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IPFA, the association for the not-for-profit plasma organisations

• The International Plasma and Fractionation 
Association (IPFA) is an association 
representing organisations engaged in 
fractionation of plasma into plasma-derived 
medicines as well as in the collection or 
testing of plasma for fractionation purpose. 

• IPFA´s members are from the not-for-profit 
sector and include organisations with a 
clear public mission. 

• Members come from all over the world and 
represent 

• manufacturers (fractionators) who 
produce the plasma products, 

• blood establishments collecting 
plasma

• institutions who carry out clinical 
quality testing of plasma.
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Dynamic balance
Patient 
access

“Reward” for 
innovation

Image created by DALL-E (OpenAI), prompted to visualise the dynamic 
balance between reward for innovation and patient access to treatment
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In a moment of need… prioritisation exercise

Based on :

• Therapeutic 
alternatives available

• Quality of Evidence 
available

• Other considerations
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Challenges and Opportunities in the dynamic 
balance
• Very costly clinical studies (including the IMP very high costs), in a situation of regular supply 

challenge

• Rare diseases / over-solicited patient population / existing approved “use” (in-label or 

“guideline-recommended”)

• Country-level Market Access process not considering the available evidence for price 

differentiation

• Evolving pathology / treatment landscape (especially in Secondary Immunodeficiency, eg

arrival of CAR-T-related use of immunoglobulins)

• Existence of core SmPC / Ig’s are not interchangeable and not biosimilars

• Plasma collection geographical imbalance and Ig supply/demand evolution
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How can we overcome challenges together?

• Predictability/Clarity/Transparency around Core SmPC process 

and its evolution

• Collaborative approach to clinical development, including 

anticipation of potential iatrogenic side effects of other drugs

• Innovative approach to evidence generation and consideration & 

use of all available evidence

• Use of real-world evidence to clarify/confirm Core SmPC 

indications / provide clinical use guidance (eg dose)
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Thank you !

Any feedback?
Reach out !

@KarenPinachyan

@Karen_Pinachyan

Special thanks to IPFA team (Françoise Rossi, Leni von Bonsdorff) 
& colleagues who provided ideas, insights and feedback for the presentation
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