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Today’s Contents

1. Recent topics of microbiome Based 
Drug Discovery and Development

2. Pre-competitive activities by 
consortiums in the world
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Various Microbiome related drug discovery approach

https://www.sandwalkbio.com/microbiome-drug-database

Live Biotherapeutic 
Products
(LBPs)
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MBDD(FMT) : Recognized Globally

5

Moving towards becoming standard of care

Regulatory Status

❖FDA-approved FMT 
products available in 
the U.S. and EU

❖Japan/Asia needs 
regulatory standards

✔ Nov. 2022, world’s first FDA 
approval of REBYOTA for CDI *1

✔ Apr. 2023, FDA approval of 
VOWST, as first oral treatment 
for CDI *2

Stool-derived product 

development  accelerating in 

the U.S

150 mL fecal microbiota 
suspension containing a 
consortia of 108 to 1010 
(CFU)/mL

✔ Nov 2022, BIOMICTRA, a FMT syringe 
formulation developed by BiomeBank, receives 
first-ever regulatory approval for CDI *3

Australia leads in FMT regulations 

globally

Dec. 2022, European Medicines 

Quality Directorate sets guidelines 

for FMT

Aug. 2022, UK’s NICE creates 

guideline for FMT for CDI 

*1:https://www.fda.gov/news-events/press-announcements/fda-approves-first-fecal-microbiota-product
*2:https://www.fda.gov/news-events/press-announcements/fda-approves-first-orally-administered-fecal-microbiota-product-prevention-recurrence-
clostridioides
*3:https://www.biomebank.com/news/biomebank-announces-world-first-regulatory-approval-for-donor-derived-microbiome-drug/

https://www.fda.gov/news-events/press-announcements/fda-approves-first-fecal-microbiota-product
https://www.fda.gov/news-events/press-announcements/fda-approves-first-orally-administered-fecal-microbiota-product-prevention-recurrence-clostridioides
https://www.fda.gov/news-events/press-announcements/fda-approves-first-orally-administered-fecal-microbiota-product-prevention-recurrence-clostridioides
https://www.biomebank.com/news/biomebank-announces-world-first-regulatory-approval-for-donor-derived-microbiome-drug/
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Maat Pharma announced positive outcome of Maat013 for aGVHD

https://www.maatpharma.com/wp-content/uploads/2025/02/2025_Corporate_presentation-MaaT-Pharma-Feb25.pdf
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Maat Plans to submit EMA

https://www.maatpharma.com/march-18-2025-maat-pharma-announces-positive-outcomes-from-final-dsmb-meeting-
for-pivotal-phase-3-clinical-trial-evaluating-maat013-in-acute-graft-versus-host-disease/
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A-FMT for Ulcerative Colitis (UC)

8/16

• Our FMT method: A-FMT (Pretreatment with combination of three Antibiotics and FMT)

• Aiming to eliminate the initial imbalance in the microbiome and establish a balanced microbiome 

through FMT

• Juntendo University and MGTx initiated pivotal study of A-FMT for UC from Jan. 2023 

under the Advanced Medical Care Program authorized in Japan

• Advanced Medical Care Program offers an official approval path for medical treatments and potential 

reimbursement

• We have completed clinical studies with 37 patients in December 2024.
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Indication Expansion
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Positive clinical outcome in Oncology from Taiwan
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MS-20 is categorized in the “Microbiome Modulator”. 



NSCLC Human Clinical trial
MS-20＋Keytruda for treatment of advanced NSCLC
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Placebo + Keytruda (N=4)

MS-20 + Keytruda (N=8)

Object response rate (ORR) Progression free survival (PFS)

• Placebo + Keytruda, mPFS=4.5 months
• MS-20 + Keytruda, in 1 year of observation 

period, the median PFS has yet to be reached

• Placebo + Keytruda, ORR=25%
• MS-20 + Keytruda, ORR=75%, complete 

response rate=12.5%
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Today’s Contents

1. Recent topics of microbiome Based 
Drug Discovery and Development

2. Pre-competitive activities by 
consortiums in the world
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APMC Public Private Partnership outcome
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https://gut.bmj.com/content/early/2025/02/26/gutjnl-2024-334501

Created LBP guideline under Asia Pacific Microbiota Consortium(APMC) 
discussion lead by Taiwan Microbiota Consortium(TMC)
Member: Taiwan, Australia, Hong Kong, Japan, Malaysia, Singapore
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A New US/EU collaboration is started 

MTIG(US) and EMIH(EU) Sep. 2024.

The Microbiome Therapeutics Innovation Group (MTIG) today announced 

an agreement between MTIG and the European Microbiome Innovation 

for Health (EMIH) association for a collaboration to advance microbiome 

drug development, explore synergies between international regulators, and 

convene cross-continental meetings to incorporate the perspectives of a 

wide-range of drug developers.
https://www.globenewswire.com/news-release/2024/09/23/2951313/0/en/European-Microbiome-

Innovation-for-Health-and-Microbiome-Therapeutics-Innovation-Group-Announce-New-Collaboration-

Agreement.html

https://microbiometig.org/statements/
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https://www.globenewswire.com/news-release/2024/09/23/2951313/0/en/European-Microbiome-Innovation-for-Health-and-Microbiome-Therapeutics-Innovation-Group-Announce-New-Collaboration-Agreement.html
https://www.globenewswire.com/news-release/2024/09/23/2951313/0/en/European-Microbiome-Innovation-for-Health-and-Microbiome-Therapeutics-Innovation-Group-Announce-New-Collaboration-Agreement.html
https://www.globenewswire.com/news-release/2024/09/23/2951313/0/en/European-Microbiome-Innovation-for-Health-and-Microbiome-Therapeutics-Innovation-Group-Announce-New-Collaboration-Agreement.html
https://microbiometig.org/statements/
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A New Initiative in JMBC
• In Japan, JMBC created a new project for the 

acceleration of FMT drug development in January

• JMBC plans to accelerate to develop FMT drugs 
with appropriate stakeholders.

• Preparation of the initiative is on the way. 

• In the future JMBC hopes to collaborate with 
MTIG and EMIH.
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Summary
• Development of Microbiome Based Drug continues to deliver new 

drugs as one of the promising new modalities.

• Industry group such as MTIG, EMIH and JMBC are currently 
collaborating regulatory authorities, such as FDA, EMA and PMDA 
to create appropriate regulatory environment for Microbiome 
Based Drugs.

• Acceleration through Public Private Partnership is powerful way 
for the new modality drug development.
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