
volume3  number 3  2011 197

Human plasma is a source of impor-
tant medicinal products which are 
obtained by a combination of large-
scale processing steps known as 
“fractionation”. It is important that 
these products have an appropriate
quality and safety profile.
Recognizing the importance of the 
provision of safe blood, blood com-
ponents and plasma derivatives, the 
58th World Health Assembly in 2005 
(WHA) Resolution 58.13) expressed 
its support for “the full implemen-
tation of well-organized, nationally 
coordinated and sustainable blood 
programs with appropriate regulato-
ry systems” and stressed the role of 
“voluntary, non-remunerated blood 
donors from low-risk populations”. 
The provision of blood, blood compo-
nents and plasma derivatives from 
voluntary, non remunerated donors 
should be the aim of all countries. 
The WHO requirements for the col-
lection, processing, and quality con-
trol of blood, blood components, and 
plasma derivatives were published 
in 1994. 

Numerous developments have taken 
place since that time, requiring up-
dates of both technical and regula-
tory guidelines to be made available 
at the global level. The recently pub-
lished WHO guidelines on viral in-
activation and removal procedures 
address the measures necessary 
to eliminate or reduce the risk from 
blood-borne viruses during the pro-
cessing of plasma into plasma de-
rivatives.
The present Recommendations are 
intended to provide guidance on the 
production, control and regulation of 
human plasma for fractionation as a 
source material for plasma derived 
medicinal products. Such informa-
tion is necessary for the manufacture 
of safe plasma derivatives in both 
developed and developing countries 
worldwide.
This presentation, by bringing to-
gether experience and information, 
will serve as a guide to blood estab-
lishments in their implementation of 
appropriate procedures for the pro-
duction and control of the starting 
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plasma material, and will facilitate 
the provision of safe fractionated 
plasma products at the national lev-
el. It is intended to assist national 
(medicines) regulatory authorities in 
establishing the supervision neces-
sary for assessment of the quality 
and safety of plasma for fraction-
ation, either prepared locally or im-
ported, and will therefore contribute 
to improved quality and safety of 
human plasma products worldwide. 
Manufacturers of plasma derivatives 

(fractionators) may use these guide-
lines when discussing the quality cri-
teria of plasma for fractionation with 
representatives of blood establish-
ments and
the national regulatory authority. This 
presentation addresses only human 
plasma sourced for the manufacture 
of plasma derivatives. Plasma for clini-
cal use is not discussed, nor is there 
any consideration of plasma from oth-
er species.
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