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PREFACE

PREFACE

Plasma-derived medicinal products (PDMPs) play a major role in health care, including treatment for haemophilia,
immune diseases, certain infections, and a variety of other serious conditions. A number of PDMPs are included in the
WHO Model List of Essential Medicines, emphasizing their importance in the health system and the need to facilitate
access to these products in all countries. However, unequal access globally to PDMPs, especially scarcity in many low-
and middle-income countries (LMIC), leaves many patients with severe congenital and acquired disorders without
adequate treatment. A major factor limiting the global availability of PDMPs is an inadequate supply of plasma meeting
internationally recognized standards for fractionation. In response to this situation, the World Health Assembly in 2010
adopted resolution WHA63.12, which urges Member States “to take all the necessary steps to establish, implement
and support nationally-coordinated, efficiently-managed and sustainable blood and plasma programmes according
to the availability of resources, with the aim of achieving self-sufficiency, unless special circumstances preclude it".

Medical treatment using blood components rather than whole blood is gradually increasing in developing countries.
This results in production of plasma in excess of clinical need. Such “surplus plasma” recovered from whole blood
donations (recovered plasma) could be made available for fractionation into PDMPs to help address unmet patient
needs. However, in LMIC, good manufacturing practice often is notin place, rendering recovered plasma unacceptable
for fractionation, with considerable wastage of plasma as a result.

The WHO guidance on Increasing supplies of plasma-derived medicinal products in low- and middle-income countries
through fractionation of domestic plasma provides a strategic framework to assist Member States in increasing their
volume of quality plasma for fractionation. The guidance was developed under the WHO Action Framework to
Advance Universal Access to Safe, Effective and Quality-Assured Blood Products 2020-2023 to advance the objective
of “functioning and efficiently managed blood services”. This guidance is complementary to the WHO guidance on
centralization of blood donation testing and processing, which assists Member States in deciding whether to centralize
blood donation testing and processing and provides practical guidance in that area. Centralization of blood donation
processing can play an important role in increasing the availability of quality plasma for fractionation.

v



vi

GUIDANCE ON INCREASING SUPPLIES OF PLASMA-DERIVED MEDICINAL PRODUCTS IN LOW- AND MIDDLE-INCOME COUNTRIES
THROUGH FRACTIONATION OF DOMESTIC PLASMA

ACKNOWLEDGEMENTS

The development and publication of this guidance was coordinated by Yuyun Siti Maryuningsih (Team Lead, Blood and
Other Products of Human Origin, Health Products Policy and Standards Department, WHO headquarters, Switzerland).
The contribution of the following individuals is gratefully acknowledged.

The working group members who contributed to drafting the chapters:
Noryati Abu Amin, National Blood Centre, Malaysia
Jan M. Bult, Plasma Protein Therapeutics Association, the Netherlands
Thierry Burnouf*, Graduate Institute of Biomedical Materials and Tissue Engineering, Taipei Medical University;
informal WHO consultant for blood, France
Ubonwon Charoonruangrit, former Director of National Blood Centre of the Thai Red Cross Society, Thailand
Jicui Dong, WHO headquarters, Switzerland
Jay Epstein* Working Party for Global Blood Safety, International Society of Blood Transfusion, United States of America
Peyman Eshghi, Iranian Blood Transfusion Organization, Islamic Republic of Iran
Albert Farrugia, University of Western Australia, Australia
Giuliano Grazzini, International Federation of Blood Donor Organizations, Monaco
Alireza Khadem Broojerdi, WHO headquarters, Switzerland
Giancarlo Liumbruno, Italian National Blood Centre, Rome, Italy
Yuyun Siti Maryuningsih, WHO headquarters, Switzerland
Micha Nuebling*, Paul Ehrlich Institute, Blood Regulator Network, Germany
Christian Schaerer, Swissmedic, Blood Regulator Network, Switzerland
Paul Strengers, International Plasma Fractionation Associations, Blood and IVD Track ECBS member, the Netherlands
Jackie Thomson, South African National Blood Service, South Africa
Junping Yu, WHO headquarters, Switzerland

* Core editing group members.

The individuals and organizations who reviewed and commented on the draft guidance document:
Yetmgeta Eyayou Abdella, WHO Regional Office for the Eastern Mediterranean, Egypt
Ranjeet Ajmani, PlasmaGen BioSciences, India

~ ~ - roo. Fala Vol T

TR EER, o SR 4B T

https://www.yunbaogao.cn/report/index/report?reportld=5 24034




