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IMPACT ON SHORT TERM DONOR

HEALTH

Summary of a
- literature & hemovigilance report review

* congress presentations
- data from TSog3 Survey 2017

"Classic” donor complications, donor adverse
events

- vasovagal reactions, local complications, citrate
reactions
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POLITIS CETAL. IHN-NETWORK DATABASE (ISTARE) HEMOVIGILANCE DATA 2006 -

2012
(VOX SANG. 2016)

VoxSanquinis

Thot Irtwrribaral Journal of Trrafusion Wedidre

ORIGINAL PAPER

The International Haemovigilance Network Database for the
Surveillance of Adverse Reactions and Events in Donors and
Recipients of Blood Components: technical issues and results
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“fepartmen t of Fpideminiogy and Preventve Meiche Monosh University, Meitourne, Wic, Austmiin blood dol]aﬁol]s arld ap ha eresis pro Cedures Sﬂpa rat ely

were calculated on data available for only 47 of 66
annual reports.

The rate of severe complications with local symptoms
related to whole blood donation was 3.2 per 100 000 and
8.2 for apheresis: Thus, the risk of a severe localized com-
plication was nearly three times higher after apheresis
than after whole blood donations. Figure 3 demonstrates

memmmmn)  Very limited information concerning plasma donations
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NATIONAL HEMOVIGILANCE DATA

- PEl, GERMANY

Figure 4.13 a: Rates of confirmed donor SAR per 1 million donations referring to the number of dona-
tions from the reporting BE from 2016-2017. Cytaphereses include thrombocytaphereses, granulocyta-
phereses, and erythrocytaphereses.

 Most recent www-published report 2017

800

* Only serious adverse reactions reported 700

600

- (By the ISBT definition: life-threatening 500

. . . . . . 400

or leading to hospitalisation, incapacity, .
chronic morbidity or death). 009 iws

100

- 75% of reactions: vasovagal reactions 0

WB donation Plasmapheresis Cytapheresis

W01 2017

‘ - Serious Adverse Reactions; Number in Cytapheresis > in WB > in Plasmapheresis (2017: 0,42 [ 10 000)

https://www.pei.de/EN/medicine-safety/haemovigilance/haemovigilance-reports/reports-node.html Castrén, IPFA&EBA Jan 2020



NATIONAL HEMOVIGILANCE DATA

- AUSTRALIA

- Most recent www-published report 2015-2016 (0.56 million plasmapheresis donations), covering all types of DAE:s

Il'able L0 Adverse event reaction rate by procedure, 2001-12 to 2015-16 (per 10,000 donations)

Procedure 2011-12 2012-13 2013-14 2014-15 2015-16
Whole Blood
All apheresis proced ures

- Al DAE; 216 / 10 000, Serious DAE 6/ 10 000

2. Plasmapheresis — The rate of vasovagal reactions in plasma donors is significantly lower
than in whole blood or platelet donors. The increase in donation reactions in plasmapheresis
donors is attributable to an increase in the number of brief vasovagal reactions not associated

with loss of consciousness or injury, and to an increase in the number of citrate reactions
reported. This increase reflects changes in the make up of the plasmapheresis donor panel
with an increase in the proportion of new and female dEII'IDI'E.|

_ Informative review, useful data /report format also for Europe

. Castrén, IPFA&EBA Jan 2020
https://www.blood.gov.au/system/files/Donor-Haem-Report-15-16-vi4.pdf



Table 1 Categorization of adverse events and dropouts

Adverse events

Severity

Grade 1
Medical intervention
not necessary

Grade 2
Monitoring and minimum
medical intervention

Grade 3
Major medical intervention

or hospitalization

Grade 4
Life-threatening

Grade 5

Temporal relation
to plasmapheresis

Category 1
No temporal relation

Category 2
Unexpected side-effect,
no temporal relation

Category 3
Cannot be ruled out

Category 4
Probable or certain

*21 plasma centres, 3783 donors, 304 836 donations

SCHULZKI TETAL. APROSPECTIVE MULTICENTRESTUDY ON THE
SAFETY OF LONG-TERM INTENSIVE PLASMAPHERESIS IN DONORS

(SIPLA). vOX SANG. 2006 AUG; 91(2):162-73.

Dropout categories

Socioeconomic

1. Lack of time/work
schedule conflicts

2. Moving from the area

3. Others

unsatisfactory compensation;
do not need money; too much
time to get to the center;
difficulty getting transport or
child care; discomfort/pain;
problems with personnel;
concerned about my health;
taking a break; friends advised
me to stop; piercing; tattooing

Medical reasons unrelated
to plasmapheresis

1. Medical diseases

2. Surgery, accidents, injuries

3. Malaise, disturbed well-being
4. Pregnancy

5. Diagnostic endoscopy

6. Laboratory findings not

related to plasmapheresis
ALAT elevation; low or high mean

cell volume, red cell count, platelet

count or leukocyte count; false

positive anti-HIV, anti-HCV or HBsAg

Medical reasons related
to plasmapheresis

1. Low lgG
2. Low TSP
3. Low Hb/Hcet

4. Others
venipuncture-related
complications; citrate
reactions; nausea,
vomiting; dizziness;
hypotensive, etc.

We noticed only five severe clinical adverse events grade
3 that were causally related to plasmapheresis. These were
four venipuncture adverse events and one metacarpal frac-
ure after dizziness and fall. No case of severe collapse
emporally related to plasmapheresis was observed. Adverse

events grades 1 or 2 possibly or probably related to plasma
donation comprised palpable haematomas and /or bleeding
from venipuncture sites, citrate reactions, nausea and/or

omiting and dizziness and were observed in 132 of 304 836
donations (0-04% of donations). All 132 donors involved

*switched from a moderate to an intensive plasmapheresis programme
*observation 3-year period
*All DAE 4,4 [ 10 000, severe 0,16 [ 1000

Low rate of DAE?
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CROCCO I ET AL: ADVERSE
REACTIONS IN BLOOD AND APHERESIS DONORS

FROM TWO ITALIAN TRANSFUSION CENTRES.

BLOOD TRANSFUS 2009;7:35-38.

: EXPERIENCE

- 38 647 Plasma donations

 Only VVR rate specific for plasma donations given (26 / 10 000)

Table I - Adverse reactions occurring during apheresis donations

Adverse reactions Donations (n = 240,596)"

Homologous WBD  Autologous WBD Plasmapheresis Plateletpheresis
(n = 183,855) (n = 6,669) (n = 38.647) (n=2,641)

Vasovagal reactions
Total 346 (0.19%) 16 (0.24%) 63 (0.16%) 18 (0.68%)
Citrate toxicity
Total -- --
Severe adverse events 6 (0.003%) 3 (0.04%)

189 (0.38%)™ 189 (0.38%)™

Multicomponent
(n=8784)
43 (0.24%)

189 (0.38%)"*
1 (0.01%)

Abbreviations: WBD, whole blood donations. Results are expressed as number (percentage). “Donations during the period January 2002 —

December 2006. “Pooled incidence (all apheresis procedures = 50,072).

memmsssmsm)  + Total DAE rate for plasma donations missing
* Local reactions not reported
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DIEKAMP U ETAL. DONOR HEMOVIGILANCE DURING PREPARATORY

PLASMAPHERESIS. MED HEMOTHER. 2014 APR; 41(2):123-33.

N =1 107 846 donations
All adverse events 655 /10 000, BUT without technical 195 /10 000
Severe reactions 6,2 /10 000

Adverse events observed:

1.4% local

0.55% systemic

4.6% technical — not reported / not existing ec;gi‘i‘j;ts S
in other DAE reporting systems Donor compliance

Incomplete RBC return
Lipemia

Conclusions: Technical UEs were common with PPP. UEs

accompanied first and second donations significantly Migclinc faiftre

Operator error
Disposable defective
Repeat venipuncture®
Venous access

more frequently than for subsequent donations.

memmm)  “"New” reaction category needed?
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BURKHARDT TETAL. DONORVIGILANCE DATA OF A BLOOD TRANSFUSION SERVICE: A
MULTICENTER ANALYSIS.

TRANSFUS APHER SCI. 2015. DOI: 10.2016/J.TRANSCI.2015.03.014

* N=342 293 donations

B Successful re-venipuncture

W Vasovagal reaction

W Unsuccessful donation

H Mild hypotonic circulatory reaction
without therapy W Blood flow problem with
termination

M Mild hypotonic circulatory reaction
with therapy

B Hematoma

W Meoderate hypotonic circulatory
reaction with therapy

B Paravenous retransfusion
M Severe hypotonic circulatory
reaction, unconsciousness

W Pain at venipuncture

M Severe circulatory reaction with 4 , — "y
emergency treatment Plasmapheresis Whole blood donation

Plasmapheresis Whole blood donation

Fig. 3. Comparison of venipuncture induced adverse events in repeated plasmapheresis and whole blood donors. For the sake of clarity only data of the

Fig. 2. Circulatory and systemic adverse events in repeat plasmapheresis and whole blood donors. For the sake of clarity only data of the ‘top 6' reactions “top & venipuncture induced adverse events are shown in the legend.

are showed in the legend.

| Plasmapheresis vs. WB donations: higher number of mild DAE:s ?
(Differences in the age distribution in the donor populations!)
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THOMAS BURKHARDT,
EDQM & EU PLASMA SYMPOSIUM 2019

DRK-Blutspendedienst Nord-Ost Deutsches
gemeinntzige GmbH + Rotes
Berlin | Brandenburg | Hamburg |
Sachsen | Schieswig-Holstein Kreuz

Important donation conditions for this
evaluation

* 2011-2017 » Selection of plasma volume depending on body
weight
» No saline compensation

2 068 233 WB donations

» Request for fluid intake before and during donation

» Use of equipment from Fresenius/Fenwal (A200)

851 861 Plasma donatlons and Haemonetics (PCS2 and MCS+)

» Definition of the adverse events according to the
“Standards for Surveillance of Complications
Related to Blood Donation (Rev. 2014)”

DRK-Blutspendedienst Nord-Ost Deutsches
gemeinnatzige GmbH Rotes
Berlin | Brandenburg | Hamburg |
Sachsen | Schieswig-Holstein Kreuz

DRK-Blutspendedienst Nord-Ost Deutsches
gemeinniitzige GmbH + Rotes
Berlin | Brandenburg | Hamburg |

Sachsen | Schieswig-Holstein Kreuz

Overview of adverse reactions to whole blood and plasma
donations (multiple donors)

Frequency and severity of vasovagal reactions in whooleblood donation and
plasmapheresis

0,450%
0,400%
0,350%
0,300%
0,250%
0,200%
0,150%
0,100%
0,050%
0,000% mild VVR

without

therapie

and LOC
W whole blood donations 0,167%
iplasma donations [ )

venipuncture- Systemic
related side (Vasovagal)
effects adverse reactions

Plamsapheresis 0,432% 0,299%
Whole blood donation 0,233% 0,323%
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THOMAS BURKHARDT,
EDQM & EU PLASMA SYMPOSIUM 2019

DRK-Blutspendedienst Nord-Ost Deutsches
gemeinnutzige GmbH
Berlin | Brandenburg | Hamburg | Rotes DRK‘T::;’?::S;? 'Z"étm";o;dosc Deutsches
Sachsen | Schleswig-Holstein Kreuz Beningl Brandenblglrg | Hamburg | Rotes
Sachsen | Schleswig-Holstein Kreuz

vasovagal reactions in plasma donation depending on age?

Grading Severity of Plasma donor adverse
events

it would be a good idea to introduce a uniform system for
assessing the severity of an adverse reaction
The severity of a side effect can often only be assessed

M mild Vasovagale reaction without retrospectively_
LOC/without intervention . 5
this measure could allow a better assessment of adverse

B mild vasovagal reaction without
LOC/ with symptomatic therapy or reactions that occur

medication

1" Vasovagale reaction with LOC < 60
sec
M Vasovagale reac:;:n with LOC > 60 0001% = 0,001% 0,007%

Castrén, IPFA&EBA Jan 2020



MARY GUSTAFSON; EDQM & EU SYMPOSIUM 2019

@PPTA Pilot Data Analysis

Plasma Protein Therapeutics Association

Assess performance of the Standard by reviewing
operational data

Obtain a snapshot of events recorded over a
3-month period post-implementation

« 01 March — 31 May 2016

* Only DAE that occurred during or post donation were
evaluated

6 companies participated in the pilot study

Nearly 7.6 million donations were collected; ~79%

of industry

15,300+ DAE were recorded

Top 6 DAE

Classification % of DAE | Rate per 10,000
donations

Hypotensive: Prefaint, No LOC 57.3%
(Moderate)

Local Injury Related to Phlebotomy: 18.2%
Hematoma/Bruise (Complicated)

Hypotensive: LOC (brief) 9.0%

Hypotensive: Severe (with or without 3.2%
LOC)

Local Injury Related to Phlebotomy: 3.2%
Nerve Irritation

Citrate Reaction: Moderate 3.1%
All others 4.3%
TOTAL 100%

TOTAL DAE: 15,300+

January 30, 2019 EDQM Sympaosium on Plasma Supply
Management

Castrén, IPFA&EBA Jan 2020



KIESSIGS ET AL; POSTER IN ISBT 2013

[ eeees |
BHH Haema.
) -

SIPL@

Blutspendedienst

First results from the Study on Intensive Plasmapheresis Il (SIPLA 1)

ST Kiessig!, S. Teichmann?, S. Schneider?, T. Quarrak?, K.P. Krause!, H. Storch?, P. Hellstern?

Safety Parameters

Total Number of unexpected Events [UE] in all Donations

4187

2,202 [52.6%)

1,985 [474%)

Participants with at Least one UE

1231

672 (54.6%)

559 [45.4%)

Systemic Reactions per all Donations [%]

4,20 (172,/4,129)

2.3% (49/2 166)

B.3% [123,/1,963)

Hypovoleamic Reactions [% of all UE]

3.5% (146/4,129)

1604 [34/2 166)

5.7% [112/1,963)

Vasovagal Reactions [% of all UE]

0.3% (12/4,129)

0.4% (8/2,166)

0.2% (4,/1,963)

Local Beactions [% of all UE]

27,20 [1,125/4,129)

25.30 (549/2,166)

20.3% (576/1,963)

Technical Problems [% of all UE]

BB.6% [2,832/4,129)

72.4% (1,568/2,166)

64.4% [1,264,/1,063)

Severity Grade 1 [% of all UE]

27.7% [1,144/4.129)

25.0% (542/2,166)

307% (602/1,963)

Severity Grade 2 [% of all UE]

2.1% (86,/4,129)

17% (36/2,166)

2.5% (50/1,963)

Severity Grade 3 [% of all UE]

1.6% (67/4,129)

0.9% (20/2,166)

2.4% (47/1,963)

Severity Grade 4 [% of all UE]

0

0

0

Severity Grade 5 [% of all UE]

0

0

0

*65 118 Donations
*All DAE 185 /10 000
*Severe DAE 9,4 [ 10 000

SIPLA II: Safety

Hb low in 11,1% male and 10,4% female
TP low in 25,4%
IgG low in 27,1 (female > male, no reason for drop-out)
Adverse reactions (% of donors with an AR during the study):
Grade 4 or 5: None
Grade 3: 1,6%
Grade 2: 2,1%
*  Grade 1: 27,7% (e.g. small hematoma)
- 69% of AEs were technical
= 27% local reactions
= 4% systemic reactions of which
3,5% hypovolemic, 0,3% vasovagal
Plasmapheresis under intensified conditions appears
safe

Dr_med Stephan Walsemann
EDQM Symposium on Plasma Supply Management, 30.01 2018
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COE CD-P-TS:SWORKING PARTY “"PLASMA SUPPLY MANAGEMENT (TS093)” -

SURVEY 2017

- Safe and sustainable plasmapheresis — survey of current practices
- The total n responders collecting PfP by apheresis:24

- Dataset covered 2 888 390 plasma donations

All DAE / 10 000

BEx BE2 BE3 BE; BE; BE6 BEy BES BEg BEio BEi1 BE12
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PLASMA SUPPLY MANAGEMENT WORKING PARTY -

(J.PINK; EDQOM & EU PLASMA SYMPOSIUM 2019)

Maximum collection volume per procedure versus
immediate LOC rate (per 10,000 collections)

Volume Limit (mL) vs. VVR Immediate LOC Rate (/10,000 collections)

Number of Responders: 14/24

VVR rate approx.
A estimated

Saline comp.
* End
° Mid

None

Scale: # collections
@ 200000
@ 100,000
@ 500000

LOC rate mainly < 10/
10,000 collections

Small trend towards
reduced LOC rate with
larger collection volume

Likely due to differences
in operating model,
donor demographics (%
of new, female) and
perhaps apheresis
platform (smaller ECV)

Saline compensation
unrelated

850mL are all
remunerated

ISBTBasel-712
INSIGHTS IN SAFETY AND RETENTION RATES OF DONOR VS COLLECTION VOLUME; RESULTS FROM AN

SURVEY 2017

Retention rate versus immediate LOC rate (per 10,000
collections)

Number of Responders: 11/24

10 15 20
Immediate LOC VVR Rate (/10,000 collections)

25

VVR Rate Approx

* No

A Yos

Retention rate banded
in the range of 50%-
80%.

Not correlated with LOC
rates, saline
compensation or
remuneration.

Caution - small data
sample size, variation in
reporting

Castrén, IPFA&EBA Jan 2020

INTERNATIONAL SURVEY OF PLASMAPHERESIS PRACTICES
J. Castrén™ !, S, Wright2, R. Norda®, G. Rautmann®, J. Pink?




SUMMARY TABLE

Year

Author

Schulzki Germany
Poster/ Kiessig Germany
Diekamp Germany
Burkhardt Germany

Hemovig. report Australia

Hemovig. report Germany

Presentation/

Gustafson L

304 836

65118

1107 846

335 832 repeat
6 461 1st time

560 000

7 600 000

All Adverse Severe/
Reactions Serious

per 10 ooo donations

0,16

9/4
6,2

Castrén, IPFAEBA Jan 2020




CONCLUSIONS

* Figures in plasma donor adverse reactions - lot of variation -> difficult to compare (lack of universal
categorizing and codes)

- in overall:

plasmadonors have less DAE:s than WB donors and PLT donors

female donors have more DAE:s than male donors

young, small size persons and first time donors are "high risk donors” for vasovagal reactions
sever ereactions are very rare

“local complications” OR “vasovagal reactions” the most common adverse reaction category??

»Need for more publications concerning adverse reactions in plasma donors

»Need for hemovigilance data (donor vigilance) which covers plasma donors —and donation related
aspects spesific in plasmapheresesis

> there are already some existing solutions ...©

Castrén, IPFA&EBA Jan 2020



EXISTING SOLUTIONS

International Saciety
of Blood Transfusion

COMPLICATIONS RELATED T0 APHERESIS

CITRATEREACTION

Defiition: Nesromuscular hyperaclivity related to

reduced isnized calcium levess,

Mechanism: Infusion of citrae anticoagwast during
aleress casesa i e e, i
¥ ocsoncalr ypescy, anlreated, symptoms
may progress to telany and severe cardiac antylhmias,
Il conoc s Opmaiar e wik i g o
stlae and ctrate bags may occur with some apberesis
equipment, and lead % rapid cirate nfusion

and symptoms: Nembness a tingling of Tips,
ladmuxdvlbmmns.numhnmovb«ulmﬂlmh@ux
ealic. it o, shheite, T headiess
fooling o Highiness, masch tuitching, 25 or Sow
pelse,shertoess of breath.

Symptoms may progress to carpopedal spasms and -

vomniting, and in severe reactions, 1o geseralised muscle
ceatractions {tstany), shack, megular puise and cargiaz
an

Definition: Dasor red cells may be damaged, reeasing
haemoglobin,

Mechasism: There may te malfunctioning valves, hinks
o obstruction of the tubing, incorect installation of
equipment, e other equipment fallares affecting the
edravorpireal circuil. kncompatibde replacement fluids,
such as dartrose DSV, may be used in error.

and symptoms: Pik o red plasma, bood n fines

Signs
o filter may appear darh, The dodor may notice pink or ¢

1ed uriee after colection,

IR EMBOLISI

Definition: Air bebble introduced into the domer's
ieculation.

Mechanisim: A may enter into the lines due o incomplete
priming of ines, a5 a result of o machine malfuction o

ALLERGIC REACTIONS
AUERGYQOCA)
Definiion: Red or iritated skin at the venipuacture site.
Mechanism: Reaction caused by allergeas oriitasts in

Standard for Surveillance of
Complications Related to Blood Donation

Advancing Transfusion and
Cellular Therapies Worldwide

or chlorhesidiae) o in manufacture of the vﬂ.wlml

ogo prihge
allerg: reaction t atex that may b i sapobes such as
gloves may als oeur,

: Signs and symptoms: lching and redness at the

vencpuncture sits, the bandage site, e the entire shin
disinfection area. In a true allergic reaction, there may
be 2 raised rash or hives in these areas that may expand
to oover a larger area of the aom. The reaction may occur
soon after danation of in the bours to days past-donatioe,

IHN | &5
Haemovigilance

Standard for Surveillance
of Complications Related
to Blood Donation

Donor vigilance: monitoring
and improving safety for blood danors

GENERALISED ALLERGIC
REACTION)

Defisition: Asaphylactic type reactions useally starting

sote after the procedure is begun and may progress

ragidly to candiac arrest.

Wechanisan: Extiemely are eactins, atrbtod to donor

sonsitviy to ethylems wide gas wsed to sterlze some
collction kit

Signs and symptoms: Appredension,
fushing, sweling of eyes, lips.

o
: cough, wheezing, dyspnes, chest tightsess,

cramps,
‘Rausea, vomiting, diarhcea, tachycardia, hypotensin,
a0f sltered mentation.

OTHER SERIOUS COMPLICATIONS
RELATED 70 BLOOD DOKATION

IAAJOR CARDIOVASCULAR EVENT (MCE)

by staff, Ai in the donee pelmenary circalation may
ool arteries in the lang and cause
cardiopulmonary symptoms. Air may pass to the arteial
claatin thiogh an ol et deect, s ece
blcod fiw o the brai

Signs and symptoms: Bubbling sound or fealing at
the veaipusctere site, Cosgh, dyspaea, apprehension,
sweating,  clest paie, confuskn,  tachyeantia,
ypotension, nausea and vemiting.

. (other than syecardial
infarction or cardiac arrest)
Myocardial infarction

Cardiac amrest

Transient Ischemic Attack

v -

Death

Repoetng is encourages of MCE or death from amy cawse
up to 24 hous after dnation, with an assessment of

imputabilly. Dely cases with definte, peobable or |
pessible mpatabilty should b included in inesnatiosal |

The great majority of biood donors
toring

COMPLICATIONS MAINLY
WITH LOCAL SYMPTOMS

hese complications are directly caused by the lesertio
ulﬂm noodie. Some of thess are mainky characterized br
occurrence of blood outside vessels, wheseas others an
mainly characterized by pain.

Campllcahnns manly characlamen hy the
occurrence of blood outside the vessels
HAEMATOMA (BRUISE)

i A hotmatoma is an accumulation of blood it
th lmues outside the vessels.

Mechanism: The symptoms are caused by blood flowing

International
Haemovigilance
Network

Grading Severity of

Blood Donor Adverse Events Tool

A User Brochure
Introduction:

‘The severity assignment tool is
designed to be used with the
Standard for Surveillance of
Complications Related to Blood
Donation published in 2014 by
ISBT/AABB/THN. Severity

i canbe!
‘subjectivity; this tool was ereated
to enhance objective assignment
of severity. The Severity

Adverse Events (CTCAE1) v5.0,
which rates severity by Grades 1-5
with 1 through 5 being roughly
associated with mild, moderate,
severe, life-threatening and death.
Definitions and general
wnslderahons for severity

grading inch

AABE Donor Hemorigilance Working Group

Advancing Transfusion and
Cellular Therapies Worldnide

General factors to
consider in assigning severity
Donor Adverse Event (DAE) Severity

(DAE) Examples

No Outside Medical Care (OMC)
AND
‘Short duration < 2 weeks

‘Arterial puncture, pressure bandage
applied, resolved without intervention or
seq

AND
No limitation on Activiti Living
(apL)

AND
Resolved with no or minimal intervention

Vasovagal comfort
care and/or oral hydration

Citrate reaction resolved with oral ealeium
or reduction in infusion rate

OMC, no hospitalization
Duration >z weeks- < 6 months

Limitations on ADL for <2 weeks

Superficial thrombophlebitis resolved with
oral antibiotics, no sequelae

Vasovagal event that requires transport to
ER for IV hydration

Lacerations

TNot life-threatening
AT of the following
Hospitalizatio:

R
Duration >6 months
[

R
Limitations on ADL >2 weeks
OR

Require surgery
oR
Other tegory E)

Arteriovenous fistula requiring surgical
repair

Eracture, dental injury, or concussion

‘TIA and other cardiovascular events , which
are not life-threatening

Grade 4+

Immediate medical intervention required
to prevent death

TOC with falland mtracranial bleed
‘Anaphylaxis requiring intubation or

Grade 5

Death

Death

* Grade 4 and Grade 5 are not shown in the Grading Severity of Blood Donor Adverse Events Tool.

Transfusion Medidine

and Hemotherapy Original Article

Transfus Med Hemother 2017;44:188-200
DOI: 10.1159/000452107

Received: July 19, 2016
Accepted: September 25, 2016
Published online: November 28, 2016

Donor Safety in Haemapheresis: Development of an
Internet-Based Registry for Comprehensive Assessment
of Adverse Events from Healthy Donors

Hans-Gert Heuft® Eike Fischer® Tina Weingand® Thomas Burkhardt® Gerda Leitner® )
Hagen Baume® Jorg-Peter Schmidt® Andreas Buser" Gabriele Fauchald’ Ute Reinicke Voigti
Behrouz Mansouri-Taleghani*

Conclusions

An on-line electronic platform for comprehensive assessment and centre-
specific automated evaluation of AEs in haemaphereses has been

developed and proved to be stable and safe over a period of 4 years.

Keywords: Adverse reactions, Haemapheresis, Haemovigilance,
Plasmapheresis, Plateletpheresis, Stem cell collection, Donor safety,

Adverse events
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