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— Not yet recruiting

' Recruiting

' Enrolling by invitation
~ Active, not recruiting
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— Completed

- Withdrawn
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Age Group @:

() Child (birth-17)

[ Adult (18-64)
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= All
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Active, not Fecal Microbiota Transplantation for the Treatment of Obesity

Randomized Controlled Trial of Fecal Microbiota Transplantation
in Severe Obesity

Fecal Microbiota Transplantation for Diabetes Mellitus Type Il in
Obese Patients

FAECAL MICROBIOTA TRANSPLANTATION IN OBESITY

Proposal to Examine the Effect of Fecal Transplantation on
Obesity

Fecal Microbiota Transplantation to Treat Recurrent C. Difficile

Associated Diarrhea Via Retention Enema or Oral Route

Fecal Microbiota Transplantation for the Treatment of Metabolic
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Fecal Microbiota Transplantation (FMT) in Nonalcoholic

Obesity

Obesity, Morbid

Diabetes Mellitus,
Type 2
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Obesity, Morbid

Disorientation as to
People, Time and
Place

C. Difficile

Metabolic Syndrome

Nonalcoholic Fatty

Biological: Fecal Microbiota
Transplantation

Other: Placebo

Other: Fecal microbiota
transplantation

Other: Placebo: fecal microbiota
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Procedure: gastroscopy

Drug: Fecal Microbiota
Transplantation

Other: high fat low fiber diet
(and 2 more...)

Other: Fecal microbiota
transplantation

Other: fecal material

Other: normal saline

Biological: Frozen Microbiota

Biological: Lyophilized Microbiota

Other: fecal microbiota
transplantation from healthy lean
donors

Drug: Fecal Microbiota
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Volume 9
ISSN 1674-800X Issue 5
May 2018

Protein & Cell

Microbiota transplantation: concept, methodology and
strategy for its modernization

Authors Authors and affliations

Faming Zhang [~] , Bota Cui, Xingxiang He, Yugiang Nie, Kaichun Wu, Daiming Fan,

FMT-standardization Study Group

COVER

Say bye to crude FMT by targeting purified microbial cells
from donated healthy stool using an automatic purification
system. Scanning electron microscope confirmed the “clean”
bacteria from the frozen fecal microbiota suspension which
was provided by fmtBank as a national non-profit stool
bank.

% Higher Educution P ey @ Springer Oper

Zhang Faming et al. FMT-standardization Study group. Protein Cell. 2018



Safety and quality control of FMT

1. Total AEs at low level----safety data level
Exclusive lab room for preparation is required, but GMP-lab is the future

2. Maintaining functional microbiota in short process time---efficacy data level

3. Sources traceability: donors’ fecal samples stored for > two years---Law level
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FMT procedure related AEs: could be prevented
Mid-gut FMT: inappropriate techniques and procedures
two reported deaths could be avoided?

aspiration is the direct reason of death

Gweon et al. Gastroenterol Res Pract. 2016
Furuya-Kanamori et al. J Clin Gastroenterol. 2017
FMT-standardization Study Group. Protein Cell. 2018



Long term monitoring providing safety data

httpaifydsihdi ) I 4,. ) )/ D) u.s. National Library of Medicine
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. Observational [Patient Registry]
REF. E‘I‘ §é‘ I . 4000 participants
= AR . Other
. Prospective
Target Follow-Up Duration: 10 Years
Official Title:  Fecal Microbiota Transplant National Registry
HARS: AR Actual Study S E - September 20, 2017

RRER A AR A\ by T, st j August 2021
BIEEASTAER o DRSCRGEREAESTRey Voo 0 P T ERR ot 2026
ugust 202

10-year follow-up for donors and patients AGA’s FMT national registry

Kelly et al. Gastroenterology. 2017
FMT-standardization Study Group. Protein Cell. 2018



Herpes zoster
Hematochezia
Bloating
Vomiturition
Increased flatulence
Abdominal pain
Fever

Increased frequency of defecation

1yr-Syr
1mo-1yr
1w-1mo
3d-1w

During
operation

Increased frequency Fever Abdominal pain Increased Vomiturition Bloating  Hematochezia Herpes zoster
of defecation flatulence

0 1 3

Fig. 1 A rotal of 184 frequencies of FMT were performed fever (8), abdominal pain (5), flatulence (2), hematochezia
for 139 patients with Crohn’s disease. During the long- (1), vomiturition (1), bloating (1) and herpes zoster (1).
term follow-up, 13.6% (25/184) of all FMTs had mild All AEs occurred within 1 week after FM'T. There were no
AEs, including increased frequency of defecation (13), serious AEs after FMT

Wang Honggang, et al. Zhang Faming. Adv Ther. 2018
FMTREEASKEAFT REHFN S F4%: 1A
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The safety of fecal microbiota transplantation for Crohn’s

disease: Findings from long-term study (n=139)
Purification for fecal microbiota reduced the rate of AEs without affecting efficacy
(total 184 FMTs in 139 CD pts)

TFMAF REGSHIETX, SRERIRESEMAR! !

| Methods | % of adverse | P | % of | P
events improvement

Manual (before April 2014) 21.7% (15/69) 77.6% (52/67)

Automation (after April 8.7% (10/1 15) Lk 65.3% (47/72) LU

2014)

Wang Honggang et al. Zhang Faming. Adv Ther. 2018



Timing of FMT for Crohn’s disease: 3 months

p-value = 0.7038

HBI score
maintained days after FMT

first FMT second FMT

@ Donors

@ pre-1st-FMT

# 3D post-1st-FMT
® pre-2nd-FMT

0.13647

PC2=

-0.2 0 0.2
PC1 = 0.17047

Li Pan et al. Zhang Faming. Appl Microbial Biothech. 2018




providing national non-profit service
Safety and quality management
Government and hospital supports

Social challenge
Financial difficulty
Team building




From FMT to selective microbiota transplantation (SMT)

Table 2. Possible usage of microbiota transplantation in human diseases

Types Sites Microbiota Suitable dosage forms Possible management in policy
profile
FMT Microbiota to gut Whole Pill, suspension Medical technology or drug
SMT/mini- Microbiota to gut Selected Pill, powder, suspension Medical technology or drug
FMT
SMT Microbiota to sinus Selected Powder, spray, Medical technology, drug or heath
suspension products
SMT Microbiota to vagina Selected Pill, powder, suspension Medical technology or drug
SMT aginal microbiota to Selected/whole Powder, spray, Medical technology, drug or heath
skin suspension products
FMT= fecal microbiota transplantation EEBEMT
SMT= Selective microbiota transplantation ) 4 ) 4
mini-FMT = E7ZE#E#IFMTHSMT, BT i5iE | XEBEFMT ﬁ*fﬂ*@ﬁsm
miniFMT

Zhang Faming et al. FMT-standardization Study group. Protein Cell. 2018



¥TIF: FMT |



EEMRY: GRATET

Transendoscopic Enteral Tubing | TET



TET: \PEERZEK

- CFDA#L /#2017
ER - BEAE2015




EE M+ 25 IRFNT

www thieme.com

" Colonic transendoscopic
enteral tubing: A novel way
of transplanting fecal
microbiota

10.1055/s-0042-105205
Endosc Int Open 2016; 4: E610-E613

Publishing House and Copyright:
o206

F @ Thieme

gk % BAHFIBA. 45 %82 TET. Endosc Int Open. 2016
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Table1 Characteristics of patients undergoing FMT through colonic TET.

Characteristics N (%)

Total number 54 (100)
Age, mean = 5D, years 345+10.4
Male 32(59)
Disease category
Ulcerative colitis 23 (42.5)
Crohn’s disease 16(29.6)
Unexplained chronic diarrhea 5(9.3)
Constipation 5(9.3)
Small intestinal bacterial overgrowth 3(5.6)
Irritable bowel syndrome 2(3.7)
TET success rate, n (%) 54 (100)
Tubing time, mean £ 5D, min 143+5.8
Retention time of tube, mean £ 5D, days 12.4+2.3
Removal of tube
Tube falling out 35(64.8)
Tube extraction 19(35.2)
Satisfaction survey for FMT via TET 53 (98.1)

Peng. et al. Endosc Int Open. 2016
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R iHIEEE : mid-gut TET

Transendoscopic Enteral Tubing | TET



Long et al. BMC Gastroenterology (2018) 18:37
httpsy//doiorg/10.1186/51287 6-018-0766-2 BMC Gastroe ntermgg}r

A novel quick transendoscopic enteral @<
tubing in mid-gut: technique and training
with video

Chuyan Long', Yan Yu'”, Bota Cui ™, Sabreen Abdul Rahman Jagessar'#, Jie Zhang', Guozhong Ji',

Guangming Huang'~ and Faming ihangl'u"""@

Long et al. BMC Gastroenterol. 2018
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Long Chuyan, et al, Zhang. BMC Gastroenterol. 2018
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gjunal tube insertion methods

Tubing Advantages Disadvantages
time{min)
42 Endoscopic view, time Interventional endoscopy
saving, no need of switch
tube from mouth to nasal
orifice, no need of
confimation by X-ay

Blind insertion 7-68 Safe and less cost Time-consuming, low success

74 35 ate. nesd confimmation of th

[24, 25 rate, need confirmation of the
location

D5A 10, 8 49-170 Safe and less cost lime-consuming, X-ray

EM-guided 13-98 2-20, Operation by fraine Time consuming, the evidence for
[10, 28, 29 nurses hedside, altersd upper Gl anatomy
no need of fasting after surgery is scarce

laditional | J Under endoscopic Interventional end: _

endoscopic consuming, tube locatic

[10, 13,15, 16, 30 changing, switching tube from
mouth to nasal orifice

Long Chuyan, et al, Zhang. BMC Gastroenterol. 2018
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X L 2 4 . : microbiota transplantation,

China National Committee for Terms in Sciences and Technologies R 1,

Fecal microbiota transplantation

Z IR A B { (Cap-assisted endoscopic sclerotherapy, CAES) Pl iR
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an

DR P BE R AL A CAES

Cap-assisted endoscopic sclerotherapy AR i, 2015
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Disclosure statement
The inventor of GenFMTer (FMT medical. Nanjing)
The inventor of TET devices (FMT medical. Nanjing)

E i SE TRV SR 1N

The sponsor of non-profit national microbiota bank fmtBank
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The inventor of GenFMTer (FMT medical. Nanjing)
The inventor of TET devices (FMT medical. Nanjing)

The sponsor of non-profit national microbiota bank fmtBank
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the FMT-standardization Study Group members as follows:

Baisui Feng, The Second Affiliated Hospital of Zhengzhou University

Dongfeng Chen, Daping Hospital of The Third Military Medical University

Jianlin Ren, Zhongshan Hospital of Xiamen University

Mingming Deng, The Affiliated Hospital of Southwest Medical University

Ning Li, The Tenth People’s Hospital of Tongji University

Pengyuan Zheng, The Fifth Affiliated Hospital of Zhengzhou University

Qing Cao, Shanghai Children’s Medical Center

Shaogi Yang, General Hospital of Ningxia Medical University

Xingxiang He, The First Affiliated Hospital of Guangdong Pharmaceutical University
Yu Liu, Sir Run Run Hospital of Nanjing Medical University

Yugiang Nie and Yongjian Zhou, Guangzhou First People’s Hospital of Guangzhou MU
Daiming Fan, Kaichun Wu and Yongzhan Nie, Xijing Hospital of Digestive Diseases
Guozhong Ji, Pan Li, Bota Cui and Faming Zhang, The Second Affiliated Hospital of NJMU
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Thanks to my group members and collaborators
fzhang@njmu.edu.cn
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