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Abstract: In recent years, fecal microbiota for transplantation ( FMT)
has developed rapidly as a potential intervention for numerous conditions
that may be caused by gut microbiota disorders and there are fecal
microbiota products ( FMP ) have been approved to treat recurrent
Clostridioides difficile infection ( rCDI) . There is currently no unified
positioning and regulatory measures for FMP internationally, which poses
challenges for the development of such products. This article proposes
several thoughts on the regulation and evaluation of FMP based on
reviewing the regulatory strategies of different countries for FMP and the
research and regulatory situation of approved products,in order to provide
reference for the development and application of such products.
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FMP 7 iy SO ek 1) S o P 32 A RS0 O AN S 7
S5, R BB E AN R Bk A
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2011 AETT 4R, 56 [ 2 i 24 B 45 33UR) (Food
and Drug Administration, FDA) JFIETE Xt FMP [ W
EEW, IR Hodn 4 FMP, E SOy d A PR 45 1
F) 5 5 4 Ik #4418 5 — A R O R

FDA F 2013 4 4 J 0T TARAH 2, 45 i FMP
a9 E T2 W 5 67 N850 B0
SiE ) FMP 22 42 il it 87 3L, 5 SR A7 24 I IR 1 5
(investigational new drug,IND) H &, H 5yl A4 ¥y &
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Research, CBER) Wi%% .

2013 4 5 J] FDA A1 3¢ B [ 57 T4 6F 5% B
( National Institutes of Health, NIH) & £E Il I& B Uifi . B}
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WA BT FDA EDRS 2 EUIRGER () FMP
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P A £ Bk s A 0 175 [) 8 5 e 16
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R H P 24 5 45 38 5 ( Therapeutic Goods Admin-
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AT
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TF il RIS ,3 28 4 228 Wy il 30 o5 S AE 3 i PR AF
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B LT A= Wy R AL AE B RE BN H 45 1
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ment of Clostridioides difficile infection not responsive to
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2.1 REBYOTA™ (RBX2660)
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Ji7 B B 25 24 TRy 18 % K LA b CDI jR B R #5%2
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Ferring 1 Je kAT 0] 45 18 2 FHA A Xof (44 32 17 i
A, A A A A 45 100 V8RR A5 A, DA A AR A4S 1 £t
JRE TR I TE XU A 2R o Ferring 7 SR LIRS AT,
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AT HRAIH

Ferring MBI FEME )5 )5 A= 7 id . il
iR A S PEG3350 11 0. 9% NaCl Y84 T 50
2§ (drug substance,DS) , fiJ5 F DS 150 mL 3 75 250 mL
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3 dBER 1 IR R 4 kign 2, 1Tl 18 % LA I CDI
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WSS FMP FRUE i £ 128 38 I UE K A FH
SELRAS 5 TR LI A DXURS: , A X e o 7 P )
RN IT I BOE R R F AR o . o T
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