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Stepwise Access to Safe Plasma Proteins in                     
Resource-Constrained Countries:                                                                   

Local Production & Pathways to Fractionation  
Announcement of an Online Workshop organized by the                   

Working Party for Global Blood Safety (GBS) of ISBT 

The program will feature presentations by experts from international organizations 
and associations (WHO, WFH, IPOPI, IPFA, PPTA) and suppliers of pathogen 

reduction technologies & plasma processing devices and equipment 

 
Save the dates: September 21-23, 2021 (daily 3-hour online sessions)  

Programme and registration form will become available at: www.isbt-web.org 

Scope and Purpose: The workshop will identify pragmatic technical options for 

stepwise access to safe plasma protein therapies in resource-constrained countries 
to support implementation of recent WHO guidance on “Increasing Supplies of 
Plasma-derived Medicinal Products in Low- and Middle-income Countries through 
Fractionation of Domestic Plasma” and “Centralization of Blood Donation Testing 
and Processing.” 

 

WHO Guidances: 
https://www.who.int/publications/i/item/9789240021815 
https://www.who.int/publications/i/item/9789240020825 

 

Topics Covered: 
• Unmet clinical needs in safe plasma protein therapies for treatment of bleeding 

disorders and immunodeficiencies 

• Robust quality and safety criteria of plasma for fractionation and plasma-

derived products, including coagulation factors and immunoglobulins 

• Stepwise measures to avoid wasting recovered plasma and to increase 

availability of plasma for plasma protein manufacture 

• Considerations to implement a contract/toll plasma fractionation program and 

to address technical and financial issues 

• Cost considerations in plasma collection and fractionation 

• Interim alternatives to fractionation through local production by blood 

establishments of safe therapeutic plasma proteins: quarantine/retested 

plasma; pathogen-reduced plasma, cryo-poor plasma, and cryoprecipitate; 

pathogen-reduced mini-pool plasma products (cryoprecipitate, IgG, and other 

products) 

• Single-use processing for local plasma protein purification and virus 

inactivation 

• Technical solutions from the suppliers of single-use devices for local 

       processing and virus inactivation of plasma, cryoprecipitate, cryoprecipitate-     

       poor plasma and immunoglobulins 

• Role of suppliers in training of personnel and local implementation of 

technologies 

• Regulatory considerations for validation of small/medium scale plasma 

processing  

 
Discussions: 
Time will be allocated for exchanges among participants 
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LIST OF TOPICS COVERED IN THE 
PRESENTATION

• Importance of Plasma Derived Medicinal Products (PDMP)

• Mini-Pool Plasma Fractionation 

• Egyptian Experience of the economic impact of using Mini-Pool Fractionation 

Technology

• Short video showing Mini-Pool Fractionation Technology



BACKGROUND

• WHO urges establishment of sustainable blood and plasma programmes to achieve 
self-sufficiency of plasma-derived medicinal products, namely immunoglobulins and 
coagulation factors, which are needed to prevent and treat a variety of serious 
conditions that occur worldwide

• Accessibility to safe treatment products remains a challenge which undermines 
both safety and quality of life of these patients. 

• Many Low Middle Income Countries (LMICs) have advanced national blood 
transfusion services (or at least one national blood transfusion center) capable of 
collection, processing and testing of blood components

• There is significant waste of FFP due to limited clinical transfusions in LMIC

Burnouf, T. and J. Seghatchian, "Go no Go" in plasma fractionation in the 

world's emerging economies: still a question asked 70 years after the COHN 

process was developed! Transfus Apher Sci, 2014. 51(2): p. 113-9.



MINI POOL PLASMA 
FRACTIONATION

Enabling National Blood Establishments to 

produce safe plasma coagulation factors and 

immunoglobulins



Rationale  

Local mini-pool fractionation 

in 

validated sterile medical devices

Production of Safe Coagulation Factors & Immunoglobulins

Is it a Pragmatic way to fill the supply gaps ?

Improving Utilization of Wasted FFP in LMICs
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PRODUCTION OF S/D CRYOPRECIPITATE

53,631 bags 250 
IU FVIII and 

43,895 bags 500 
IU FVIII

8,158 S/D-F cryo
medical devices

285,250 units 
dry cryo

• Production of 36 million units of FVIII at a cost of USD 2.54 

millions (USD 0.07/unit FVIII)

• Cost of imported this amount of industrial product would be 

USD 5.44 millions (USD 0.15/unit FVIII)

• Direct cost saving is close to USD 3 millions

• No FVIII inhibitors in 20 severe Hemophilia A PUPS 



ITP PID

CLINICAL EXPERIENCE WITH MINI-
POOL IVIG
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Mini-Pool IVIG Replacement Therapy 
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SUMMARY

• Mini-Pool plasma fractionation is successfully developed and implemented 

• It offers developing countries an access to use domestic plasma for local 
preparation of plasma products with safety and efficacy similar to industrial 
products

• It can be an intermediate step in the preparation for large scale plasma 
fractionation projects

• MP-IVIG medical device can be a practical tool to prepare                      
hyper-immunoglobulin from convalescent plasma in epidemic areas

• It can be also used to prepare strategic products such as anti-hepatitis B and 
anti-D hyper-immunoglobulin



https://drive.google.com/file/d/1gPsUBYt8VwuQD7oEBIGa9IG9
Y9EWGbnl/view?usp=sharing

https://drive.google.com/file/d/1gPsUBYt8VwuQD7oEBIGa9IG9Y9EWGbnl/view?usp=sharing

