
LBPs are gaining momentum in 
drug development, particularly 
for indications such as recurrent 
CDI, inflammatory bowel dis-
ease (IBD), and cancer immu-
notherapy

The Asia-Pacific region, 
followed by North America and 
Europe lead live biotherapeutic 
clinical trials

The majority of LBPs trials:
53% are in phase II, with 36% 
phase I, and 11% in phase III.

Given their unique nature, the CMC requirements for LBPs 
require strict adherence to regulatory guidelines to ensure 
quality and safety

Key CMC challenges in terms of manufacturing include 
process upscaling, batch-to-batch variability and 
di�erences in the growth yields and strain characteristics

Safety evaluation of LBPs requires a case-by-case 
approach, to ensure the microorganism(s) contained 
within the LBP are adequately characterized

The content of this publication is proprietary to Novotech Health Holdings. No part of this publication may be reproduced, distributed, or transmitted in any form or by any means, including photocopying, recording, or 
other electronic or mechanical methods, without the prior written permission of Novotech except in the case of quotations embodied in reviews and non-commercial uses. Please note that this copyright statement 
applies specifically to this publication and its content and does not extend to other materials or intellectual property owned by Novotech. Any unauthorized reproduction or distribution of this publication or any portion 
thereof may result in legal action taken by Novotech to protect its rights. For permissions or inquiries, please contact: communications@novotech-cro.com

LIVE BIOTHERAPEUTIC PRODUCTS     
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The global market for 
LBPs and microbiome 
CDMO is expanding

Developing and 
manufacturing LBPs 
requires a thorough 
understanding of 
regulatory guidelines

A comprehensive 
nonclinical evalua-
tion encompassing 
e�cacy and safety is 
required for success 
in the clinic
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