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IMPACT ON SHORT TERM DONOR 
HEALTH

Summary of a 
 literature & hemovigilance report review

 congress presentations

 data from TS093 Survey 2017

“Classic” donor complications, donor adverse 
events
 vasovagal reactions, local complications, citrate 

reactions
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POLITIS C ET AL. IHN-NETWORK DATABASE (ISTARE) HEMOVIGILANCE DATA  2006 –
2012 

(VOX SANG. 2016)

Very limited information concerning plasma donations
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NATIONAL HEMOVIGILANCE DATA
- PEI, GERMANY

 Most recent www-published report 2017

 Only serious adverse reactions reported

 (By the ISBT definition: life-threatening 

or leading to hospitalisation, incapacity, 

chronic morbidity or death). 

 75% of reactions: vasovagal reactions

 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

 All DAE; 216 / 10 000, Serious DAE 6/ 10 000

Informative review, useful data /report format also for Europe

https://www.blood.gov.au/system/files/Donor-Haem-Report-15-16-v14.pdf
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SCHULZKI T ET AL.  A PROSPECTIVE MULTICENTRE STUDY ON THE
SAFETY OF LONG-TERM INTENSIVE PLASMAPHERESIS IN DONORS
(SIPLA). VOX SANG. 2006 AUG; 91(2):162-73.

*21 plasma centres, 3783 donors, 304 836 donations 
*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: EXPERIENCE
FROM TWO ITALIAN TRANSFUSION CENTRES. 
BLOOD TRANSFUS 2009;7:35-38.

 38 647 Plasma donations

 Only VVR rate specific for plasma donations given (16 /  10 000)

• Total DAE rate for plasma donations missing
• Local reactions not reported
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DIEKAMP U  ET AL. 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
in other DAE reporting systems

”New” reaction category needed?
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BURKHARDT  T ET AL. DONOR VIGILANCE DATA OF A BLOOD TRANSFUSION SERVICE: A 
MULTICENTER ANALYSIS. 
TRANSFUS APHER SCI. 2015. DOI: 10.1016/J.TRANSCI.2015.03.014

Plasmapheresis vs. WB donations: higher number of mild DAE:s ? 
(Differences in the age distribution in the donor populations!)

.

 N=342 293 donations
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THOMAS BURKHARDT, 
EDQM & EU PLASMA SYMPOSIUM 2019

 2011-2017 

2 068 233 WB donations

851 861 Plasma donations
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THOMAS BURKHARDT, 
EDQM & EU PLASMA SYMPOSIUM 2019
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MARY GUSTAFSON; EDQM & EU SYMPOSIUM 2019
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KIESSIG S ET AL; POSTER IN ISBT 2013

*65 118 Donations
*All DAE 185  / 10 000
*Severe DAE 9,4 / 10 000
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COE CD-P-TS:S WORKING 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

48 102 20,1

196

27,4 67 1,6 67 129 69 45

522

BE1 BE2 BE3 BE4 BE5 BE6 BE7 BE8 BE9 BE10 BE11 BE12

All DAE / 10 000
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PLASMA SUPPLY MANAGEMENT WORKING PARTY -
SURVEY 2017  

(J.PINK; EDQM & EU PLASMA SYMPOSIUM 2019)
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SUMMARY TABLE

Year Author n All Adverse
Reactions

Severe / 
Serious

per 10 000 donations

2006 Schulzki Germany 304 836 4,5 0,16
2013 Poster/ Kiessig Germany 65 118 185 9,4

2014 Diekamp Germany 1 107 846 195 6,2

2015 Burkhardt Germany 335 832 repeat 101

6 461 1st time 796

2016 Hemovig. report Australia 560 000 216 4

2017 Hemovig. report Germany 0,40

2019
Presentation/ 
Gustafson

USA 7 600 000 20,9 0,66
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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 …
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EXISTING SOLUTIONS

Castrén, IPFA&EBA Jan 2020



Thank You

johanna.castren@bloodservice.fi
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