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This report presents the recommendations of a WHO Expert 
Committee commissioned to coordinate activities leading 
to the adoption of international recommendations for the 
production and control of vaccines and other biological 
products used in medicine, and the establishment of 
international biological reference materials.
Following a brief introduction, the report summarizes a 
number of issues brought to the attention of the Committee 
at its meetings held in October 2020 (via WebEx video 
conferencing) and December 2020 (via Zoom video 
conferencing) during the COVID-19 outbreak. Of particular 
relevance to manufacturers and national regulatory 
authorities are the discussions held on the development 
and adoption of new and revised WHO Recommendations, 
Guidelines and guidance documents. Following these 
discussions, the following three documents were adopted 
on the recommendation of the Committee: (a) WHO 
Recommendations to assure the quality, safety and efficacy of 
typhoid conjugate vaccines; (b) WHO Recommendations to 
assure the quality, safety and efficacy of enterovirus 71 vaccines 
(inactivated); and (c) Collaborative procedure between the 
World Health Organization and national regulatory authorities 
in the assessment and accelerated national registration of 
WHO-prequalified in vitro diagnostics.
Subsequent sections of the report provide information on the 
current status, proposed development and establishment of 
international reference materials in the areas of: biotherapeutics 
other than blood products; blood products and related 
substances; cellular and gene therapies; in vitro diagnostics; 
standards for use in high-throughput sequencing technologies; 
standards for use in public health emergencies; and vaccines 
and related substances.
A series of annexes is then presented which includes an 
updated list of all WHO Recommendations, Guidelines 
and other documents related to the manufacture, quality 
control and evaluation of biological products (Annex 1). The 
above three WHO documents adopted on the advice of the 
Committee are then presented as part of this report (Annexes 
2–4). Finally, all new and replacement WHO international 
reference standards for biological products established 
during the October 2020 and December 2020 meetings are 
summarized in Annex 5. The updated full catalogue of WHO 
international reference standards is available at: http://www.
who.int/bloodproducts/catalogue/en/.

http://www.who.int/bloodproducts/catalogue/en/
http://www.who.int/bloodproducts/catalogue/en/
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