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Members of IPFA

- not-for-profit plasma suppliers and plasma fractionators -





IPFA’s Mission

• An international association for not-for-profit plasma fractionators and national

blood services, embedded in community

• Committed to supporting a secure and safe supply of plasma and plasma 

products

• Promoting a not-for-profit plasma supply from volunary non-remunerated

blood donations

• Promoting the fractionation of not-for-profit plasma

• Ensuring greater access to affordable life-saving essential plasma derived

medicinal products for patients and health care providers

• Promoting plasma as a strategic resource, by encouraging countries to

develop local plasma collections programmes rendering global risks of supply

concentration

• Aiming for strategic independence of plasma



Two pillars of IPFA

1. Supply and the quality of plasma

o supply of plasma from whole blood donors (recovered plasma) and 

plasmapheresis donors (source plasma) 

o suppliers of plasma (blood transfusion organizations)

o high quality of plasma for fractionation

2. Plasma fractionation and supply of Plasma Derived Medicinal 

Products (PDMPs) for patients

o patients and hospitals: high need and demand for plasma products

o expected developments in markets, worldwide
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PDMPs have many functions in clinical therapy 
• Replacement therapy:

pro- and anti coagulant factor concentrates,

polyvalent immunoglobulins,  specific or hyperimmune immunoglobulins, 

albumin, 

alpha 1-antitrysin, 

C1-esterase inhibitor concentrate.

• Immune modulating therapy:

intravenous immunoglobulin,  

alpha 1 antitrypsin.

• Antagonist function:

prothrombin complex concentrate,  

activated prothrombin complex concentrate.

• Anti-inflammation:

intravenous immunoglobulin, 

anti-thrombin, 

activated protein C.

• Drug delivery:

fibrin glue / tissue sealant, 

transferrin

% diagnosed and treated patients worldwide:

- Haemophilia A/B:  30 %  and 25%          (WFH)

- PID:          < 10 %   and     6 %      (IPOPI)

- AAT deficiency:  10 %   and     3 %  (AlphaOne)



Of the total market, IVIG + SCIG = 

47,3%, albumin 15,7%, factor VIII 7,6% 



Of the global market, North America holds 47%, but has only 4.5% of the

world population,
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- Since 2005, the volume of source plasma has more than doubled, while the supply of recovered 

plasma has remained essentially stable. 

- > 9.3 million liters of recovered plasma remains unused



Global plasma supply is out of balance –

should we be concerned?
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Vox Sanguinis,

2010,98,447-450



Patients, who are 

dependent on these 

life-saving therapies, 

want to be reassured

that they will have 

access to a sufficiënt 

supply of safe and 

effective therapy, 

manufactured from the 

plasma of carefully

selected and tested

donors in the future.Vox Sanguinis,

2010,98,447-450



60 % of the world’ plasma supply comes from

only one (1) country.

IPFA’s view :

Plasma should be considered as a 

Strategic Resource



Strategic Resources are critical materials, defined as :

Economically important raw materials which are subject to a higher risk of 

supply interruption.

These materials are critical for a region or a country, because their lack of 

domestic production and / or inability to guarantee national supply through

importation. 

Examples: drinking water, energy, rare metals, etc.

Source: A Review of National Resource Strategies and Research, March 2012. 

http://ww.defra.gov.uk/environment/economy/



Does a higher risk of supply interruption exist?



Examples of interruptions of supply of plasma

• 1980’s : HIV (worldwide)

• 1996    : variant Creutzfeldt Jakob Disease (UK, Ireland)

• 2002    : West Nile Virus (La Réunion)

• 2003    : Dengue virus (Puerto Rico)

• 2016 : Zika Virus (Puerto Rico)

Risks for US supply of plasma ?

• For prion diseases

• For non-envelop viruses < 15 nM, no effective pathogen inactivating treatments available

Risk for US supply of PDMPs following interruptions of plasma supply ?

In case of interruptions of US plasma supply:

 Serious consequences for US supply of PDMPs, due to Import restrictions on import of 

non-US plasma to the US

 Disasterous consequences for global supplies of PDMPs



Transfusion 2013;53:438-54.



Source: WHO Recommendations for the production, control and regulation of human plasma for fractionation (2005) 

http://www.slideshare.net/rodribera/who-blood-products

In 2005:

No Chikungunya

No ZIKA

No MSM donor 

deferral policies

relaxation

No HIV pre-exposure 

prophylaxis

http://www.slideshare.net/rodribera/who-blood-products


Plasma industry has and will continue to respond to increasing 

needs for PDMPs. It is in every patient's interest to do so.

BUT

Risk management strategies are needed if this situation continues, 

and we face :

• No supply guarantee

• Emergence of new TTI in the US, that interrupts the current plasma 

collections in the US

• New clinical indications – resulting in use of IgG for common 

conditions (eg. Alzheimer’s Disease !!)

• Trade agreements, market forces, price, currency fluctuations, etc

• Natural Disasters

• Wars / regional conflicts

• ………..

Prospects and Risks - Developed Countries



IPFA’s view for a sustainable system: 

1. Plasma is a strategic resource

- Source material for production of essential medicines

• PDMPs are life saving medicines for many patients in many different diseases

• Important for public health (patients and donors) 

• High value in public perception

• Great economical value (equipment, tests, capacity, products, etc….)

2. Countries / regions should aim at strategic independence

- Safeguard the supply in a country or a region

• More focus on the supply on source plasma by converting whole blood donors into source   

donors

• Involvement and commitment of National Blood Transfusion Services 

• Involvement and commitment of Authorities (EU Commission, EDQM- Council of Europe, 

Ministries of Health, policy makers, inspectorates)

• Cooperation of all stakeholders



Strategic Independence 

for developed and developing countries –

What does it mean?

• Develop strategies which mitigate the risks of supply disruption (TTIs, 

shortages, markets, conflicts etc)

• Reduce supply dependency on one region/country

• Promote and support diverse plasma supply and product manufacture

• Establish appropriate balance between domestic supply and 

importation

• Establish ‘demand management’ plans 

Are there examples of such an approach?



Canadian Strategy

Thursday, May 5, 2016

• Paying donors for the plasma used to make these products is not a safety 

issue.

• The degree to which we currently rely on the U.S. market makes Canada, 

and Canadian patients, vulnerable in the event of a disruption in supply. 

Should no mitigating actions be taken to increase domestic sufficiency in 

Canada, this risk will become a reality.

• Canadian Blood Services has set a goal to incrementally increase the 

amount of plasma we collect. Right now, we collect close to 200,000 litres of 

plasma per year. We will need to collect an additional 400,000 to 500,000 

litres per year in the next number of years to diversify our supply and 

decrease our dependence on foreign sources.

“Canadian Blood Services does not, and will not, pay donors” 



Graham Sher, IPPC, Budapest 2018



Secure and safe supply of IgG - Australia

Strategies

1. Manage and prioritise Australian demand

2. Reduce cost of collection of plasma

3. Reduce cost of local fractionation

4. Ensure a globally diverse plasma supply and manufacturing 

capacity

5. Strive for a degree of national self reliance / self sufficiency 

currently set at 60% of total demand

J. Caulfield, Australia Red Cross Blood Service – IPFA Asia Pacific Workshop. Taipei, March 2016



A new paradigm

• Change is driven in large part by surging demand for immunoglobulin. 

• Australia is one of the highest per capita consumers of immunoglobulin.

Plasma for fractionation will  soon 

become the Australian Blood 

Service’s dominant product line



Australian sourced Immunoglobulin is not keeping pace with 

demand growth

Australia was 100% 

self-sufficient for Ig in 

2003/04

11% 
demand growth 

Demand deficit is 

mitigated with imported, 

product, sourced 

commercially in the US



ABS’ Business Strategy

Our Objective:

A manageable, ethical, safe, and 

affordable level of Ig sufficiency 

through domestic plasma production 

to assure Security of Supply for 

Australian patients.



Recommendations: 
scientific meeting on plasma supply management; discussion on VUD and compensation; discussion

on IgG levels in healthy persons; description of donorpanels; equipment manufacturers; iron deposit

supervision; German regulators on current and coming guidelines.  

and Europe….?



IPFA’s Action Plan 2018-2022

1. Shift from focus on recovered plasma only from VNRBD to

promotion of plasmapheresis from VNRBD by IPFA Workshops 

on Plasmapheresis for educational purposes.

IPFA Global Plasmapheresis Workshop

on Strategic Independence of Plasma

Januari 31st - Februari 1st , 2019, Amsterdam



IPFA Global Plasmapheresis Workshop

on Strategic Independence of Plasma

Draft programme

• Facility and logistics

• Economical factors

• Patients depending on plasma derived medicinal products

• Quality and role of competent authorities

• Donor recruitment and social marketing

• Converting whole blood donors into plasma donors

• Donation process, validation of requirements, efficacy, 
costs

• Immunisation for hyperimmuun plasma

• Donor Safety

• Crowding out of donors



What needs to be done ?

• A balance in global supply of plasma should be established

• Dependency in supply of plasma from only one (1) country should be addressed

• National Blood Transfusion Services should focus on the supply of plasma

• The efficiency of plasma collections and the costs of plasma should be brought 

in line with the market.

• EU Commission’s / National Goverment’s supported recruitment programs for 

plasma donors comparable to organ/tissue donor’ programs (Spain, Croatia)

• Countries / Europe should aim for strategic independence of plasma

• FBDO should assist in converting whole blood donors into plasma donors





Thank you for your attention


