

combined test antibody + antigen is done by several Bes

Anti-HTLV 1/2

Comments

GERMANY Not mandatory. Anti-HTLV I/1l screening tests are used by some of the blood establishments.

NETHERLANDS Only first time tested donors (without donation).

NORWAY Percent donations tested is an estimate. We test new donors that are born, or have lived for more than 6 months during their first 5 years, in certain countries.

PORTUGAL o First time donations o Donors living in or originating from high prevalence areas o Donors with sexual partners who come from high prevalence areas o lin donors
whose parents are from high prevalence areas

SWEDEN All tested persons in a calendar year are 43845. All tested and approved donors that subsequenty donate for the first time are 29146. Therefor, approx 7% donations
come from a currently tested donor.

Syphilis Comments

AUSTRIA Syphilis testing of plasma donations for producing plasma derivatives is not legally binding.

FINLAND We DO NOT test donations discarded at the donation site. In 2018 1.1% of donations.

REPUBLIC OF MOLDOVA
NORWAY

From july 2018 we use the electrochemiluminescence (ECLIA) method

Percent donations tested is an estimate. We test new donors and when the previous donation was more than 6 months ago.
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2018 Survey Table 6.2. Use of simple rapid tests

Country H?\? t1I/2 HIV Ag ilr;:t\ll
AUSTRIA ND ND 100
BULGARIA ND ND ND
CROATIA ND ND ND
CZECH REPUBLIC ND ND ND
ESTONIA ND ND ND
FINLAND ND ND ND
GERMANY ND ND ND
GREECE 0 0 0
HUNGARY ND ND ND
IRELAND ND ND ND
ITALY ND ND ND
REPUBLIC OF MOLDOVA ND ND ND
MONTENEGRO ND ND ND
NETHERLANDS ND ND ND
NORWAY ND ND ND
POLAND ND ND ND
PORTUGAL ND ND ND
ROMANIA ND ND ND
SLOVAK REPUBLIC ND ND ND
SLOVENIA ND ND ND
SWEDEN ND ND ND
ND: not done
Country Comments
MONTENEGRO Rapid tests are not performed.
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2018 Survey Table 7.1. Confirmatory testing

HIV 1/2 HBV HCV HTLV 1/2 Syphilis Malaria HEV
Country Confi-rmatory First time Repeat First time Repeat First time Repeat First time Repeat First time Repeat First time Repeat First time Repeat
testing (%) donors donors donors donors donors donors donors donors donors donors donors donors donors donors
AUSTRIA 100 1 3 30 2 31 5 NA NA 7 13 ND ND 0 4
BULGARIA 100 NA 3 334 75 42 115 ND ND 50 286 ND ND ND ND
CROATIA 100 0 1 0 0 0 ND ND 2 2 0 0 ND ND
CZECH REPUBLIC 100 2 14 6 117 34 ND ND 17 7 ND ND ND ND
ESTONIA 100 1 3 0 18 3 ND ND 13 1 ND ND ND ND
FINLAND 100 0 2 2 0 3 1 ND ND 3 1 38 0 ND ND
GERMANY 100 19 31 269 19 173 43 ND ND 165 90 ND ND ND ND
GREECE 0 9 13 201 83 60 31 4 3 182 80 0 0 0 0
HUNGARY 100 2 37 6 52 11 ND ND 26 23 ND ND ND ND
IRELAND 100 1 1 1 2 0 0 0 5 2 ND ND ND ND
ITALY 100 47 43 418 33 206 19 ND ND 546 158 NA NA ND ND
REPUBLIC OF MOLDOVA 100 115 0 558 0 745 0 ND ND 807 0 ND ND ND ND
MONTENEGRO 100 2 1 5 5 2 1 ND ND 8 6 ND ND ND ND
NETHERLANDS 0 1 1 10 0 9 0 2 ND 8 6 ND ND ND ND
NORWAY 100 0 0 5 0 2 1 0 0 4 0 0 12 ND ND
POLAND 100 13 18 191 1 160 24 ND ND 74 60 ND ND ND ND
PORTUGAL 100 3 7 14 2 6 3 4 0 44 46 2 5 ND ND
ROMANIA 100 25 16 1639 12 256 6 15 0 1008 35 ND ND ND ND
SLOVAK REPUBLIC 100 3 21 4 6 3 ND ND 7 16 ND ND ND ND
SLOVENIA 100 0 3 0 0 0 ND ND 1 1 ND ND ND ND
SWEDEN 100 0 11 0 7 1 1 ND 9 2 ND ND ND ND

NA: not applicable; ND: not done

Are repeatedly reactive screening test results subjected to confirmatory testing?

0: GREECE; HUNGARY
YES: NETHERLANDS

Yes, all screening test repeatedly reactive donations are subject to confirmatory testing: AUSTRIA; BULGARIA; CROATIA; CZECH REPUBLIC; ESTONIA; FINLAND; GERMANY; IRELAND; ITALY;
REPUBLIC OF MOLDOVA; MONTENEGRO; NORWAY; POLAND; PORTUGAL; ROMANIA, SLOVAK REPUBLIC; SLOVENIA; SWEDEN

Country

Comments

CZECH REPUBLIC
NETHERLANDS
ROMANIA

confirmatory testing is centralized into National Reference Lab

Barring anti-HBc, anti-Parvovirus B19, anti-CMV and malaria antibody reactive test results, all screening test repeatedly reactive donations were subject to confirmatory testing.

If the sample is found reactive when it is tested with a second screening test, too.
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Table 7.2. Prevalence and incidence calculated per 100,000 donors

Prevalence (first time donors)

Incidence (repeat donors)

Country HIV 1/2 HBV HCV HTLV 1/2 Syphilis Malaria HEV HIV 1/2 HBV HCV HTLV 1/2 | Syphilis Malaria HEV
AUSTRIA 1.7 52.1 53.9 NA 12.2 ND 0 1.5 1.0 2.5 NA 6.4 ND 2.0
BULGARIA NA 924.8 116.3 ND 138.4 ND ND 33 81.5 124.9 ND 310.7 ND ND
CROATIA 0.0 7.8 0 ND 15.5 0 ND 0.0 0 0 ND 2.1 0.0 ND
CZECH REPUBLIC 8.2 28.6 239.1 ND 34.7 ND ND 0.8 2.4 13.7 ND 2.8 ND ND
ESTONIA 19.6 58.9 353.1 ND 255.1 ND ND 3.8 0.0 11.4 ND 3.8 ND ND
FINLAND 0 13.0 19.5 ND 19.5 247.4 ND 1.8 0.0 0.9 ND 0.9 0 ND
GERMANY 4.6 64.8 41.7 ND 39.8 ND ND 1.5 0.9 2.1 ND 4.5 ND ND
GREECE 14.8 331.4 98.9 6.6 300.1 4.3 27.4 10.2 1.0 26.4

HUNGARY 0.0 78.2 109.9 ND 54.9 ND ND 0.9 2.8 5.2 ND 10.8 ND ND
IRELAND 0.0 7.5 15.0 0 37.4 ND ND 1.5 1.5 0 0 2.9 ND ND
ITALY 12.7 112.6 55.5 ND 147.1 NA ND 3.1 2.4 1.4 ND 11.4 NA ND
REPUBLIC OF MOLDOVA 664.1 322255 4302.4 ND 4660.4 ND ND 0 0 0 ND 0 ND ND
MONTENEGRO 45.5 113.7 45.5 ND 182.0 ND ND 8.3 41.6 8.3 ND 50.0 ND ND
NETHERLANDS 3.0 30.1 27.1 6.0 24.1 ND ND 0.3 0.0 0 ND 1.8 ND ND
NORWAY 0 243 9.7 0 19.4 0 ND 0 0 11 0 0.0 12.6 ND
POLAND 8.6 126.0 105.6 ND 48.8 ND ND 3.9 0.2 5.2 ND 13.0 ND ND
PORTUGAL 12.2 56.8 243 16.2 178.5 8.1 ND 3.9 1.1 1.7 25.8 2.8 ND
ROMANIA 21.3 1394.3 217.8 12.8 857.5 ND ND 7.3 5.5 2.7 15.9 ND ND
SLOVAK REPUBLIC 4.0 83.1 23.7 ND 27.7 ND ND 2.8 3.7 2.8 ND 14.9 ND ND
SLOVENIA 0 30.5 0.0 ND 10.2 ND ND 0 0 0 ND 1.9 ND ND
SWEDEN 34 37.7 24.0 3.4 30.9 ND ND 0.0 0.0 0.6 ND 1.1 ND ND

NA: not applicable; ND: not done

Country Comments

CROATIA Comment on seropositive malaria tests results: initialy positive anti-Plasmodium spp. (ELISA) blood samples of blood donors where re-tested in a duplicate with the same screening
test, and than (if RR) in another one or two ELISA tests from another two different manufacturer. Final positive result is if 2/3 or 3/3 positive ELISAs.

SWEDEN In Sweden, the prevalence is calculated on all persons only tested at first visit, not first-time donors. Therefor the prevalence data (per 100 000) are for HIV 1+2 : 2, for HBV 25, for

HCV 16, for HTLV I/11 2 and for syphilis 21.
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2018 Survey Table 8.1. NAT testing

Which donations

Individual donation or size of minipool

Country HIV HBV HCV HEV Other NAT HIV HBV HCV HEV Other NAT
AUSTRIA All All First All Parvo B19, WNV MP96 MP96 MP96 MP96 AD (MP)
BULGARIA None None None None ND ND ND ND

CROATIA All All All None WNV IT IT IT 0 AD (IT)
CZECH REPUBLIC NA NA NA None MP 0 0 0

ESTONIA All All All None IT IT IT ND

FINLAND All All All None IT IT IT ND

GERMANY All NA All All WNV MP96 MP96 MP96 MP96

GREECE 0 All 0 0 0 0 0 0

HUNGARY All All All None MP96 MP96 MP96 0

IRELAND All All All All WNV IT IT IT IT AD (IT)
ITALY All All All None WNV IT IT IT ND AD (IT)
REPUBLIC OF MOLDOVA All All All None MP6 MP MP6 ND

MONTENEGRO None None None None 0 0 0 0

NETHERLANDS All All All Labile MP6 MP6 MP6 MP24

NORWAY None None None None 0 0 0 0

POLAND All All All None MP4, MP6 | MP4, MP6 | MP4, MP6 ND

PORTUGAL All All All None IT IT IT ND

ROMANIA None None None None WNV ND ND ND ND AD (MP)
SLOVAK REPUBLIC None None None None ND ND ND ND

SLOVENIA All All All NA IT IT IT NA

SWEDEN None None None None ND ND ND NA

NA: not applicable; ND: not done

All: all donations; First: first time donations only; Labile: labile blood products

MP: minipool, IT: individual testing
AD: all donations

Country Comments
MONTENEGRO NAT testing method is not applied in Montenegro.
HIV Comments

CZECH REPUBLIC

FINLAND

HUNGARY

REPUBLIC OF MOLDOVA
NETHERLANDS
NORWAY

POLAND

NAT is performed by only few BEs in minipools / pools of different size. Circa 20 % of all donations is tested, overall prevalence /

incidence data are not available

Such as in serological screening tests; we DO NOT NAT-test donations discarded at the donation site.

seronegative sample is tested by NAT

The first step is the electrochemiluminescence (ECLIA) test. All the negative donations in the first step are NAT tested.

A multiplex real-time PCR test was used to simultaneously screen donated blood for HIV-1 RNA, HIV-2 RNA, HCV RNA, and HBV DNA.

Performed by the plasma fractionator on plasma for fractionation.

Ad. B92: Type of analysis: Minipool and individual testing
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2018 Survey Table 8.1. NAT testing (continued)

HBV

Comments

CZECH REPUBLIC

NAT is performed by only few BEs in minipools / pools of different size. Circa 20 % of all donations is tested, overall prevalence /
incidence data are not available

FINLAND Such as in serological screening tests; we DO NOT NAT-test donations discarded at the donation site.

GERMANY No Data. HBV NAT test performed by blood donation service on a voluntary basis for more than 75% of all donations.

HUNGARY seronegative sample is tested by NAT

REPUBLIC OF MOLDOVA The first step is the electrochemiluminescence (ECLIA) test. All negative donations in the first step are NAT tested.

NETHERLANDS A multiplex real-time PCR test was used to simultaneously screen donated blood for HIV-1 RNA, HIV-2 RNA, HCV RNA, and HBV DNA.
NORWAY Performed by the plasma fractionator on plasma for fractionation.

POLAND Ad. B98: Type of analysis: Minipool and individual testing, Addotionally ad.B100: 2 OBI, ad.B101: 8 OBI

HCV Comments

CZECH REPUBLIC

FINLAND
HUNGARY
REPUBLIC OF MOLDOVA

NAT is performed by only few BEs in minipools / pools of different size. Circa 20 % of all donations is tested, overall prevalence /
incidence data are not available

Such as in serological screening tests; we DO NOT NAT-test donations discarded at the donation site.
seronegative sample is tested by NAT

The first step is the electrochemiluminescence (ECLIA) test. All negative donations in the first step are NAT tested.

NETHERLANDS A multiplex real-time PCR test was used to simultaneously screen donated blood for HIV-1 RNA, HIV-2 RNA, HCV RNA, and HBV DNA.
NORWAY Performed by the plasma fractionator on plasma for fractionation.
POLAND Ad. B104: Type of analysis: Minipool and individual testing
Other Comments
Parvo B19: All donations are tested in 48% of all establishments; WNV: 25% do all donations. Main part of the establishments test in
AUSTRIA
WNV season.
CROATIA Seasonal NAT testing (29.8. - 30.11.2018.), 32.749 donations were tested.
GERMANY Not mandatory. Testing or deferral for four weeks after residence in an area with ongoing transmission of WNV to humans for more
than two consecutive days, starting after leaving this area. Measures must be applied from 1st of June to 30th of November.
Not all donations are tested for WNV. Donors who have travelled to areas associated with WNV cases are selected out for testing
IRELAND .
during the months May-September.
ITALY In 2018, a total of 96 donors turned out to be positive to WNV NAT test.
MONTENEGRO NAT testing method is not applied in Montenegro.
ROMANIA Testing for WNV by molecular biology is done for all donations done during the period in the affected area, after the ID of the first NI

case, within a large area where a BE is located.
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Table 8.2. NAT only positive results

HIV HBV HCV HEV
Country First time Repeat First time Repeat First time Repeat First time Repeat
donors donors donors donors donors donors donors donors
AUSTRIA 0 0 0 0 0 0 1 6.4
BULGARIA ND ND ND ND ND ND ND ND
CROATIA 1 0 0 1 0 0 ND ND
CZECH REPUBLIC 0 0 0 0 0 0 ND ND
ESTONIA 0 0 0 2 0 0 ND ND
FINLAND 0 0 0 0 0 0 ND ND
GERMANY 0 0 0 3 1 2 ND ND
GREECE 1 0 60 4 1 0 0 0
HUNGARY 0 0 0 0 0 ND ND
IRELAND 0 0 0 0 0 3 17
ITALY 1 5 70 133 0 3 ND ND
REPUBLIC OF MOLDOVA 0 0 23 0 5 0 ND ND
MONTENEGRO ND ND ND ND ND ND ND ND
NETHERLANDS 0 0 1 1 0 0 ND 154
NORWAY ND ND ND ND ND ND ND ND
POLAND 3 -HBc IgM+ 1 2 ND ND
PORTUGAL 0 0 0 0 0 0 ND ND
ROMANIA ND ND ND ND ND ND ND ND
SLOVAK REPUBLIC ND ND ND ND ND ND ND ND
SLOVENIA 0 0 1 1 0 0 NA NA
SWEDEN ND ND ND ND ND ND ND ND

NA: not applicable; ND: not done
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2018 Survey Table 9. Bacterial screening of platelet adult doses

Recovered platelets Apheresis platelets Platelets
. _ . o
Country plzz:laelts r:::ac:::;tesd Total ct:ja:tsl:;rj- d;:c‘:tliin mst;t: ds a'::::i:stiss Total Cl::sl::; defzztliin mz‘:{:‘ ds s-(l;(r);:L? d cI:ftie:'L/eod
adult doses doses methods methods doses methods methods positive
AUSTRIA 12403 5276 373 100 0 0 7127 27.3 89.21 0 0 30.8 0.2
BULGARIA 80 77 1.0 100 0 0 3 0.1 100 0 0 0.8 0.0
CROATIA 379 293 1.2 100 0 0 86 15 100 0 0 13 0.0
CZECH REPUBLIC NA NA NA 100 0 0 NA NA 0 0 0 NA NA
ESTONIA 7057 5532 100.0 100 0 0 1525 100.0 100 0 0 100.0 0.1
FINLAND 2178 1946 6.4 100 0 0 232 5.0 100 100 100 6.2 0.0
GERMANY ND ND ND ND ND ND ND ND ND ND ND ND ND
GREECE 4781 18.0 0 0 0 0 to be calcul 0 0 0
HUNGARY 14520 14420 7.0 100 0 0 100 0.5 100 0 0 6.4
IRELAND 25208 6583 97.1 100 0 0 18625 98.3 100 0 0 98.0 0.0
ITALY 37133 26317 15.4 na na na 10816 19.5 NA NA NA 16.4 0.3
REPUBLIC OF MOLDOVA 2297 763 100.0 0 100 0 1534 100.0 0 100 0 100.0 0.0
MONTENEGRO ND 0 ND 0 0 0 ND ND ND ND ND ND ND
NETHERLANDS 60003 54763 105.7 100 0 0 5240 103.8 100 0 0 105.5 0.3
NORWAY 20777 15066 90.5 100 0 0 5711 90.5 100 0 0 90.5 0.1
POLAND ND 0 ND 0 0 0 ND ND ND ND ND ND ND
PORTUGAL ND ND ND ND ND ND ND ND ND ND ND ND ND
ROMANIA 8093 4886 16.8 NA NA NA 3207 31.9 NA NA NA 20.7 NA
SLOVAK REPUBLIC 209 98 1.0 100 ND ND 111 1.0 100 ND ND 1.0 NA
SLOVENIA NA NA NA NA NA NA NA NA NA NA NA NA NA
SWEDEN NA NA NA NA NA NA NA NA NA NA NA NA NA
NA: not applicable; ND: not done
Country Comments
AUSTRIA Data are information provided by 95% of all blood establishments in Austria.
CZECH REPUBLIC cca 1 % of production is tested
GERMANY No data. Microbiological control as a statistic process control 0.4 x the square root of N of each processing line per month and per processing plant at the end of shelf life.
MONTENEGRO Screening for the presence of bacteria in PLT preparations has not yet been implemented in the regular work of the QQ laboratory.
SLOVAK REPUBLIC We do not screen platelets for bacteria. We test platelets for bacteria only in the frame of quality control by culture-based metohd.
SWEDEN A total of 14663 (platelet units were controlled for bacterial infection. A verified positive culture was detected in 4 units.
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2019 Survey Table1. Donors, first time donors and inhabitants

Donors % First time donors
Country Inhabitants Total i::;l:i’tg?\(:s Rig::'t& First time % First time Donating Tested only
AUSTRIA 8859000 307074 0 204130 59863 19 90 18
BULGARIA 7000039 130219 19 92953 37266 29 100 0
CROATIA 4076000 94862 23 94862 11758 12 100 lcalculated
CYPRUS 888000 43813 49 42132 5484 13 100 0
CZECH REPUBLIC 10669324 277432 26 258388 58688 21 100 not performed
DENMARK 5822763 128851 22 184084 31202 24 53 0
ESTONIA 1324820 30534 23 26151 4383 14 100 0
FINLAND 5561389 116100 21 105390 14408 12 95 5
GERMANY 83166711 2331777 28 2054405 405142 17 88 12
GREECE 10500000 402983 38 287845 57569 14 70 30
HUNGARY 9770000 0 |[calculated 208131 45153  [calculated 100 calculated
IRELAND 4921500 82730 17 69137 13593 16 84 16
ITALY 60359546 1683470 28 1397472 362601 22 66 34
NORTH MACEDONIA 2000000 32790 16 32790 4943 15 100 NA
REPUBLIC OF MOLDOVA 2807801 54545 19 39462 15083 28 100 0
MONTENEGRO 620029 16579 27 11736 4843 29 100 0
NETHERLANDS 17280000 366713 21 366713 36941 10 0 100
NORWAY 5367580 96603 18 96603 18625 19 0 100
POLAND 38382576 614579 16 467838 146741 24 NA NA
PORTUGAL 10286263 200556 19 175569 24987 12 100
SLOVAK REPUBLIC 5457873 130798 24 107264 23534 18 66
SLOVENIA 2081000 59996 29 50672 9324 16 100 0
SWEDEN 10327589 207933 20 178134 29799 14 0 152
NA: not applicable; ND: not determined.
Country Comments
AUSTRIA Not every blood establishment responded all numbers.
In 2019, the Blood Establishment (BE; only one) provided services to all the 5 General Hospitals (one in each district), with
CYPRUS the exception of the Blood Bank of Limassol General Hospital, which joined the BE on the 4th of February. Thus, the actual
numbers of donors are somewhat higher than those given above. Unfortunately, records for the first month of 2019 for
Limassol are not available to be considered.
NORWAY We only have the number of donors that donated in 2019. We can not give accurate numbers for regular and repeat donors
according to your definitions.
POLAND Ad. A01, A02, AO5: donors only for clinical purposes
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Table 2.1. Collection of whole blood, autologous blood and blood (apheresis) components

Whole blood collections Apheresis collections
Country \Lv:ltt)sle( ‘I’ovlgat)i Wi?]ll.]l;::i:a‘ln,fsoo AutsJ;%ous % Al‘J;IoBlzgous . Plasnlla Plasmgé;) per Platel?ts RB(.: Granulos:ytes cor'::tlJtri-en t
pheresis (L) inhabitants apheresis (U) | apheresis (U) | apheresis (U) apheresis (U)
AUSTRIA 32409 0.0|NA NA 500360 0.056480415 30129 64 131 5207
BULGARIA 169006 24.1 59 0.0003491 35.41 0.005058543 2261 0 0 0
CROATIA 190543 46.7 19 9.9715E-05 1352 0.331697743 5792 0 0 0
CYPRUS 62690 70.6 9 0.000143564|ND ND 199 0|ND ND
CZECH REPUBLIC 423310 39.7 4350 0.010276157 625700 58.64476512 29900 1196 2 52
DENMARK 204817 35.2 0 0 41817 7.181642117 2379 0 0 0
ESTONIA 50077 37.8 0 0 2062 1.556437856 1918 0 0 591
FINLAND 198339 35.7 0 0 0 0 4391 0 9 0
GERMANY 3754435 45.1 761 0.000202694 2143075.87 25.7684336 303353 2984 450 45148
GREECE 382833 36.5 510 0.001332174 0|to be calculated 17106 0 0 0
HUNGARY 377058 38593.4 2310 0.006126378 0 0 18370 0 218 0
IRELAND 132118 26.8 0 0 0 0 18489 0 0 0
ITALY 2566446 42.5 8220 0.003202873| 236499 3.918170624 52784 673 117 59888
NORTH MACEDONIA 53528 26.8 3 5.60454E-05|NA NA 505(NA NA 0
REPUBLIC OF MOLDOVA 58249 20.7 45 0.000772545 8898.9 3.16934854 2519 0 0 1285
MONTENEGRO 19216 31.0 0 0 0 0 0 0 0 0
NETHERLANDS 418251 24.2|na NA 181069 10.47853009 5274 0 Ofna
NORWAY 171837 32.0 0 0 7890 1.469936172 6572 1669 0 145
POLAND 1242012 32.4 533 0.000429142| 27587 0.718737586 48078 48 94 29049
PORTUGAL 305577 29.7 54 0.000176715 0 0 5229 2 20 1009
SLOVAK REPUBLIC 224836 41.2 333 0.00148108| 48.6 0.008904568 11885 47 22 329
SLOVENIA 81941 39.4 100 0.00122039 1365 0.655934647 1754 0 0 0
SWEDEN 406006 39.3 16 3.94083E-05 19872 1.924166425 0 416|NA NA
NA: not applicable; ND: not determined.
Country Comments
AUSTRIA Donations in A18, A19 were done in 7%, Donations in A26, A27 were done in 14% establishments.
CROATIA Apheresis plazma is by-product obtained during thromopheresis
CYPRUS In Cyprus we perform only platelet apheresis
ESTONIA Multi-component apheresis: platelets+plasma
GERMANY Family/Replacement donations are not allowed.
NORTH MACEDONIA Hematopoietic Stem Cell Collections - 68 apheresis procedures
REPUBLIC OF MOLDOVA Two doses of platelets + a dose of plasma are collected about each apheresis donation
MONTENEGRO Apheresis donation are still not performed.
SLOVAK REPUBLIC All multi-component apheresis donations are platelets+plasma donations
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2019 Survey Table 2.2. Profile of donations

whole blood donations

red cell apheresis

plasmapheresis

platelet apheresis

donations

Country % voluntary, non- |% from replacement| % from autologous | % voluntary, non- | % from autologous | % voluntary, non- | % voluntary, non-

remunerated donors donors remunerated donors remunerated remunerated
AUSTRIA 100 NA #VALUE! 100 20.3 100 NA
BULGARIA 22 78 0.0003491 ND ND 0 0
CROATIA 100 0 0.010 0 ND 100 100
CYPRUS 100 ND 0.014 ND ND ND 100
CZECH REPUBLIC 100 0 1.028 100 0 30 42
DENMARK 100 0 0.000 ND ND 100 100
ESTONIA 100 0 0 ND ND 100 100
FINLAND 100 0 0 ND ND 100 100
GERMANY 100 0 0.020 100 0.1 100 100
GREECE 65 35 0.133 0 to be calculated 0 0
HUNGARY 100 0 0.613 ND ND ND 100
IRELAND 100 0 0 ND ND ND 100
ITALY 100 0 0.320 100 0.0 100 100
NORTH MACEDONIA 95 5 0.006 0 NA NA 100
REPUBLIC OF MOLDOVA 96 4 0.077 ND ND 93 100
MONTENEGRO 44 56 0 0 ND 0 ND
NETHERLANDS 100 na NA ND ND 100 100
NORWAY 100 0 0.000 100 100 100
POLAND 95.66 4.25 0.043 100 97.2 98.4
PORTUGAL 100 0 0.018 100 NA 100
SLOVAK REPUBLIC 100 0 0.148 100 100 100
SLOVENIA 100 0 0.122 0 ND 100 100
SWEDEN 100 0 0.004 100 14 100 100

NA: not applicable; ND: not determined.

Country Comments

AUSTRIA Donations in A18, A19 were done in 7%, Donations in A26, A27 were done in 14% establishments.
CROATIA Apheresis plazma is by-product obtained during thromopheresis

CYPRUS In Cyprus we perform only platelet apheresis

ESTONIA Multi-component apheresis: platelets+plasma

GERMANY Family/Replacement donations are not allowed.

NORTH MACEDONIA
REPUBLIC OF MOLDOVA
MONTENEGRO

SLOVAK REPUBLIC

Hematopoietic Stem Cell Collections - 68 apheresis procedures

Two doses of platelets + a dose of plasma are collected about each apheresis donation

Apheresis donation are still not performed.

All multi-component apheresis donations are platelets+plasma donations
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2019 Survey Table 3. Use of blood and blood components for transfusion

Bocamatoos| 008 | wrosmac | wec | MOS0 | Tompem | Agus | Rt | e || R | e | e | o0
P (WBU) inhabitants () () () o oitants (doses) (doses) (doses) (%) (10° 1U FVIN)
AUSTRIA Issued NA NA 379,203 0 4,584 0 4,584 0 44,389 14,260 30,129 68 0
BULGARIA 0 39 0.02 170,680 24 97,558 93 97,465 14 10,757 8,496 2,261 21 0
CROATIA Distributed 0 0 186,488 46 48,228 4,155 44,073 12 30,273 24,481 5,792 19 2
CYPRUS Distributed ND ND 61,143 69 10,501 ND 10,501 12 7,193 6,994 199 3 NA
CZECH REPUBLIC Issued 220 0.06 394,711 37 116,300 31,400 84,900 11 46,200 16,300 29,900 65 0
DENMARK Transfused 0 0.00 191,293 33 36,515 1,305 35,210 6 32,382 30,003 2,379 7 1,449
ESTONIA Issued 8 0.02 48,818 37 13,573 8,720 4,853 10 8,238 6,320 1,918 23 2,893
FINLAND Distributed 0 0 190,437 34 0 0 0 0 33,061 28,670 4,391 13 0
GERMANY Issued 25 0.00 3,492,955 42 800,481 183,116 617,365 10 513,914 210,561 303,353 59 0
GREECE 0 0 p calculated 397,558 38 158,655 0 158,655 15 42,001 24,895 17,106 41 0
HUNGARY 0 0 0.00 362,782 37,132 54,162 0 54,162 5,544 207,456 189,086 18,370 9 0
IRELAND Issued 1 0.000008 123,645 25 0 0 0 0 25,397 6,908 18,489 73 167
ITALY Transfused 1,110 0.05 2,449,139 41 253,744 160,653 93,091 4 229,710 176,926 52,784 23 1,938
NORTH MACEDONIA Issued 66 0.13 48,875 24 48,796 0 48,796 24 6,505 6,000 505 8 2,809
REPUBLIC OF MOLDOVA Issued 48 0.09 55,166 20 52,736 184 52,552 19 3,973 1,454 2,519 63 11,938
MONTENEGRO Transfused 17 0.10 16,335 26 9,337 0 9,337 15 1,071 1,071 0 0 1,707
NETHERLANDS Distributed 654 0.16 407,460 24 716,107 308,647 407,460 41 55,598 50,324 5,274 9 0
NORWAY Transfused 0 p calculated 154,176 29 0 0 0 0 22,741 16,169 6,572 29 0
POLAND Distributed 37 0.00 1,178,074 31 NA NA 274,119 NA 125,545 77,467 48,078 38 37,947
PORTUGAL Transfused 22 0.01 293,892 29 6,268 ND 6,268 1 41,668 36,439 5,229 13 ND
SLOVAK REPUBLIC Issued 60 0.03 198,373 36 60,913 960 59,953 11 22,149 10,264 11,885 54 0
SLOVENIA Issued 0 0 78,473 38 14,134 0 14,134 7 10,635 8,881 1,754 16 0
SWEDEN Transfused 0 0.00 381,862 37 40,130 0 40,130 4 49,784 49,784 0 0 NA
NA: not applicable; ND: not determined.
Country Comments
CROATIA The total number of red cell, plasma and apheresis platelet includes divided doses, i.e. pediatric doses .
CYPRUS In Cyprus we do not transfuse whole blood except when it is for autologous purposes. No whole blood units are distributed except for the autologous; hence our answer to A30 was “ND”.
ESTONIA Additionally 1006 units of Octaplas was transfused
GERMANY Tot(al number of whole blolod units covers only autologous blood. Number of plasma units (plasma or FFP) for transfusion covers quarantined FFP and lyophilised plasma units, transfused SD-plasma units reported by users and autologous plasma
units. Cryoprecipitate not in use.
IRELAND Cryoprecipitate collected from whole blood' listed is the number of cryoprecipitate units derived from individual whole blood donations, with >70 IU Factor Vllic per unit
ITALY A34 included plasma by plasmapheresis (30555 units 600-700 mL), plasma by multi-component apheresis (6731 units 350-450 mL) and plasma preparated by industry (123367 units 200 mL)

REPUBLIC OF MOLDOVA
MONTENEGRO
NORWAY

POLAND

PORTUGAL

SWEDEN

Our country does not have coagulation factors and fresh blood frozen plasma is used for the treatment of bleeding

Apheresis procedures of blood collection are still not performed in MN.

We only use Octaplasma 200 ml/unit for plasmatransfusion. We transfused 40195 Octaplasma units.

Ad. A33: total of plasma units issued for clinical use ( WB plasma + apheresis plasma) Ad. A39: in units of cryoprecipitate Ad. A40: calculated: 0% (?)
344 cryoprecipitate units were transfused

There is no differentiation for preparation methods of plasma and platelet units in statistical reports for transfusion. Approx. 35% of platelet units are prepared by apheresis. A very much lower percentage of the transfusion plasma is prepared by
apheresis.
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Table 4.1. Plasma for fractionation into medicinal products

For For fractio. (L) From From WB o % recovered For transfusion For transfusion WB derived Volume ?f
Country fractionation per 1,000 apheresis donations % recovered from from (U) per 1,000 divided by plasma units Aphere5|s
(L inhabitants L (L we apheresis inhabitants total RBC discarded plasma (?_')sca'ded
AUSTRIA 69,008 o be calculated 0 69,008 1 0 0 0.01 15,992 994
BULGARIA 16,199 2 0 16,199 1 0 14 0.57 2,520 0
CROATIA 66,129 16 0 66,129 1 0 12 0.26 19,132 147
CYPRUS ND ND ND ND ND ND 12 0.17 ND ND
CZECH REPUBLIC 230,683 65 148,300 82,383 0 1 11 0.29 NA NA
DENMARK 89,331 15 45,559 43,772 0 1 6 0.19 11,488 91
ESTONIA 30,921 23 0 30,921 1 0 10 0.28 400 99
FINLAND 55,476 10 0 55,476 1 0 0 0.00 1,800 0
GERMANY 1,387,213 40 212,923 1,174,290 1 0 10 0.23 5,178 561
GREECE b be calculated o be calculated 0 0 o be calculated o be calculated 15 0.40 55,121 0
HUNGARY 84,283 17,253 0 84,283 1 0 5,544 0.15 5,958 0
IRELAND 0 0 0 0 #DIV/0! #DIV/0! 0 0.00 48,226 0
ITALY 0 1 223,323 614,104 0 0 4 0.10 24,042 34,844
NORTH MACEDONIA NA NA NA NA NA NA 24 1.00 4,732 NA
REPUBLIC OF MOLDOVA 7,810 3 7,716 94 0 1 19 0.96 1,900 153
MONTENEGRO 0 0 0 0 #DIV/0! #DIV/0! 15 0.57 4,366 0
NETHERLANDS 309,078 18 181,069 128,009 0 1 41 1.76 3,831 2,485
NORWAY 52,998 10 7,250 45,748 1 0 0 0.00 11,635 na
POLAND 249,681 7 26,065 223,616 1 0 NA NA 70,372 NA
PORTUGAL 49,600 5 96 49,504 1 0 1 0.02 7,574 0
SLOVAK REPUBLIC 28,940 5 0 28,940 1 0 11 0.31 2,320 0
SLOVENIA 18,942 9 1,365 17,577 1 0 7 0.18 N/A N/A
SWEDEN 105,562 10 19,872 85,690 1 0 4 0.11 19,520 2,638

NA: not applicable; ND: not determined.

Country Comments
CROATIA Due to problems in delivery, part of the plasma from 2018 was delivered in 2019.
CYPRUS In Cyprus we do not produce medicinal products from plasma

CZECH REPUBLIC
ITALY
MONTENEGRO

FVIII (excluding cryo and excluding recombinant)

Due to the absence of donor apheresis procedures and insufficient amount of plasma, our Institution is not included in the plasma fractionation program.

circa 2/3 of plasma sent for fractionation is collected by private sector by plasmapheresis (percentage of recovered plasma versus source plasma for fractionation is wrongly calculated)
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2019 Survey Table 4.2. Use of medicinal products derived from human plasma

FVIII (10° 1U) Immunoglobulins Human
Country (excluding cryo Polyvalent Intravenous SC and IM albumin
and recombinant) (kg) (%) (%) (kg)
AUSTRIA NA #N/A NA NA NA
BULGARIA 0 #N/A lto be calculated lto be calculated 0
CROATIA 0 #N/A lto be calculated lto be calculated 0
CYPRUS ND #N/A ND ND ND
CZECH REPUBLIC 18 #N/A 1 0 2,122
DENMARK #N/A 1 0 2,171
ESTONIA #N/A 1 0 550
FINLAND 44 #N/A 1 0 1,511
GERMANY 337,717,750 #N/A 1 0 33,208
GREECE 0 #N/A lto be calculated lto be calculated 0
HUNGARY 0 #N/A lto be calculated lto be calculated 0
IRELAND 0 #N/A #DIv/0! #DIv/0! 0
ITALY 6,409 #N/A 0 0 1
NORTH MACEDONIA NA #N/A NA NA NA
REPUBLIC OF MOLDOVA 0 #N/A 0 1 1,563
MONTENEGRO #N/A lto be calculated lto be calculated 0
NETHERLANDS na #N/A NA NA na
NORWAY 2 #N/A 1 0 1,026
POLAND 288 #N/A NA NA NA
PORTUGAL ND #N/A ND ND ND
SLOVAK REPUBLIC 32 #N/A 1 0 2,025
SLOVENIA 745,000 #N/A lto be calculated lto be calculated 459
SWEDEN NA #N/A NA NA NA
NA: not applicable; ND: not determined.
Country Comments
BULGARIA Blood Establishments didn't have information about the use of these plasma products.
CYPRUS Please see A58
ESTONIA Anti-D immunoglogulin 1717163 IU was used
ITALY Leukocyte depleted red cells
MONTENEGRO Pr'oc'urement, storage and use of plasma derived medical p'rodu'cts are u.nder the jurisdiction of the
Clinical Center of Montenegro, so we do not have the required information.
SLOVENIA Only information of plasma derived medicinal products which was produced with plasma collected in
Slovenia. This is about 55% of all needs in Slovenia.
SWEDEN Since 2014, there are no such data available in Sweden.
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2019 Survey Table 5.1. Special processing of blood components

Red blood cells

Plasma for transfusion

Platelets

Country Leuco depleted % Irradiated % Leuco depleted % Irradiated % Leuco depleted % Irradiated % Path. Red. %
AUSTRIA 33 5 7 NA 30 0 18
BULGARIA 10 0 5 10 0

CROATIA 100 10 0 100 52 0
CYPRUS 100 10 35 ND 100 80 ND
CZECH REPUBLIC 66 7 1 1 99 30 0
DENMARK 100 5 100 100 15 0
ESTONIA 100 6 65 100 38 0
FINLAND 100 3 ND ND 100 35 0
GERMANY 100 6 ND 0 100 42 0
GREECE 35 25 35 25 70 42 6
HUNGARY 20 11 9 9 79 5 0
IRELAND 100 12 100 100 100 0
ITALY 6 16 0 4 57 5 5
NORTH MACEDONIA 27 NA 27 NA 43 NA NA
REPUBLIC OF MOLDOVA 100 0 100 63 0
MONTENEGRO 0 0 0 0

NETHERLANDS na 5 na na na 36 na
NORWAY 100 8 0 0 100 40 9
POLAND 28 9 ND ND 95 61 12
PORTUGAL 100 ND 100 ND 100 ND 19
SLOVAK REPUBLIC 75 NA 21 NA 98 NA NA
SLOVENIA 100 6 100 0 100 1 76
SWEDEN 100 5 100 100 41 52

NA: not applicable; ND: not determined.

Country Comments

AUSTRIA Data are average of the information provided by 95% of all blood establishments in Austria.

CYPRUS Irradiation of blood components is done upon request.

GERMANY Data on leukocyte depleted plasma for transfusion are not collected.
Cryoprecipitate reduced plasma components and Cryoprecipitate: Not in use.

ITALY Number of plasma units collected from whole blood discarded (recovered plasma)

MONTENEGRO Deleukocyte / filtered and irradiated blood components, which refer to RC and PLT, are prepared post-storage at the request of the clinician and in
accordance with the diagnosis and condition of the patient. Pl method does not implemented.

NORWAY We use Octaplasma.

SWEDEN In 2019, 7816 Octaplas units were transfused.
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2019 Survey Table 5.2. Inactivation or quarantine of plasma

Fresh frozen plasma

Cryoprecipitate reduced plasma

Cyroprecipitate

Country Quarantined % Path. Red. (%) Quarantined % Path. Red. (%) Quarantined % Path. Red. (%)
AUSTRIA NA 9 NA NA NA NA
BULGARIA

CROATIA 0 0 0 0

CYPRUS ND ND ND ND ND ND
CZECH REPUBLIC 100 100 100

DENMARK 0 0 0 0 0

ESTONIA 0 0 0 0 0
FINLAND ND ND ND ND ND ND
GERMANY 98 2 0 0 0
GREECE 0 0 0 0 0
HUNGARY 0 0 0 0 0
IRELAND 0 0 0 0
ITALY 0 0 0 0 18 0
NORTH MACEDONIA NA NA NA NA NA NA
REPUBLIC OF MOLDOVA 0 0 0 0 0 0
MONTENEGRO 0 0 0

NETHERLANDS na na na na na na
NORWAY 0 0 0 0 0 0
POLAND 88 12 NA NA 88 12
PORTUGAL 50 50 ND ND 100 0
SLOVAK REPUBLIC 87 NA 0 0

SLOVENIA 0 0 0
SWEDEN NA NA NA NA

NA: not applicable; ND: not determined.

Country

Comments

POLAND

Ad. A81: total number of wasted plasma units, no division into WB plasma and apheresis plasma

62




2019 Survey Table 6.1. Donation testing strategy for infectious agents - %

Country H?\;‘ t1|;2 T;, 13: ':lnBt: :'2{; H:g v HT‘I\_r\‘Iﬁ; 2 Syphilis Malaria ':TE"V- Other

AUSTRIA 100 100 100 ND 100 ND ND 50 ND ND Neopterin (100%); CMV-AK (40%); WNV-NAT (100%)
BULGARIA 100 100 100 ND 100 100 ND 100 ND ND

CROATIA 100 100 100 ND 100 ND ND 100 1 ND

CYPRUS 100 100 100 0 100 100 0 100 ND ND WNV (24%); CMV IgM (7%)

CZECH REPUBLIC 100 100 100 5 100 25 ND 100 ND ND

DENMARK 100 100 100 11 100 ND ND 0 ? ND

ESTONIA 100 ND 100 ND 100 ND ND 100 0.1 ND

FINLAND 99 99 99 0.1 99 ND ND 99 0.38 ND

GERMANY 100 ND 100 100 100 ND ND 100 ND ND

GREECE 100 100 100 0 100 0 100 100 0 0 WNV

HUNGARY 0 0 0 0 0 0 0 0 0 0

IRELAND 100 100 100 0 100 ND ND 100 ND ND

ITALY 100 100 100 ND 100 ND ND 100 NA ND Chagas' dsease (ND); WNV (28%)

NORTH MACEDONIA 100 100 100 ND 100 ND ND 100 ND ND

REPUBLIC OF MOLDOVA 100 100 100 ND 100 ND ND 100 ND ND

MONTENEGRO 100 100 100 ND 100 ND ND 100 ND ND

NETHERLANDS 100 0 100 100 100 0 0 100 0 0 Q fever; Anti-Parvovirus B19 IgG; Anti-CMV IgG
NORWAY 100 100 100 50 100 ND 0.2 50 4 ND Chagas

POLAND 100 99 100 ND 100 15 ND 100 ND ND

PORTUGAL 100 100 100 100 100 100 100 100 ND ND Chagas disease - Trypanosoma Cruzi ab (ND)
SLOVAK REPUBLIC 100 100 100 100 100 ND ND 100 ND ND

SLOVENIA 100 100 100 100 100 ND ND 100 ND ND WNV (30%)

SWEDEN 100 100 100 7.3 100 ND 7 100 ND ND

ND: not done

Anti-HIV 1/2 Comments

CZECH REPUBLIC combined test antibody + antigen is obligatory

FINLAND We DO NOT test donations discarded at the donation site. In 2019 1.1% of donations.

REPUBLIC OF MOLDOVA

We use the electrochemiluminescence (ECLIA) method

HIV Ag

Comments

CZECH REPUBLIC
FINLAND

GERMANY

REPUBLIC OF MOLDOVA
NORWAY

SWEDEN

combined test antibody + antigen is obligatory

We DO NOT test donations discarded at the donation site. In 2019 1.1% of donations.

No data. Antigen-Tests and Antibody-Antigen-Combitests for HIV-1/2 are used by some of the blood establishments.

We use the electrochemiluminescence (ECLIA) method

The test is not required, but always performed anyway.

A combined HIV-Ag and anti-HIV 1+2 screening test is used.
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2019 Survey Table 6.1. Donation testing strategy for infectious agents - % (continued)

HBs Ag

Comments

FINLAND
REPUBLIC OF MOLDOVA

We DO NOT test donations discarded at the donation site. In 2019 1.1% of donations.

We use the electrochemiluminescence (ECLIA) method

Anti-HBc

Comments

CROATIA
CZECH REPUBLIC

50 % of blood establishments do it with other testing strategy.

If ID-NAT IR or RR, than the anti-HBc test is automatically added to donation. Anti-HBc test is also a part of obligatory confirmatory testing for all HBV (sero/molecular)
positive donations or control samples.

FINLAND testing of first-time donors is performed by several BEs
GERMANY Donors with a history of possible earlier HBV are tested for anti-HBcAb before donation.
NETHERLANDS Persons, tested positive for anti-HBc, can further donate blood if a sensitive assay for HBV-Genom results negative and if anti-HBs antibody-titer stays above 100 IU/I.
NORWAY All blood donations were routinely tested for the presence of anti-HBc; donations positive for anti-HBc antibodies were then investigated for anti-
HBs; donations showing anti-HBs levels <200 mIU/mL were not released for clinical or manufacturing use.
SWEDEN Percent donations tested is an estimate. We test new donors and when the previous donation was more than 6 months ago.
anti-HCV Comments
CZECH REPUBLIC combined test antibody + antigen is done by several BEs
FINLAND We DO NOT test donations discarded at the donation site. In 2019 1.1% of donations.

REPUBLIC OF MOLDOVA

We use the electrochemiluminescence (ECLIA) method

HCV Ag

Comments

AUSTRIA
CZECH REPUBLIC

25% do other testing strategy.

combined test antibody + antigen is done by several Bes

Anti-HTLV 1/2

Comments

GERMANY Not mandatory. Anti-HTLV I/Il screening tests are used by some of the blood establishments.

NETHERLANDS Only first time tested donors (without donation).

NORWAY Percent donations tested is an estimate. We test new donors that are born, or have lived for more than 6 months during their first 5 years, in certain countries.

PORTUGAL o First time donations o Donors living in or originating from high prevalence areas o Donors with sexual partners who come from high prevalence areas o In donors
whose parents are from high prevalence areas

Syphilis Comments

AUSTRIA Syphilis testing of plasma donations for producing plasma derivatives is not legally binding.

CYPRUS Syphilis 1gG/Igm

FINLAND We DO NOT test donations discarded at the donation site. In 2019 1.1% of donations.

GERMANY Not required for donations of plasma for fractionation.

REPUBLIC OF MOLDOVA
NORWAY

We use the electrochemiluminescence (ECLIA) method

Percent donations tested is an estimate. We test new donors and when the previous donation was more than 6 months ago.
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2019 Survey

Table 6.2. Use of simple rapid tests

Country H?\;‘ t1';2 HIV Ag ng{;
AUSTRIA ND ND ND
BULGARIA ND ND ND
CROATIA ND ND ND
CYPRUS ND ND ND
CZECH REPUBLIC ND ND ND
DENMARK ND ND ND
ESTONIA ND ND ND
FINLAND ND ND ND
GERMANY ND ND ND
GREECE
HUNGARY
IRELAND ND ND ND
ITALY ND ND ND
NORTH MACEDONIA ND ND ND
REPUBLIC OF MOLDOVA ND ND ND
MONTENEGRO ND ND ND
NETHERLANDS ND ND ND
NORWAY ND ND ND
POLAND ND ND ND
PORTUGAL ND ND ND
SLOVAK REPUBLIC ND ND ND
SLOVENIA ND ND ND
SWEDEN ND ND ND
ND: not done
Country Comments
MONTENEGRO Rapid tests are not used in Transfusion Service.
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2019 Survey Table 7.1. Confirmatory testing

HIV 1/2 HBV Hcv HTLV 1/2 Syphilis Malaria HEV
Country Confi'rmatory First time Repeat First time Repeat First time Repeat First time Repeat First time Repeat First time Repeat First time Repeat
testing (%) donors donors donors donors donors donors donors donors donors donors donors donors donors donors

AUSTRIA 100 3 2 19 2 29 3 ND ND 7 16 ND ND 1 1
BULGARIA 100 NA 7 NA 575 NA 108 ND ND NA 212 ND ND ND ND
CROATIA 100 0 0 3 0 1 1 ND ND 2 0 3 3 ND ND
CYPRUS 100 1 2 19 4 11 2 ND ND 14 13 ND ND ND ND
CZECH REPUBLIC 100 3 7 19 4 121 52 ND ND 37 18 ND ND ND ND
DENMARK 100 0 0 4 1 2 1 ND ND ND ND 0 ND ND
ESTONIA 100 0 1 0 17 2 ND ND 6 3 0 ND ND
FINLAND 100 0 1 5 0 7 1 ND ND 7 2 43 1 ND ND
GERMANY 100 23 23 244 21 164 36 ND ND 158 127 ND ND ND ND
GREECE 0 10 7 200 82 60 31 5 3 157 49 0

HUNGARY 0 0 0 0 0 0 0 0 0 0 0 0

IRELAND 100 2 0 39 9 45 16 ND ND 27 27 ND ND ND ND
ITALY 100 46 27 352 25 202 17 ND ND 387 149 NA NA ND ND
NORTH MACEDONIA 100 1 2 54 4 3 2 ND ND 0 0 ND ND ND ND
REPUBLIC OF MOLDOVA 100 161 0 386 0 633 0 ND ND 687 ND ND ND ND
MONTENEGRO 100 2 0 12 0 3 1 ND ND 13 8 ND ND ND ND
NETHERLANDS 0 2 1 12 2 7 0 2 ND 13 10 ND ND ND ND
NORWAY 100 0 1 1 0 2 0 1 0 3 0 0 14 ND ND
POLAND 100 14 25 195 4 138 12 ND ND 70 65 ND ND ND ND
PORTUGAL 100 2 6 13 2 13 2 1 0 25 50 0 0 0 0
SLOVAK REPUBLIC 100 0 0 16 2 1 1 ND ND 4 ND ND ND ND
SLOVENIA 100 0 0 6 0 0 0 ND ND 2 4 ND ND ND ND
SWEDEN 100 1 0 14 0 7 1 1 ND 9 ND ND ND ND

NA: not applicable; ND: not done

Are repeatedly reactive screening test results subjected to confirmatory testing?

0: GREECE; HUNGARY; IRELAND

YES: NETHERLANDS

Yes, all screening test repeatedly reactive donations are subject to confirmatory testing: AUSTRIA; BULGARIA; CROATIA; CZECH REPUBLIC; ESTONIA; FINLAND; GERMANY; ITALY;

REPUBLIC OF MOLDOVA; MONTENEGRO; NORWAY; POLAND; PORTUGAL; SLOVAK REPUBLIC; SLOVENIA; SWEDEN

Country

Comments

CZECH REPUBLIC
NETHERLANDS

confirmatory testing is centralized into National Reference Lab

Barring anti-HBc, anti-Parvovirus B19, anti-CMV and malaria antibody reactive test results, all screening test repeatedly reactive donations were subject to confirmatory testing.
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2019 Survey Prevalence and incidence calculated per 100,000 donors

Prevalence (first time donors)

Incidence (repeat donors)

Country HIV 1/2 HBV HCV HTLV 1/2 | Syphilis Malaria HEV HIV 1/2 HBV HCV HTLV 1/2 | Syphilis Malaria HEV
AUSTRIA 5.0 31.7 48.4 ND 11.7 ND 1.7 1.0 1.0 1.5 ND 7.8 ND 0.5
BULGARIA NA NA NA ND NA ND ND 7.5 618.6 116.2 ND 228.1 ND ND
CROATIA 0.0 25.5 8.5 ND 17.0 255 ND 0.0 0 1.1 ND 0.0 3.2 ND
CYPRUS 18.2 346.5 200.6 ND 255.3 ND ND 4.7 9.5 47 ND 30.9 ND ND
CZECH REPUBLIC 5.1 324 206.2 ND 63.0 ND ND 2.7 1.5 20.1 ND 7.0 ND ND
DENMARK 0.0 12.8 6.4 ND ND 0 ND 0.0 0.5 0.5 ND ND 0.0 ND
ESTONIA 0.0 68.4 387.9 ND 136.9 0 ND 3.8 0.0 7.6 ND 11.5 0 ND
FINLAND 0 34.7 48.6 ND 48.6 298.4 ND 0.9 0.0 0.9 ND 1.9 0.9 ND
GERMANY 5.7 60.2 40.5 ND 39.0 ND ND 1.1 1.0 1.8 ND 6.2 ND ND
GREECE 17.4 347.4 104.2 8.7 272.7 D be calculatep be calculatd 2.4 28.5 10.8 1.0 17.0 b be calculatep be calculate
HUNGARY 0.0 0.0 0.0 0 0.0 0 0 0.0 0.0 0.0 0 0.0 0 0
IRELAND 4.4 86.4 99.7 ND 59.8 ND ND 0.0 43 7.7 ND 13.0 ND ND
ITALY 12.7 97.1 55.7 ND 106.7 NA ND 1.9 1.8 1.2 ND 10.7 NA ND
NORTH MACEDONIA 20.2 1092.5 60.7 ND 0.0 ND ND 6.1 12.2 6.1 ND 0.0 ND ND
REPUBLIC OF MOLDOVA 1067.4 2559.2 4196.8 ND 4554.8 ND ND 0 0 0 ND 0 ND ND
MONTENEGRO 41.3 247.8 61.9 ND 268.4 ND ND 0.0 0.0 8.5 ND 68.2 ND ND
NETHERLANDS #DIV/0! #DIV/0! #DIV/0! #DIV/0! #DIV/0! ND ND #DIV/0! #DIV/0! #DIV/0! ND #DIV/0! ND ND
NORWAY 0 5.4 10.7 5.4 16.1 0 ND 1.0 0 0.0 0 0.0 14.5 ND
POLAND 9.5 132.9 94.0 ND 47.7 ND ND 5.3 0.9 2.6 ND 13.9 ND ND
PORTUGAL 8.0 52.0 52.0 4.0 100.1 0.0 0 34 1.1 11 0 28.5 0.0 0
SLOVAK REPUBLIC 0.0 68.0 4.2 ND 17.0 ND ND 0.0 1.9 0.9 ND 7.5 ND ND
SLOVENIA 0 64.4 0.0 ND 21.5 ND ND 0 0 0 ND 7.9 ND ND
SWEDEN 3.4 47.0 23.5 34 30.2 ND ND 0.0 0.0 0.6 ND 1.1 ND ND

NA: not applicable; ND: not done

Country Comments

CROATIA Comment on seropositive malaria tests results: initialy positive anti-Plasmodium spp. (ELISA) blood samples and donations of blood donors where re-tested in a duplicate with the
same screening test, and than (if RR) in another one or two ELISA tests from another two different manufacturer. Final positive result is if 2/3 or 3/3 positive ELISAs.

ESTONIA We do not perform confirmatory tests for malaria Ab

SWEDEN In Sweden, prevalence data are calculated on all first-time tested persons, not first-time donors. So, the results per 100 000 i the Swedish report are: HIV 1+2: 4: HBsAg: 54, anti-HVC:

27, anti-HTLV I/1l: 4, Syphilis: 35
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2019 Survey Table 8.1. NAT testing

Which donations Individual donation or size of minipool
Country HIV HBV HCV HEV Other NAT HIV HBV HCV HEV Other NAT
AUSTRIA All All All All BTS,V\;VFI’\IA\;{\I:(ZT MP96 MP96 MP96 MP96 AD (MP)
BULGARIA NA NA NA None NA NA NA ND
CROATIA All All All None WNV IT IT IT 0 AD (IT)
CYPRUS All All All None WNV IT IT IT ND AD (IT)
CZECH REPUBLIC NA NA NA None MP 0 0 0
DENMARK All All All None IT IT IT ND
ESTONIA All All All None IT IT IT ND
FINLAND All All All None IT IT IT ND
GERMANY All NA All All WNV MP96 MPS6 MPS6 MPS6
GREECE All All All 0 0 0 0 0
HUNGARY 0 0 0 0 00 00 00 0
IRELAND All 0 0 0 MP 0 0 0
ITALY All All All None WNV IT IT IT ND AD (IT)
NORTH MACEDONIA None None None None ND ND ND ND
REPUBLIC OF MOLDOVA All All All None MP6 MP6 MP6 ND
MONTENEGRO None None None None 0 0 0 0
NETHERLANDS All All All Labile MP6 MP6 MP6 MP24
NORWAY None None None None 0 0 0 0
POLAND All All All None MP4, MP6 | MP4, MP6 | MP4, MP6 ND
PORTUGAL All All All None IT IT IT ND
SLOVAK REPUBLIC All All All None WNV IT IT IT ND AD (IT)
SLOVENIA All All All NA IT IT IT NA
SWEDEN None None None None ND ND ND ND
NA: not applicable; ND: not done MP: minipool, IT: individual testing
All: all donations; First: first time donations only; Labile: labile blood products AD: all donations
Country Comments
MONTENEGRO NAT testing method is not applied in Montenegro.
HIV Comments
CYPRUS We use individual donation nucleic acid testing (ID-NAT)

CZECH REPUBLIC

FINLAND

REPUBLIC OF MOLDOVA
NETHERLANDS
NORWAY

POLAND

SLOVAK REPUBLIC

NAT is performed by only few BEs in minipools / pools of different size. Circa 25 % of all donations is tested, overall prevalence /
incidence data are not available

Such as in serological screening tests; we DO NOT NAT-test donations discarded at the donation site.

The first step is the electrochemiluminescence (ECLIA) test. All the negative donations in the first step are NAT tested.

A multiplex real-time PCR test was used to simultaneously screen donated blood for HIV-1 RNA, HIV-2 RNA, HCV RNA, and HBV DNA.
Performed by the plasma fractionater on plasma for fractionation.

Ad. B92: Type of analysis: Minipool and individual testing

NAT testing started from May 2019 and is performed only in processing centers of National transfusion Service of the Slovak
Republic (71% of all donations in 2019 were performed by National Transfusion Service). NAT testing is not performed by hospital
based BEs.
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2019 Survey Table 8.1. NAT testing (continued)

HBV

Comments

CYPRUS

CZECH REPUBLIC

FINLAND

GERMANY

IRELAND

REPUBLIC OF MOLDOVA
NETHERLANDS
NORWAY

POLAND

SLOVAK REPUBLIC

We use individual donation nucleic acid testing (ID-NAT)

NAT is performed by only few BEs in minipools / pools of different size. Circa 25 % of all donations is tested, overall prevalence /
incidence data are not available

Such as in serological screening tests; we DO NOT NAT-test donations discarded at the donation site.

No Data. HBV NAT test performed by blood donation service on a voluntary basis for more than 75% of all donations.

seronegative sample is tested by NAT

The first step is the electrochemiluminescence (ECLIA) test. All the negative donations in the first step are NAT tested.

A multiplex real-time PCR test was used to simultaneously screen donated blood for HIV-1 RNA, HIV-2 RNA, HCV RNA, and HBV DNA.
Performed by the plasma fractionater on plasma for fractionation.

Ad. B98: Type of analysis: Minipool and individual testing, additionally ad.B100: 3 OBI, ad.B101: 8 OBI

NAT testing started from May 2019 and is performed only in processing centers of National transfusion Service of the Slovak
Republic (71% of all donations in 2019 were performed by National Transfusion Service). NAT testing is not performed by hospital
based BEs.

HCV

Comments

CYPRUS

CZECH REPUBLIC

FINLAND

IRELAND

REPUBLIC OF MOLDOVA
NETHERLANDS
NORWAY

POLAND

SLOVAK REPUBLIC

We use individual donation nucleic acid testing (ID-NAT)

NAT is performed by only few BEs in minipools / pools of different size. Circa 25 % of all donations is tested, overall prevalence /
incidence data are not available

Such as in serological screening tests; we DO NOT NAT-test donations discarded at the donation site.

seronegative sample is tested by NAT

The first step is the electrochemiluminescence (ECLIA) test. All the negative donations in the first step are NAT tested.

A multiplex real-time PCR test was used to simultaneously screen donated blood for HIV-1 RNA, HIV-2 RNA, HCV RNA, and HBV DNA.
Performed by the plasma fractionater on plasma for fractionation.

Ad. B104: Type of analysis: Minipool and individual testing

NAT testing started from May 2019 and is performed only in processing centers of National transfusion Service of the Slovak Republic

(71% of all donations in 2019 were performed by National Transfusion Service). NAT testing is not performed by hospital based BEs.

Other NAT Comments
AUSTRIA WNV: 29% of the estabslishments; just in WNV season
CROATIA WNV: Seasonal NAT testing (15.05. - 30.11.2019.), 105.313 donations were tested.
CYPRUS WNV: This test was performed in 2019 only for the period from 1st July until 31st October (TMA and NAT), for all donations.
Not mandatory. Testing or deferral for four weeks after residence in an area with ongoing transmission of WNV to humans for more
GERMANY . . . . .
than two consecutive days, starting after leaving this area. Measures must be applied from 1st of June to 30th of November.
ITALY In 2019, a total of 12 donors were positive to WNV NAT test.

SLOVAK REPUBLIC

RNA WNYV testing: during the period of the risk (1.8.-31.11. 2019) all donations collected in affected region. 12 500 donations were
tested in Bratislava region, all with negative results. (12500 = 5% of all donations in Slovakia in 2019)
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2019 Survey Table 8.2. NAT only positive results

HIV HBV HCV HEV
Country First time Repeat First time Repeat First time Repeat First time Repeat
donors donors donors donors donors donors donors donors

AUSTRIA 0 0 0 0 0 0 0 0
BULGARIA NA 0 NA 0 NA 0 ND ND
CROATIA 0 0 1 2 0 0 ND ND
CYPRUS 0 0 1 4 0 0 ND ND
CZECH REPUBLIC 0 0 0 0 0 0 ND ND
DENMARK 0 0 1 0 1 0 ND ND
ESTONIA 0 0 0 4 0 1 ND ND
FINLAND 0 0 0 0 0 0 ND ND
GERMANY 0 0 1 2 0 2 ND ND
GREECE 0 0 60 8 2 0 0 0
HUNGARY 0 0 0 0 0

IRELAND 0 0 0 0 0 0 0 0
ITALY 0 0 67 143 0 1 ND ND
NORTH MACEDONIA ND ND ND ND ND ND ND ND
REPUBLIC OF MOLDOVA 1 0 12 0 1 0 ND ND
MONTENEGRO ND ND ND ND ND ND ND ND
NETHERLANDS 0 1 3 0 0 0 ND 105
NORWAY ND ND ND ND ND ND ND ND
POLAND 0 1 0 2 0 1 ND ND
PORTUGAL ND ND
SLOVAK REPUBLIC 0 ND ND
SLOVENIA 0 0 0 2 0 0 NA NA
SWEDEN ND ND ND ND ND ND ND ND

NA: not applicable; ND: not done
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2019 Survey Table 9. Bacterial screening of platelet adult doses

Recovered platelets Apheresis platelets Platelets
- i - i 9
Country pll-:)etlz:ts r:::ac:jleertesd Total C;:suer(;e de:-\t.:ztlic:)n meBt(r)\t(:‘ ds a':)I::aerleesiss Total cl;lz:tsl:: d;:ztli‘:)n meBt(I:t(:‘ ds ;‘:;ZLZ" d c:g:ia::nﬁd
adult doses doses methods methods doses methods methods positive
AUSTRIA 13646 2689 18.85694 100 0 0 10957 36.36696 100 0 0 30.741850460.007328155
BULGARIA 136 136 1.600753 100 0 0 0 0 0 0 0 13 0
CROATIA 848 299 1.221355 100 0 0 549 9.478591 100 0 0 2.8 0.1
CYPRUS 1599 1400 20.01716 100 ND ND 199 100 100 ND ND 22.2 0.3
CZECH REPUBLIC NA NA NA 100 0 0 NA NA 0 0 0 NA NA
DENMARK 32382 30003 100 100 0 0 2379 100 100 0 0 100.0 0.0
ESTONIA 8238 6320 100 100 0 0 1918 100 100 0 0 100.0 0.1
FINLAND 2426 2180 7.603767 100 0 0 246 5.602368 100 0 0 7.3 0.1
GERMANY ND ND ND ND ND ND ND ND ND ND ND ND ND
GREECE o be calculate 4481 17.9996 0 0 0 0 be calculat 0 0 0 o be calculateqo be calculatec
HUNGARY 0 0 0 0 0 0 0 0 0 0 0 0.0 0
IRELAND o be calculate 0 be calculat 0 0 0 0 be calculat 0 0 0 o be calculateqo be calculatec
ITALY 46719 32925 18.60948 NA NA NA 13794 26.13292 NA NA NA 20.3 0.0
NORTH MACEDONIA 343 337 5.616667 100 0 0 6 1.188119 100 0 0 5.3 0.0
REPUBLIC OF MOLDOVA 3973 1454 100 0 100 0 2519 100 0 100 0 100.0 0
MONTENEGRO ND 0 ND 0 0 0 ND ND ND ND ND ND ND
NETHERLANDS 54263 48474 ND 100 0 0 5789 #VALUE! 100 0 0 ND 0.3
NORWAY 20921 14875 91.99703 100 0 0 6046 91.99635 100 0 0 92.0 0.1
POLAND ND 0 ND 0 0 0 ND ND ND ND ND ND ND
PORTUGAL ND ND ND ND ND ND ND ND ND ND ND ND ND
SLOVAK REPUBLIC 224 103 1.003507 100 ND ND 121 1.01809 100 ND ND 1.0 NA
SLOVENIA NA NA NA NA NA NA NA NA NA NA NA NA NA
SWEDEN NA NA NA NA NA NA NA NA NA NA NA NA NA

NA: not applicable; ND: not done

Country Comments
AUSTRIA Data are the information from 95% of all blood establishments in Austria on average.
In CITM we started with 100% bacterial screening of platelet concentrates collected from apheresis (culture based mathod) in november 2019. (11.11.2019.) and since than we have also
CROATIA rapid detection method for all platelet concentrates /AF which are present in our storage on 5th day of shelf life. In november and december 2019. we performed rapid detection method
in 177 samples of platelet conc/AF.
CYPRUS The culture-base method for platelets is performed only to extend the life of a platelet unit from 5 to 7 days.

CZECH REPUBLIC
GERMANY
MONTENEGRO
NETHERLANDS

NORWAY

SLOVAK REPUBLIC
SWEDEN

cca 1 % of production is tested

No data. Microbiological control as a statistic process control 0.4 x the square root of N of each processing line per month and per processing plant at the end of shelf life.
Screening for the presence of bacteria in PLT preparations has not yet been implemented in the regular work of the QQ laboratory.

All platelet products were routinely cultured with the BacT/ALERT culturing system; products were released on a negative-to-date basis.

A total of 13 units were culture positive. If they where from whole blood or aferesis is unknown so the numbers given is an estimate. NB! Your calculations from HTLV and Malaria is wrong
since not all new donors are tested.

We do not screen platelets for bacteria. We test platelets for bacteria only in the frame of quality control by culture-based metohd.

In 2019, 14169 (28,5%) of all platelet units were screened for bacterial presence. In all 8 units were verified positive.
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