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1. Introduction:

The improvement of donor safety in mechanical plasma donation is an essential point of
this project. Systems for recording adverse events in plasma donation are established in
many EU member states. In order to make the data from different countries
comparable, a uniform recording and evaluation tool should be established in Europe.
However, the exclusive recording of side effects does not allow any statements to be
made about possible existing risk factors. Through additional monitoring of data on the
donors, the donation process and the devices used, it may be possible to identify and
reduce further risk factors. Since in some EU member states different organisations carry
out mechanical plasma donation and information between these organisations is not yet
possible for reasons of data protection, a reporting system should currently be
established that takes these restrictions into account and still allows the most
comprehensive possible assessment of the risks involved in plasma donation. These
restrictions should be taken into account and still allow a comprehensive assessment of
the risks associated with plasma donation. The support tool we designed is the first
approach to lay the foundations for the further development and design of an EU-wide
collection of data, risks and side effects. In a further step, a query of the individual
organisations coordinated down to the last detail, should take place in another project
for an optimal collection and evaluation of the data.

2. Preconditions for the development of a tool for the analysis of data
on possible risks and adverse events in plasma donation

In order to set up a tool for recording and evaluating adverse events and possible
medium-term or long-term health risks, a standardised, uniform data collection is
required as a first step.

For the development of this tool, various problem areas must be defined:

- The immediate recording of side effects in the plasma donation facility according to
uniform criteria.

- The evaluation of the recorded side effects and the entry into the organisation's
database according to standardised specifications.

- A combination of the registered side effects with further, additional information on the
plasma donation involved

- The provision of information from each donor centre of a blood transfusion service on
plasma donations, plasma donors, equipment used, and information on established
safety concepts to reduce known risks.

- The consolidation of data from the individual facilities in the nationally active blood
transfusion service and plausibility checks
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3. Components of the Support Tool
3.1. Data from the facilities on important donation/donor information
In order to compare different organisations, it is necessary to collect basic information
on each facility where plasma donation is performed.

To better understand the individual data requested, we have filled the data fields with
real data from our blood donation service from 2022.

plasma donation facility

a) For the characterisation of the facility, we have limited ourselves to basic information.
Further information can be added in the further design of the tool.

b) As an observation period, especially for the evaluation of registered adverse events,
the calendar year is well-suited as a standard. A selection by date allows the analysis of
data over a longer (or even shorter) period.

¢) The information on all donation types performed in the facility during the observation
period gives, at least to a limited extent, information on possible additional red cell and
plasma losses in the facility.

d) Especially for the evaluation of adverse events in plasma donation, we consider the
distinction between first-time donors and multiple donors useful.
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e) Some organisations have different plasma donation volumes linked to certain
parameters. In order to be able to evaluate these donation conditions, we have included
the possibility of displaying these systems in the tool.

f) The evaluation of occurring adverse events in combination with age, gender or
donation experience can best be carried out across organisations if the entire donor
population is also grouped according to corresponding criteria. We have made initial
groupings in this tool as a draft, as a suggestion. Of course, other groupings can be made
subsequently, in consultation with all organisations.

General Donor information plasma donation

number of donors number of donations
Age of the donors male female male female
Age group 1 (<25y) 848 1173 7608 8176
Age group 2 (25-44y) 1956 1569 25613 17360
Age group 3 (45-64) 1444 1343 25262 19261
Age group 4 (>64) 236 169 9129 7130
total 4484 4254 67612 51927
number of donors
Age of first time donors male female
Age group 1 (<25y) 394 518
Age group 2 (25-44y) 411 402
Age group 3 (45-64) 148 230
Age group 4 (>64)
total 953 1150
Number of donations in the number of donors Number of donations from this group in the period
period male female male female
1-5 1670 1908 4182 4828
6-11 873 846 7123 6962
12-27 1152 1038 21218 18548
28-52 720 445 26876 16294
more than 52 68 18 3764 1006
Interval between two donations in days numkberofidonors
total male female
2-4 29
2-5 1069
2-6 1096
2-7 1521
2-8 380

The categorisation of donors according to the average donation interval between two
plasma donations allows a more precise assessment of individual risks. For this analysis,
however, the date of the first and last plasma donation in the year must also be included
in the analysis in the individual organisations. In our tests, we only included donors who
had at least two IgG determinations in the observed period. Another criterion could also
be a minimum number of plasma donations; the only important thing is the reduction of
included data that cannot be interpreted.
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3.2. Uniform criteria for documenting a plasma donation
The process of each individual plasma donation needs to be documented in the IT
system according to uniform criteria.

The requirements for the production of source plasma already include these
documentation steps, for the comparison of properly performed plasma donations,
aborted procedures and procedures with donor side effects, at least basic information
must be available.

Each record of a plasma donation should contain at least the following information in
the different organisations:

- Donation number

- Donor number

- Date of plasma donation

- Type of donation

- Age at time of plasma donation

- Gender of donor

- Body weight of the donor

- Height

- Haemoglobin level before or at the time of plasma donation
- Haematocrit

- Platelets (if measured)

- Leukocytes (if measured)

- Total protein (if measured)

- 1gG (if measured)

- Type of device used

- Anticoagulant used

- Target volume of plasma

- Actual volume collected

- Anticoagulant used

- Start and end of donation or duration of plasma donation

- Procedure successfully completed Y/N
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3.3. Device types and device settings used

For the combination of occurring side effects with data on the equipment or process
parameters used, we have limited ourselves to basic information.

General Devices and Donation Information

Manufacturer ! Device tupe Saftw are Bevision used Dezignation of the set used
Haemaonetics PCS 2 (1) H.1 E25 HS!SC B30V 620
Frezeniuz AURORA 2.0 ER2275
Fresenius £ 200 BR22TE
Main configuration Device tupe 1Haemonetics PCS2 used anticoagulant |
Standard withdraw al speed 100 Sodium citrate |
Standard return speed 120
ACMhole blood ratio 116
Main configuration Device type 2 Fresenius 4200 used anticoagulant
Standard withdraw al speed 100 Sodium citrate
I Standard return speed 120 | .I

ACN hole blood ratio 116

Main configuration Device type 3 Freseniuz AURORA 2.0 used anticoagulant |
Standard withdraw al speed 100 Sodium citrate |
Standard return speed 120
ACHhole Blood ratio 116

Information on plasma donation procedures

number of Termination of the donation because of:
Manufacturer { Device tupe successiul Donor/Flow | Haemolysis/ Device arrar Set defects other Total error
procedures problems REC overflow
Frezeniuz 4200 32473 600 B46 125 68 116 1555
Fezenius AURORS 35678 B78 35 o0 43 289 1335
Haemanetics 37321 560 422 48 29 306 1366

The devices and device software used, already allow a good differentiation of the
separation conditions.

The flow rates and the solutions used could provide even more detailed information. From
our own experience, however, the flow rates, in particular, are already individually adapted
by the operators to the constitution of the donors. In addition, the flow rates of all units are
managed via the donor pressure monitor. If there are differences in the side effects, these
are more likely to be due to different extracorporeal volumes or differently efficient
regulation of the flow rates by the devices.

For the performance of the individual unit type, a differentiation between completed
separations and separations that were completed incorrectly is an important statement. In
our tool, we have differentiated the errors that occurred most frequently. This
differentiation can be further refined in the further development of this evaluation. In the
evaluation of the side effects that occurred, no haemolyses occurred in the donor. The
evaluation of aborted separations, however, clearly shows a high number of procedures
that lead to a transfer of RBC into the plasma due to kinks in the tubes or errors in the
Sensors.
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3.4. Information on preventive measures taken by organisations to
reduce health risks

The evaluation of possible health risks with regard to individual parameters such as IgG, TP
or haemoglobin, can only be assessed in its statement if the procedures established by the
different organisations for risk minimisation are known in detail. Different statements on the
number of deviations that have occurred as well as on individual risks for the plasma
donors can thus be better evaluated and subsequently generally valid recommendations
can be developed.

Information on donor protection measures

Parameter (please add) Measures (please describe)

The 1gG value is determined before the first donation. The interval between two IgG determinations is automatically set to 3
donations for first-time donors. An additional tool allows the doctors to see the values of the last IgG determination. Values below
1gG 6.8g/L are marked. Via the tool, the doctors can call up all IgG values of the last 365 days. Donation intervals are corrected on the
basis of the history. If the 1gG values remain constant, the interval between 2 IgG determinations is increased to 5 donations. If IgG
levels fall, the interval between donors is extended

see IgG
P
In the case of donors who have a Hb value below the limit value on the occasion of a plasma donation, an individual donation pause
is determined by the doctor. Before the next plasma donation, the Hb value must be above the limit values.
hemoglobin

In grouping the donors, we have adopted the classification from the analysis report of
working group 5.1. Feedback from the institutions surveyed suggests that this subdivision
of plasma donors according to the donation frequency of a year is not a problem for most
institutions.

We have implemented different questions for the evaluation. For sites with different
collection quantities, it can be investigated whether different collection quantities have an
influence on the IgG content in plasma donors. In addition, the number of individually
performed plasma donations in one year and the gender of the donors were taken into

account.
General infermation on IgG, total protein
donation frequenzy IgG mean Values depending on the target volume gL
Number of donations in the period targetvolume 1* | target volume 2* | target volume 3* * Mean value of the individual donation volumes
1-5 donations 10,02 10,04 10,08 <676 ml
6-11 donations 9,34 9,33 9,38 676-775 ml
12-27 donations 8,90 8,81 8,91 >775 ml
28-52 donations 854 854 881 U
mare than 52 donations 8,38 854 881
donation frequenzy Men - Mean values of the group Women - Mean values of the group
MNumber of donations in the period Number of donors' IgG TP HB MNumber of donorsq  1gG TP HB
1-5 donations Ba47 9,97 73,43 14,75 1038 10,09 72,92 13,30
6-11 donations 873 9,27 71,83 14,67 846 9,56 71,53 | 1308
12-27 donations 1152 8,85 70,80 14,59 1038 8,92 69,99 | 12,95
28-52 donations 720 8,67 59,94 14,41 445 874 69,25 | 12,85
more than 52 donations. 68 8,47 70,05 13,37 18 8,23 6086 | 12,81
IgG g/L TPg/L |Hbg/dl * with at least one IgG/TP determination
lower limit value male 6,0 60,0 13,5
upper limit value female 17,0 240 18,5
lower limit value male 6,0 60,0 12,0
upper limit value female 17,0 240 16,5
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We have created an additional possibility to evaluate the effects of plasma donations by
asking for measurement results on the occasion of a plasma donation that are outside the
limits. These values were coupled with the donor frequency and set in relation to the total
number of donations in the respective group.

Number of values gut of specification (IgG, TP, Hb)

daonation frequenzy Mumber of measurements below the limit Mumber of measurements above the limit

Number of donations in the period oG TR Hb lg5 TR Hb

1-5 57 2 =70 15 17 -]

E-11 73 15 s07 58 9 5

i 12-27 155 50 1053 160 12 17

28-52 78 S 781 250 10 13

more than 52 4 16 [l 53 1 u]

Interval between two donations in days |number of donors Mean value IgG g/I Median IgG g/I

2-4 29 9,097 8,655
5-9 1069 8,753 8,74
10-14 1096 8,85 8,655
15-30 1521 9,182 9,045
>30 380 9,424 9,265

We have created an additional possibility to evaluate the effects of plasma donations by
asking for measurement results on the occasion of a plasma donation that are outside the
limits. The number of values that lie outside the range shows both the possible effects of
plasma donations, but also the results of preventive measures to improve donor safety.

3.5. Recording and definition of occurring adverse reactions

For a safe and meaningful donor vigilance system, all adverse events that occur must be
registered. The first documentation must take place promptly in the donation facility and
must be precisely defined within the framework of an SOP. The complete registration of
side effects takes place in several individual steps.

1. After the medical care has been given, the type of adverse reaction, the time of
occurrence, any medication administered and the corresponding donation identification
number are recorded by the operator/physician present. This is either done on a form or is
already recorded in the database at this time.

2. Any adverse reactions that occur, are checked by a person qualified for this activity. After
a telephone call back to the donor concerned, the severity of the adverse reaction is also
assessed and recorded in the IT system.

3. In the IT system, all data on the donation, the donor and the recorded side effect are
linked together. For a targeted evaluation of the occurring adverse reactions, the following
information must be contained in each data record.

4. For a comprehensive assessment of side effects that occur, we have defined parameters
that describe these side effects in brief form (a). Additional data from the donor and
donation database we defined in a further step (b and c).
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a) Short description of the adverse reaction:

a) Adverse Reaction
Donation ID

Donor ID

internal code

|T\rp of advers reaction

Time of occurence
medicine used?
OMR/EMR

Degree of severity

| b) donor information
age
Sex

b) Donor information:

Donation type
First time donor?

No plasma donation in the op

total number of plasma donations
body weight
body height

¢) Donation information: c) donation information
target volume plasma in ml

collected volume in ml

anticoagulant used in ml

These data on side effects , donor and donation, are basic parameters. In designing this
tool, we wanted to create a basis that would enable as many institutions as possible to
record and collect data in a uniform manner across countries. In further expansion stages,
additional parameters can be integrated. If side effects occur, much more information is of
course documented. From my own experience, however, it is not possible in routine to
enter all this information into the database. The acceptance and participation of all
employees in working on their own donor vigilance system increases if only absolutely
necessary information has to be recorded again.

The documentation of donor adverse events can of course also be done in an external
system, but the assignment of the occurred event to donor and donation in the own
database offers many advantages.

. Information on the
. . Information on the )
All information about adverse reaction that

. plasma donor and his/her i )
plasma donation donor history occurred during/after this
donation

l | ]

Database of the donor organisation

10
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3.6 Data transfer from the individual organisations to a central unit

We have deliberately used an MS Excel application for our tool that is accessible to every
user. It offers several possible options.

- If the participating blood transfusion services are able to enter the registered adverse
events into their own IT system, it should be possible to fill in the complete spreadsheet
"Data Input". The user automatically receives his own evaluation of his donor vigilance on
the "Results" page. The Excel file can be sent, protected, to a central registry. It is also
possible to send the form for recording all the required data as a web-based form and to

have it filled out and returned by the participant.

- If it is not possible to integrate the data records on the registered adverse reactions in
one's own IT system and to link them to all donation/donor data, the adverse reactions can
also be recorded in full in a separate file in accordance with the recommendations. This file
must be sent to a central office together with the data entry form.

3.7 Uniform definition of adverse reactions

In the first step, we conducted a literature research* on definitions of occurring adverse
reactions and for the definition of degrees of severity. In addition, we used our practical
experience from the donor vigilance tool of our blood transfusion service.

The basis for the classification of the individual categories is the ISBT nomenclature (IHN,
AABB), but for practical reasons, we have not adopted the subdivision into groups A-F listed
there. We have also included in the development of our proposal publications that allow
classification into different degrees of severity for the individual side effects*.

We have made a subdivision into puncture-related adverse reactions (VR) and "systemic"
side effects (SR). This classification is simple for the medical staff and still allows the
recording of all occurring side effects during apheresis and whole blood donation.

The recording of side effects should take place promptly, but should also enable further
processing of the event at a later point in time. In our donor vigilance system, we also allow
the recording of several side effects for one donation. This measure also allows for a good
assessment of severity, as subsequently recorded more severe side effects automatically set
the grade higher.

In the case of puncture-related side effects, we also record events that are not yet classified
as side effects. However, relevant side effects can also result from these errors during the
puncture, hours later. We have not included these events in our current tool, but
information about them is helpful for better monitoring of donors and plasma donation.

11
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The side effects were classified into the following categories:

Side effects, as a consequence of venipuncture (VR)

Haematoma VR 01
Delayed bleeding VR 02
Infiltration VR 03
Nerve injury VR 04
Other - Painful arm VR 05
Nerve injury after haematoma VR 06
Arterial puncture VR 07
Tendon injury VR 08
Local allergic reaction VR 09
Cellulitis VR 10
Thrombophlebitis VR 11
Brachial artery pseudoaneurysm VR 12
Arterionevous fistula VR 13
Compartment syndrome VR 14
Deep venous thrombosis VR 15

"Systemic" side effects as a consequence of plasma donation (SR)

Mild vasovagale reaction without LOC/ without medical intervention SR 01
Mild vasovagale reaction without LOC + medication SR 02
Mild vasovagale reaction with LOC < 60 sec./ medication SR 03
Vasovagale reaction with LOC > 60 sec SR 04
Hypertension SR 05
Citrate reaction SR 06
Sickness SR 07
Arrhytmia SR 08
Convulsive seizure SR 09
Injury in donors with a vasovagale reaction SR 10
Injury/accidents related to plasma donation SR 11
Angina pectoris SR 12
Myocardial infarction SR 13
Cerebrovascular accident/ Transient Ischemic Attack SR 14
Mild generalized allergic reaction SR 15
Anaphylactic reaction SR 16
Haemolysis SR 17
Air embolism SR 18
Death SR 19

12
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Based on our experience and the results of our literature research, we have decided on the
following table. A detailed description and definition of side effects and their classification
according to severity was not part of our task. However, for the development of a tool to
analyse data from several organisations, we at least had to make a determination.

No Outside Medical Care (OMC)

Grade of severity 1 - short duration (< 2 weeks)

- Resolved with no or minimal intervention
Outside medical care (OMC) no hospitalisation
Grade of severity 2 or Duration > 2 weeks < 6 month

or Limitation on ADL fir < 2 weeks

Not life threatening AND any of the following:
- Hospitalisation

- or duration > 6 monzh

- or limitations on ADL > 2 weeks

- Or require surgery

- or other serious complication (SR 12-14)

Grade of severity 4 Immediate intervention requiered to prevent death

Grade of severity 3

As severity 5 (death) is extremely rare, we have included it in the individual adverse reactions.

*

1) Mary Townsend et al. “Development and validation of donor adverse reaction severity grading
tool: enhancing objective grade assignment to donor adverse reaction” Transfusion 2020;60;1231-
42

2) Goldman M, Land K, Robillard P, et al Development of standard definitions for surveillance of
complications related to blood donation. Vox Sang 2016;110;185-8

3) Working Group on Donor Vigilance of the International Society of Blood Transfusion working
Party on Haemovigilance. Standard for surveillance of complications of blood donation ISBT 2014

4) Isabella Crocco, Massimo Franchini, Giovanni Garozzo, Anna Rosa Gandini, Giorgio
Gandini, Pietro Bonomo and Giuseppe Aprili

“Adverse reactions in blood and apheresis donors: experience from two Italian transfusion centres”
Transfusion 2009; 7(1); 35-38

5) Abhaykumar M Gupta , Meenu Bajpai “Delayed adverse events in male plateletpheresis donors:
Initial insights on donor

Safety” J Clin Apher 2020 Jan; 35(1):18-24

6) Ulrich Diekamp, Johannes GneiB3l, Angela Rabe, Stephan T KieBig " Donor Hemovigilance with
Blood Donation”

Transfus Med Hemother. 2015 May;42(3):181-92

7) Peizhe Zhao, Demei Dong, Rong Dong, Yuan Zhou, Yan Hong, Guanglin Xiao, Zhiye Li, Xuelin
Su, Xingyou Zheng, Xia Liu, Demei Zhang, Ling Li, Zhong Liu “Development and validation of a
nomogram for predicting the risk of vasovagal reactions after plasma donation” J Clin Apher
.2023 Jul 19

8) Thijsen A, Masser B. "Vasovagal reactions in blood donors: risks, prevention and management.”
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4

Automatic calculation of relative donor risks in the Excel tool
4.1 Data transfer without calculation from the table

The Excel table "Results" automatically takes over all the information entered on the page
"Record data standard". In the upper part, the following data blocks are taken over 1:1 :

- General Information

- General Devices and Donation Information

- Information on plasma donation procedures
- General Donor information plasma donation

- Information on donor protection measures

4.2 General information on IgG, total protein

The IgG mean values of the donor groups as a function of donation frequency and target
volume during plasma donation are adopted in the original. This is also done when evaluating
the dependence of IgG values on donation frequency and donor gender. At the same time,
diagrams are automatically created that allow a good graphical overview of the dependencies
of the IgG levels. Die absolute Anzahl von Messergebnissen in Abhangigkeit von der
Spendefrequenz,bei denen IgG, TP oder der Himoglobinwert tiber- oder unterschritten
wurde, wird automatisch fir jede Gruppe, in ein relatives Risiko (%) umgerechnet. The
corresponding diagram is created automatically.

4.3 Relative frequency of occurrence of adverse events

For the assessment of the risk of occurring side effects, we have stored a few standard
evaluations with formulas in our tool for the beginning. We have selected the following
categories:

a) The risk for first-time donors, subdivided according to gender and age groups.

b) The risk for multiple donors in relation to the number of plasma donations, grouped by age
group and gender.

¢) The risk for multiple donors in relation to the number of donors, grouped by age groups
and gender.

d) The risk for multiple donors who donate plasma on a specific type of device.

Of course, other automatic evaluations can also be generated, depending on the question. It
only has to be noted that information on total donations must be available in the data entry
spreadsheet.
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5 Summary

The self-sufficiency of EU countries with source plasma is an important point to minimise
dependencies on other countries for the production of medicines. The implementation of
machine plasma donations, must guarantee a high safety standard for all plasma donors. All
organisations also register adverse reactions that occur at the present time. However, for a
comprehensive analysis of these risks that occur during or after a donation, it makes sense to
bring together the data of all organisations involved in a central database. Since the legal
regulations on data protection in the countries of the organisations participating in this
project do not allow an exchange of all data, we have created a preliminary tool, which should
facilitate the first step on the way to a central register.

For the collection and evaluation of data from different organisations, it is necessary to collect
the required data in a defined, uniform way. This uniform procedure applies to data collected
during each individual plasma donation as well as to data that provide basic insights into a
donor's donation history.

We have grouped the donors or donations according to age, gender or the number of
donations made in the same way as in the WP 5.1 survey. Of course, it is relatively easy to
carry out other groupings. However, it is important that all participating organisations work
with the same classification.

MS-Excel was deliberately chosen as the basis for this first step. It is available everywhere and
it is relatively easy to import and export data. Intended changes or additional questions can
be easily incorporated. Excel spreadsheets can be made available relatively easily, either as a
website or as an application. On this basis, it is possible to collect, sort and subsequently
evaluate all incoming data. The evaluation required for the summary evaluation can only be
created when the equipment and consumables used are available from all participants.
However, adapting this small part of the tool is not a big problem.
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6 Results of a calculation of real data of the DRK Blutspendedienst Nord-
Ost from the year 2022 (Data from 110801 plasma donations).
(Attachment)

On the Excel spreadsheet "Results"”, each cell has been programmed with a calculating
formula. In order to check the correct programming and at the same time to gain an idea of
the significance of the analyses, the input page of the Excel tool was filled with real data from
the Nord-Ost Blood Donation Service from the year 2022.

6.1 1gG, TP and haemoglobin

IgG mean Values depending on the target volume g/L

12,00
10,00
8,00
=
6,00 — = — —
&
400 — = — S
2,00 — — —_— e
0,00
15 6-11 12.27 28-52 more than
donations donations donations donations 52 donations
= 650 ml 10,02 9,34 8,90 8,54 8,38
750 ml 10,04 2 8,81 8,54 8,54
= 850 ml 10,08 9,38 8,91 8,81 8,81
IgG level as a function of donation frequency divided
into women/men
12
10
= 8
o
© b
E 4 pE
2 -
0
IsG IgG
w 1-5 donations 9997 10,09
= 6-11 donations 9,27 9,56
n 12-27 donations 8,85 8,92
28-52 donations 8,67 8,74
® more than 52 donations 8,47 B2
values out of specification (1gG, TP,Hb) in % of donations
donation frequenzy Number of measurements below the limit Number of measurements above the limit
Number of donations in the period ey TP Hb G TP Hb
15 0,633% 0,055% 6,326% 0,200% 0,189% 0,067%
6-11 0,518% 0,106% 3,600% 0,412% 0,064% 0,035%
12-27 0,465% 0,126% 2,723% 0,402% 0,030% 0,043%
28-52 0,181% 0,125% 1,809% 0,672% 0,023% 0,030%
more than 52 0,084% 0,335% 1,488% 1,111% 0,021% 0,000%
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I1gG level below the limit depending on donation
frequency

IgG level above the limit depending on donation
frequency
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6.2 Risk for the occurrence of side effects in first-time plasma donors

frequency of AR First time Donor systemic/vasovagale Reactions Number of severity grades
adverse reaction gender <25 25-44 45-64 >64 total 1 2 3 4
- - - - mal
Mild yasc_mvagale r_eactlon without LOC/ without ale 330% | 170% | 0,68% 2,20% o i d d
medical intervention SR 01 fomal
4,44% 1,49% 2,17% 2,96% 34] 0 0| 0|
- - - "
Mild }/as.ovagale reaction without LOC male 051% | 1,50% | 1,35% 1,05% al i d q
medication SR 02 ol
2,32% 1,49% 0,87% 1,74% 20 0 0| 0|
- - - >
Mild yas_ovagale reaction with LOC < 60 sec./ male 025% | 0,00% | 0,00% 0,10% d a d q
medication SR 03 tomnal
0,00% 0,50% 0,00% 0,17% 0| 2 0| 0|
i i >
Vasc?vagale reaction with LOC > 60 sec/ male 0,00% | 0,00% | 0,00% 0,00% 0 i 0 i
medication SR 04 fomal
0,00% 0,00% 0,00% 0,00% 0| 0 0| 0|
Hypertensi I
P ‘on SRS mae | o00% | 000% | 0,00% 0,00% 0 0 0 0
femal
0,00% 0,00% 0,00% 0,00% 0| 0 0| 0|
itrats i I
el SR 06 male 0,00% 0,00% 0,00% 0,00% 0| 0 0| 0|
femal
ema 0,00% 0,00% 0,00% 0,00% 0| 0 0| 0|
Sickness male
SR 07 0,00% 0,00% 0,00% 0,00% 0| 0 0| 0|
femal
0,00% 0,50% 0,43% 0,26% 0| 0 0| 0|
Arrhytmi mall
i SR 08 ale 0,00% 0,00% 0,00% 0,00% 0| 0 0| 0|
femal |4 00% | 0,00% | 0,00% 0,00% 0 0 0 0

frequency of AR First time Donor systemic/vasovagale Reactions
SR01-SR02-SR03

5,00%

4,509
4,00%
3,50%
3,00%
2,50%
2,00%
1,50% —=
1,00% - — ——
i l | I_
0,00%
<25 25-44 45-64 <25 25-44 45-64
male female
Mild vasovagale react-lcn mtho-ut LOC/ without medical 330% 1.70% 0,68% 4,40% 1,49% 217%
intervention
m Mild vasovagale reaction without LOC + medication 0,51% 1,52% 1,35% 2,32% 1,49% 0,87%
Mild vasovagale reaction with LOC < 60 sec./ medication 0,25% 0,00% 0,00% 0,00% 0,50% 0,00%
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D5.2: Support tool on standardized donor vigilance data

SR04-SR08
0,60%
0,50%
0,40%
0,30%
0,20%
0,10% —_
0.00% <25 25-44 45-64 <25 25-44 45-64
male female
Vasovagale reaction with LOC > 60 sec/ medication 0,00% 0,00% 0,00% 0,00% 0,00% 0,00%
Vasovagale reaction with LOC > 60 sec/ medication 0,00% 0,00% 0,00% 0,00% 0,00% 0,00%
Hypertension 0,00% 0,00% 0,00% 0,00% 0,00% 0,00%
Citrate reaction 0,00% 0,00% 0,00% 0,00% 0,00% 0,00%
Sickness 0,00% 0,00% 0,00% 0,00% 0,50% 0,43%
Arrhytmia 0,00% 0,00% 0,00% 0,00% 0,00% 0,00%
number od AR First time Donor systemic/vasovagale Reactions Number of severity grades
adverse reaction gender <25 25-44  |45-64 >64 total 1 2 3 4
Convulsive seizure SR 09 |male 0,00% | 0,24% | 0,00% 0,10% o 1 ol o
femal | 900% | 0,00% | 0,00% 0,00% 0 0 0 0
Injury in donors with a vasovagale reaction SR 10 |male 000% | 000% | 000% 0,00% o o o 0
femal | 900% | 0,00% | 0,00% 0,00% 0 0 0 0
Injury/accidents related to plasma donation SR 11 [male 000% | 0,00% | 000% 0,00% o o o 0
femal | 0,00% | 0,00% | 0,00% 0,00% 0 0 0 0
Angina pectoris SR 12|male | 00% | 0,00% | 0,00% 0,00% 0 0 0 0
femal | 900% | 0,00% | 0,00% 0,00% 0 0 0 0
Myocardial infarction SR 13 |male 0,00% | 0,00% | 0,00% 0,00% o o o 0
femal | 0,00% | 0,00%| 0,00% 0,00% o 0 o 0
Cerebrovascular accident/ Transient Ischemic | SR 14 [male 0.00% | 0,00% | 000% 0,00% o o o 0
Attack * : : *
femal | 900% | 0,00% | 0,00% 0,00% 0 0 0 0
Mild generalized allergic reaction SR 15 |male 0,00% | 0,00% | 0,00% 0,00% o o o 0
femal | 900% | 0,00% | 0,00% 0,00% 0 0 0 0
Anaphylactic reaction SR 16 |male 0,00% | 0,00% | 0,00% 0,00% o o o 0
femal | 900% | 0,00% | 0,00% 0,00% 0 0 0 0
Haemolysis SR17 |male | 900% | 0,00%| 0,00% 0,00% 0 0 0 0
femal | 900% | 0,00% | 0,00% 0,00% 0 0 o 0
Air embolism SR 18 |male | 000% | 0,00%| 0,00% 0,00% 0 0 0 0
femal | 0,00% | 0,00% | 0,00% 0,00% 0 0 0 0
Death SR 19|male | 000% | 0,00% | 0,00% 0,00% 0 0 0 0
femal | 000% | 0,00% | 0,00% 0,00% 0 0 0 0
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number of AR First time Donor
systemic/vasovagale Reactions SR9-SR19
0,30%
0,25%
0,20%

0,15%

ARin%

0,10% =

0,05%

0,00%
SR09 | SR10 SR11 | SR12 SR 13 SR14 | SR15 SR16 | SR17 SR18 | SR19

m <25 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00%
2544 0,24% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00%
4564 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00% | 0,00%

frequency od AR First time Donor venipuncture related Number of severity grades
adverse reaction gender |<25 25-44 (4564  [>64 [total 1 2 3 4
mal
AECHEIETE VR 01 ae 0,00% 0,00% 0,00% 0,00% 0| 0| 0| 0|
femal
0,97% 0,75% 0,00% 0,70% 8 0| 0| 0|
Delayed bleedin male
v 9 VR 02 0,00% 0,00% 0,00% 0,00% 0| 0| 0| 0|
femal
0,00% 0,00% 0,00% 0,00% 0| 0| [y 0|
Infiltration male
VR 03 0,00% 0,24% 0,00% 0,10% 1] 0| 0| 0|
femal
0,00% 0,00% 0,00% 0,00% 0| [y [y 0|
Nerve inju male
ury VR 04 0,00% 0,00% 0,00% 0,00% 0| 0| 0| 0|
femal
0,00% 0,00% 0,00% 0,00% 0| 0| 0| 0|
Other - Painful arm male
VR 05 0,00% 0,00% 0,00% 0,00% 0| 0| 0| 0|
femal
ema 0,00% 0,00% 0,00% 0,00% 0| 0| [y 0|
Nerve injury after haematoma male
Jury VR 06 0,00% | 0,00% | 0,00% 0,00% o o o 0
femal
ema 0,00% 0,00% 0,00% 0,00% 0| 0| 0| 0|
Arterial puncture male
P VR 07 0,00% 0,00% 0,00% 0,00% 0| 0| 0| 0|
femal
ema 0,00% 0,00% 0,00% 0,00% 0| 0| 0| 0|
Tendon inju male
ry VR 08 0,00% | 0,00% | 0,00% 0,00% o o o 0
femal | 00% | 0,00% | 0,00% 0,00% 0 0 0 0
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VR01-VRO8
0,012
0,01
0,008
=®
£ 0,006
-4
<
0,002
0,002
0
VRO1 VR 02 VR 03 VR 04 VRO5 VR 06 VR 07 VR08
gender| 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
<25 000% | 097% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 0,00%
2544 | 000% | 075% | 000% | 000% | 024% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000%
4564 | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000% | 000%
number od AR First time Donor venipuncture related Number of severity grades
adverse reaction gender <25 25-44 |45-64 >64 total 1 2 3 4
Local allergic reaction male
E 0,00% 0,00% 0,00% 0,00%
VR 09
femal
0,00% 0,00% 0,00% 0,00%
Cellulitis male 0.0m% | 000 ST o
VR10 ), 0 ), ¢ ),/ ( ), 0
femal
0,00% 0,00% 0,00% 0,00%
Thrombophlebitis male
P 0,00% 0,00% 0,00% 0,00%
VR 11
femal
0,00% 0,00% 0,00% 0,00%
Brachial artery pseudoaneurysm male
e y 0,00% 0,00% 0,00% 0,00%
R femal
0,00% 0,00% 0,00% 0,00%
Arterionevous fistula male
0,00% 0,00% 0,00% 0,00%
VR 13
femal
0,00% 0,00% 0,00% 0,00%
Compartment syndrome male
P Y 0,00% 0,00% 0,00% 0,00%
VR 14
femal
0,00% 0,00% 0,00% 0,00%
Deep venous thrombosis male
P 0,00% | 0,00% | 0,00% 0,00%
LR femal
0,00% 0,00% 0,00% 0,00%
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6.3 Relative frequency of occurrence of side effects in multiple donors in

relation to plasma donation

frequency of AR Multiple donors systemic/vasovagale Reactions in relations to the donations Number of severity grades
P, gender| <25 | 2544 | 4564 | 64 | toml 1 2 3 4
mifd;gaasl?:{aegs;:;iction without LOC/ without sRo1 fmaIe 0,158% |0,004%| 0,110% | 0,027%| 0,070% . i d
emal | 189% |0,265%| 0,223% | 0,084%| 0,260% 135 o 0
mi(l;!di\;a;ic:;agale reaction without LOC/ R0 male 0,039% |0,082%| 0,087% | 0,011%| 0,070% i a d
femal | o 2a5% |0,132%| 0,104% | 0,084%| 0,133% 69 0 0
mileddi\::aastic:)\;agale reaction with LOC < 60 sec./ SR o8 male 0,000% |0,023%| 0,008% | 0,011%| 0,013% q a d
femal | 037% |0,023%| 0,026% | 0,000%| 0,023% 1 1 0
Vasovagale reaction with LOC > 60 sec SR o4 male 0,000% |0,000%| 0,000% | 0,000%| 0,000% d i d
femal |5 000% |0,006%| 0,000% | 0,014%| 0,002% 0 1 0
e SR 05 male | h00% |0,000%| 0,000% | 0,000%| 0,000% 0 0 0
femal |5 000% |0,006%| 0,000% | 0,000%| 0,002% 0 1 0
Citrate reaction SR 06 f:::l 0,026% |0,000%| 0,000% |0,011%| 0,004% 3 o 0
0,012% |0,029%| 0,016% | 0,000%| 0,012% 5 0 0
Sickness SR 07 f::: 0,013% |0,004%| 0,004% | 0,000%| 0,004% 3 0 0
0,037% |0,017%| 0,026% | 0,014%)| 0,023% 1 o 0
A SR 08 f':::l 0,000% |0,000%| 0,000% |0,000%| 0,000% 0 0 0
0,000% |0,000%| 0,000% |0,000%| 0,000% 0 0 0
frequency of AR Multiple donors systemic/vasovagale Reactions
SR01-SR03 male

0,180%

0,160%

0,140%

0,120%

§ 0,100%

.S_( 0,080%

0,060%
0,040%
0,020%

0,000%

m Mild vasovagale reaction without LOC/ without medical
intervention

Mild vasovagale reaction without LOC/ medication

Mild vasovagale reaction with LOC < 60 sec./ medication

<25 25-44 45-64 >64
male
0,158% 0,094% 0,110% 0,027%
0,039% 0,082% 0,087% 0,011%
0,000% 0,023% 0,008% 0,011%
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frequency of AR Multiple donors systemic/vasovagale Reactions
SR01-SR03 female

0,600%

frequency of AR Multiple donors systemic/vasovagale Reactions

0,040%

0,035%

0,030%

0,025%
=
Z 0,020%
(-4
e

0,015%

0,010%

0,000% s ? )

male femal ‘male femal male femal male femal male femal
SR04 SRO5. SR06 SRO7. SROB

<25 0,000% 0,000% 0,000% 0,000% 0,026% 0,012% 0,013% 0,037% 0,000% 0,000%
E2544  0,000% 0,006% 0,000% 0,006% 0,000% 0,029% 0,004% 0,017% 0,000% 0,000%
4564  0,000% 0,000% 0,000% 0,000% 0,000% 0,016% 0,004% 0,026% 0,000% 0,000%
E>64 0,000% 0,014% 0,000% 0,000% 0,011% 0,000% 0,000% 0,014% 0,000% 0,000%
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frequency of AR Multiple donors systemic/vasovagale Reactions in relation to the donations

Number of severity grades

IV gender| <25 2544 [ase4 |64 |total 1 2 3 4
Convulsive seizure SR09|male | ¢ 000% |0,004%| 0,000% |0,000%| 0,001% 1 0 0 0
femal | 5 000% [0,012%| 0,005% |0,014%| 0,008% 4 0 0 0
Injury in donors with a vasovagale reaction SR 10 [male 0,000% |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
femal | 5 000% [0,006%| 0,000% |0,000%| 0,0029% 0 1 0 0
Injury/accidents related to plasma donation SR 11 |[male 0,013% |0,004%| 0,008% |0,000%| 0,006% 1 3 o o
femal | 5 000% [0,006%| 0,000% |0,000%| 0,002% 0 1 0 0
Angina pectoris SR 12|male | ¢ 0005 |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
femal | 5 000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
Myocardial infarction SR13[male | ¢ 000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
femal | 4 0009 |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
Cerebrovascular accident/ Transient Ischemic | gr 14 |[male 0,000% |0,000%| 0,000% |0.000%| 0,000% 0 0 0 0
Attack * * - * :
femal | 5 000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
Mild generalized allergic reaction SR 15 |male 0,000% |0,000%| 0,000% |0,000%] 0,000% o o o o
femal | 4 0009 |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
Anaphylactic reaction SR 16 |male | ¢ 000% |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
femal | 5 000% |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
Haemolysis SR 17 |male | ¢ 000% |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
femal | 5 000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
Air embolism SR18[male | ¢ 000% |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
femal | 5 000% |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
Death SR19|male | ¢ 000% |0,000%| 0,000% |0,000%| 0,000% 0 0 0 0
femal | 0 000% |0,000%| 0,000% |0,000%| 0,000% 0 0| 0 0
Frequency of AR in relation to plasma donations
0,016%
0,014%
0,012%
0,010%
0,008%
0,006%
0,004%
0,002% I I
0,000% I
male femal male femal male femal male femal male femal male femal male femal male femal male femal male femal male femal
SR 09 SR 10 SR 11 SR 12 SR 13 SR 14 SR 15 SR 16 SR 17 SR 18 SR 19
<25 m2544 m4564 =64 mtotal
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frequency of AR Multiple donors venipuncture related (donations) Number of severity grades

adverse reaction gender [<2° 25-44 14564 >64  |total 1 2 3 4
Haematoma R Of f”;::l 0,250% |0,102%| 0,131% | 0,044%| 0,121% 80 d o
0,294% |0,144%| 0,208% |0,112%| 0,187% | 96 1 o
Delayed bleeding VR0 male | o 013% |0,020%| 0,012% | 0,011%| 0,015% 9 1 o
femal | 037% |0,023%| 0,026% | 0,056%| 0,031% 15 1 o
Ifiration VR 03 male | 01979 |0,125%| 0,107% | 0,120%) 0,126% & d o
emal | o 1719 |0,127%| 0,187% | 0,070%| 0,148% 77 d o
Nerve injury VR 04 male | o 000% |0,000%| 0,000% | 0,000%) 0,000% 0 d o
femal | o, 012% |0,006%| 0,000% | 0,000%| 0,004% 0 d o
Other - Painful arm VR 05 male | o o70% |0,0479%| 0,088% | 0,044%| 0,050% 3 1 o
femal | 061% |0,167%| 0,109% | 0,112%| 0,121% 61 o
Nerve injury after haematoma VR 06 male | o 000% |0,000%| 0,000% | 0,000%) 0,000% 0 d o
femal | 5 500% |0,000%| 0,000% | 0,000%| 0,000% 0 d o
Avterial puncture VRO7 male | 5 000% |0,000%| 0,000% | 0,000%| 0,000% 0 d o
femal | 000% |0,000%| 0,000% | 0,000%| 0,000% 0 d o
Tendon injury VR 08 male | o 000% |0,000%| 0,000% | 0,000%) 0,000% 0 d o
femal | 000% |0,000%| 0,000% | 0,000%| 0,000% 0 of o

0,350%

0,300%

0,250%

0,200%

0,150%

0,100%

0,050%

0,000%

male  femal male femal male femal

VR 01

Frequency of AR in relation to plasma donations

VR 02 VR03

male  femal male  femal
VR 04 VR 05
<25 MW25-44 W45-64 11>64 MWtotal
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VR 06
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number od AR Multiple donors venipuncture related (donation)

Number of severity grades

A FEEEHER gender |25 25-44 |45-64 >64 total 1 2 3 4

Local allergic reaction male
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

VR 09 femal
0,000% [0,006%| 0,000% |0,000%| 0,002% 1 0 0

Cellulitis male
0,000% |0,000%| 0,000% | 0,000%| 0,000% 0 0 0

VR 10 femal
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

Thrombophlebitis male
VR 11 0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

femal
0,000% |0,000%| 0,000% | 0,000%| 0,000% 0 0 0

Brachial artery pseudoaneurysm male
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

VR 12 femal
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

Arterionevous fistula male
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

VR13 femal
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

Compartment syndrome male
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

VR 14 femal
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

Deep venous thrombosis male
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

VR 15 femal
0,000% [0,000%| 0,000% |0,000%| 0,000% 0 0 0

Frequency of AR Multiple donors venipuncture related (donation)

0,007%
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25-44 11 45-64 m>64
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6.4 Relative frequency of occurrence of side effects in multiple donors in

relation to the individual donor

frequency of AR Multiple donors systemic/vasovagale Reactions in relations to the donors

Number of severity grades

adverse reaction gender <25 25-44 | 45-64 >64 total 1 2 3 4
Mlld.vasc‘)vagaler.eactlonwﬂhoutLOC/wﬂhout male 1,415% | 1,227%| 0,693% | 0,424%| 1,048%
medical intervention SR 01 omal
3,410% |2,932%)| 3,202% |3,550%| 3,173%
mlgidi\(/:aasﬁc;\;agale reaction without LOC/ R0 male 0,354% |1,074%| 1,524% | 0,424%| 1,048%
femal | 4 2059 | 1,466%| 1,489% | 3,550%| 1,622%
mladdi\‘/:aasﬁc;\;agalereactlonWlth LOC <60 sec./ R o3 male 0,000% |0,307%| 0,139% | 0,424%| 0,201%
femal | 4 1569 |0,255%| 0,372% | 0,000%] 0,282%
i i >
Vasovagale reaction with LOC > 60 sec SR ot male 0,000% |0,000%| 0,000% | 0,000%| 0,000%
femal
°Mal | 0,000% |0,064%| 0,000% |0,000%| 0,024%
H i [
ypertension SR 05 ma€ 1 0,000% |0,000%| 0,000% |0,000%| 0,000%
femal | 4 500% |0,064%| 0,000% | 0,000%| 0,024%
. . |
Cesissse SR 06 mae 1 0,236% |0,000%| 0,000% |0,424%| 0,067%
femal
°mal | 0,085% |0,127%| 0,223% |0,000%| 0,141%
Sl SRO7 male | 5 118% |0,051%| 0,069% | 0,000%| 0,067%
femal | 4 1569 |0,191%| 0,372% | 0,502%] 0,282%
Arthytmi |
rhytmia SR 08 mae 1 0,000% |0,000%| 0,000% |0,000%| 0,000%
femal |4 500% |0,000%| 0,000% | 0,000%| 0,000%
Frequency of AR in relation to plasma donors
4,000%
3,500% :
3,000% -
2,500% ‘
2,000% ‘
X |
1,500%
1,000% ‘
0,500%
0,000% *® i I = , -0 la aml « Al I
male femal male femal male femal male femal male femal male femal male femal male femal
SR 01 SR 02 SR 03 SR 04 SR 05 SR 06 SR 07 SR 08
m<25 m25-44 m4564 w364 mtotal
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frequency of AR Multiple donors systemic/vasovagale Reactions in relation to the donors

Number of severity grades

adverse reaction Igender <25 25-44  |45-64 >64 total 1 2 3 4

Convulsive seizure SR 09 |male 0,000% [0,051%| 0,000% |0,000%| 0,022%
femal 0,000% [0,127%| 0,074% | 0,592%| 0,094%

Injury in donors with a vasovagale reaction SR 10 |male 0,000% |0,000%| 0,000% |0,000%| 0,000%
femal 0,000% |0,064%| 0,000% |0,000%| 0,024%

Injury/accidents related to plasma donation SR 11 |male 0,118% |0,051%| 0,139% | 0,000%| 0,089%
femal | 0,000% |0,064%| 0,000% |0,000%| 0,024%

Angina pectoris SR 12 |male 0,000% |0,000%| 0,000% |0,000%]| 0,000%
femal 0,000% |0,000%| 0,000% | 0,000%| 0,000%

Myocardial infarction SR 13 |male 0,000% |0,000%| 0,000% |0,000%| 0,000%
femal 0,000% |0,000%| 0,000% |0,000%| 0,000%

Cerebrovascular accident/ Transient Ischemic | SR 14 [male 0,000% |0,000%| 0,000% |0,000%| 0,000%

Attack femal 0,000% |0,000%| 0,000% |0,000%| 0,000%

Mild generalized allergic reaction SR 15 |male 0,000% |0,000%| 0,000% |0,000%| 0,000%
femal 0,000% |0,000%| 0,000% |0,000%| 0,000%

Anaphylactic reaction SR 16 |male 0,000% |0,000%| 0,000% |0,000%| 0,000%
femal | 0,000% |0,000%| 0,000% |0,000%| 0,000%

Haemolysis SR 17 |male 0,000% |0,000%| 0,000% |[0,000%]| 0,000%
femal 0,000% |0,000%| 0,000% | 0,000%| 0,000%

Air embolism SR 18 |male 0,000% |0,000%| 0,000% | 0,000%| 0,000%
femal 0,000% |0,000%| 0,000% |0,000%| 0,000%

Death SR 19 |male 0,000% [0,000%| 0,000% |0,000%| 0,000%
femal 0,000% |0,000%| 0,000% |0,000%| 0,000%

Frequency of AR in relation to plasma donors
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number of AR Multiple donors venipuncture related (donors) Number of severity grades
adverse reaction gender <25 25-44  145-64 >64 total 1 2 3 4

Haematoma male
VR 01 2,241% |1,329%| 2,285% |1,695%]| 1,829%

femal
2,046% |1,593%| 2,978% |4,734%| 2,280%

Delayed bleeding male
VR 02 0,118% |0,256%| 0,208% |0,424%| 0,223%

femal
0,256% |0,255%| 0,482% | 2,367%] 0,376%

Infiltration male
VR 03 1,769% [1,636%| 1,870% |4,661%| 1,896%

femal
1,194% [1,402%)| 2,681% |2,959%| 1,810%

Nerve injury male
VR 04 0,000% |0,000%| 0,000% |0,000%] 0,000%

femal
0,085% |0,064%| 0,000% | 0,000%] 0,047%

Other - Painful arm male
VR 05 0,708% |0,613%| 0,831% [1,111%]| 0,758%

femal
0,426% |1,848%| 1,564% |4,734%| 1,810%

Nerve injury after haematoma male
VR 06 0,000% |0,000%| 0,000% |0,000%| 0,000%

femal
0,000% |0,000%| 0,000% |0,000%] 0,000%

Arterial puncture male
VR 07 0,000% |0,000%| 0,000% |0,000%| 0,000%

femal
0,000% |0,000%| 0,000% |0,000%| 0,000%

Tendon injury male
VR 08 0,000% |0,000%| 0,000% |0,000%| 0,000%

femal
0,000% |0,000%| 0,000% |0,000%| 0,000%

5,000%
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4,000%

3,500%

3,000%

2,500%

2,000%

1,500%

1,000%
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0,000%

male femal male femal

VR 01 VR 02

Frequency of AR in relation to plasma donors
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number od AR Multiple donors venipuncture related (donor) Number of severity grades

adverse reaction gender |<25 2544|4564  [>64 |total 1 2 3 4
Local allergic reaction VR 08 male | 000% |0,000%| 0,000% | 0,000%| 0,000%
femal | 000% |0,064%| 0,000% | 0,000%| 0,024%
el VR 10 Z::l 0,000% |0,000%| 0,000% |0,000%| 0,000%
0,000% |0,000%| 0,000% |0,000%| 0,000%
Thrombophlebitis VR 11 male | o 000% |0,000%| 0,000% | 0,000%| 0,000%
femal 1 5,000% |0,000%| 0,000% | 0,000%| 0,000%
Brachial artery pseudoaneurysm R 12 male 0,000% |0,000%| 0,000% | 0,000%| 0,000%
femal 1 5 600% |0,000%| 0,000% | 0,000%| 0,000%
FEIELEER S0 VR 13 male | 000% |0,000%| 0,000% | 0,000%| 0,000%
femal | 000% |0,000%| 0,000% | 0,000%| 0,000%
Compartment syndrome VR 14 male | 500% |0,000%| 0,000% | 0,000%| 0,000%
femal 1 5,000% |0,000%| 0,000% | 0,000%| 0,000%
Deep venous thrombosis VR 15 male | o 000% |0,000%| 0,000% | 0,000%| 0,000%
femal 1 5,000% |0,000%| 0,000% | 0,000%| 0,000%

number od AR Multiple donors venipuncture related (donor)l
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0,000%
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<25 W25-44 mA564 m>64
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6.5 Donors with multiple recorded adverse events systemic (SR) or
puncture-related (VR)

Plasma donors with multiple AEs in the reporting period

only SR only VR SR and VR total
Number of donors with 2 adverse events 124 62 36 222
Number of donors with 3 adverse events 13 7 6 26
Number of donors with 4 adverse events 0 1 3 4
Number of donors with 5 adverse events 0 1 1 2
Number of donors with 6 adverse events 0 0 0 0
Number of donors with more than 6 adverse events 0 0 0 0

6.6 Relative frequency with different types of equipment in use

frequency of AR all donors systemic/vasovagale Reactions and Type of the used Equipment

adverse reaction gender Fresenius A 200 Fresenius AURORA PCS 2

Mild vasovagale reaction without LOC/ without SR 01 male 0,092% 0,116% 0,251%
medical intervention femal 0,145% 0,499% 0,705%
Mild vasovagale reaction without LOC + SR 02 male 0,068% 0,077% 0,133%
medication femal 0,072% 0,148% 0,356%
Mild vasovagale reaction with LOC < 60 sec./ SR 03 male 0,005% 0,014% 0,030%
medication femal 0,006% 0,043% 0,040%
Vasovagale reaction with LOC > 60 sec SR04 male 0,000% 0,000% 0,000%

femal 0,000% 0,000% 0,007%
Hypertension SR 05 male 0,000% 0,000% 0,000%

femal 0,000% 0,000% 0,007%
Citrate reaction SR 06 male 0,010% 0,000% 0,005%

femal 0,024% 0,000% 0,013%
Sickness SR 07 male 0,005% 0,005% 0,005%

femal 0,006% 0,086% 0,013%
Arrhytmia SR 08 male 0,000% 0,000% 0,000%

femal 0,000% 0,000% 0,000%

number of AR all donors systemic/vasovagale Reactions and Type of the used Equipment

adverse reaction gender Fresenius A 200 Fresenius AURORA Haemonetics PCS 2
Convulsive seizure SR 09 [male 0,000% 0,005% 0,005%
femal 0,000% 0,025% 0,000%
Injury in donors with a vasovagale reaction SR 10 [male 0,000% 0,000% 0,000%
femal 0,006% 0,000% 0,000%
Injury/accidents related to plasma donation SR 11 [male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Angina pectoris SR 12 |male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Myocardial infarction SR 13 |male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Cerebrovascular accident/ Transient Ischemic | SR 14 |male 0,000% 0,000% 0,000%
Attack femal 0,000% 0,000% 0,000%
Mild generalized allergic reaction SR 15 [male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Anaphylactic reaction SR 16 |male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Haemolysis SR 17 [male 0,000% 0,010% 0,000%
femal 0,000% 0,031% 0,000%
Air embolism SR 18 [male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Death SR 19 |male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
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frequency of AR all donors venipuncture related Reactions and Type of the used Equipment

adverse reaction gender Fresenius A 200 Fresenius AURORA Haemonetics PCS 2
Haematoma VR 01 male 0,266% 0,077% 0,054%
femal 0,458% 0,105% 0,081%
Delayed bleeding VR 02 male 0,010% 0,034% 0,005%
femal 0,018% 0,080% 0,000%
Infiltration VR 03 male 0,131% 0,255% 0,030%
femal 0,109% 0,357% 0,007%
Nerve injury VR 04 male 0,000% 0,000% 0,000%
femal 0,000% 0,012% 0,000%
Other - Painful arm VR 05 male 0,044% 0,101% 0,020%
femal 0,048% 0,296% 0,020%
Nerve injury after haematoma VR 06 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Arterial puncture VR 07 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Tendon injury VR 08 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%

frequency of AR all donors venipuncture related Reactions and Type of the used Equipment

adverse reaction gender Fresenius A 200 Fresenius AURORA Haemonetics PCS 2
Local allergic reaction VR 09 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,007%
Cellulitis VR 10 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Thrombophlebitis VR 11 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Brachial artery pseudoaneurysm VR 12 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Arterionevous fistula VR 13 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Compartment syndrome VR 14 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
Deep venous thrombosis VR 15 male 0,000% 0,000% 0,000%
femal 0,000% 0,000% 0,000%
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