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Fecal/Microbiota for, Transplantation: Safety/ Communication:. Risk¢of/Serious
Adverse Reactions Due to Transmission of'Multi:-Drug/Resistant Organisms)(1)

UDIENCE: Patient, Healthcare
Professional

ISSUE: The FDA is now aware of
bacterial infections caused by multi-drug
resistant organisms (MDROs) that have
occurred due to transmission of a MDRO
from use of investigational fecal microbiota for
transplantation (FMT):

+ Two immunocompromised adults who
received investigational FMT developed invasive
infections caused by extended-spectrum beta-
lactamase (ESBL)-producing Escherichia coli
(E.coli). One of the individuals died.

— FMT used in these two individuals were
prepared from stool obtained from the same
donor.

— The donor stool and resulting FMT used
in these two individuals were not tested for
ESBL-producing gram-negative organisms
prior to use. After these adverse events
occurred, stored preparations of FMT from
this stool donor were tested and found to be
positive for ESBL-producing E. coli identical
to the organisms isolated from the two
patients.

Because these serious adverse reactions

occurred with investigational FMT, FDA has
determined that additional protections are
needed for any investigational use of FMT. FDA
has notified all Investigational New Drug (IND)
holders of these requirements and that they
need to implement these new requirements no
later than July 15, 2019.

Read the MedWatch Safety Alert, including
a link to the FDA Drug Safety Communication,
at:

https://www.fda.gov/safety/medwatch-
safety-alerts-human-medical-products/
fecal-microbiota-transplantation-safety-
communication-risk-serious-adverse-
reactions-due?utm_campaign=FDA %20
MedWatch%20Fecal%20Microbiota%20
for%20Transplantation%3A%?20Safety%20
Communication&utm_medium=email&utm_
source=FEloqua

SEE FDA S0 I E B E A AR
% (fecal microbiota for transplantation, FMT )
FRE (% 2 HPTBE MR (multi-drug
resistant organisms, MDROs ) » 32 3¢ HIT Bl JBK
4% - FMT WF5eassi 2 24 IR DURE(R N RAAE
B EMT GRS B - PRI >
M (extended-spectrum beta-lactamase, ESBL)

ARG (Escherichia coli, E.coli) 5 |2%HY
{RERE RS - Hp— AZET -
(1) FAfELAE Y FMT 2 1E

HYZE (5 iRy -

(2) fEHEST FMT R » REHE R A HAYHE
2 S AL FMT 3#£17 ESBL %5l
REMEETE - ER4EASREM
% - heBEEkfaNE E R FMT B4R
PR HB ESBL E.Coli B HELZZ R 44
WA S LR B A R REAHE]

FHRE 28 B B A R FE 3% 42 7 FMT bt
Ferh » [KIth FDA B E LTSS FMT 65%
HR TR EEH I M CRER It - FDA ESBAIFTE I
e EE (Investigational New Drug, IND ) (Z /Y
FFRR 201947 A 15 H ZATE a0 -

FERHER S B RS EE 2295 FDA H84L: ¢

https://www.fda.gov/safety/medwatch-

[ — 1 R &

safety-alerts-human-medical-products/
fecal-microbiota-transplantation-safety-
communication-risk-serious-adverse-
reactions-due?utm_campaign=FDA%20
MedWatch%20Fecal%20Microbiota%20
for%20Transplantation%3A%?20Safety%20
Communication&utm_medium=email&utm_

source=Eloqua

(RFED)
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