WO 2018/004586 PCT/US2016/040290

Fig. 1

Screened (n =42)

Inclusion and
Exclusion Criteria

\,

>l Excluded (n = 02)

\4
Enrolled = 40

|

Randomized (n = 40)

{ I

Placebo Group (n = 20) B. coagulans MTCC 5856

{ l N 4 i ™\
Received allocated Allocati Received allocated
Intervention (n = 20) ocatton intervention (n = 20)

\. J \. J
4 N 4 ™\
Discontinued intervention Discontinued intervention
(n=00) Follow-up (n = 00)

\ y, \. y,
Excluded from analysis Excluded from analysis
Safety evaluation (n = 60) Safety evaluation (n = 00)
Efficacy evaluation (n = 00) Analysis Efficacy evaluation (n = 00)

J/
1/7

SUBSTITUTE SHEET (RULE 26)



WO 2018/004586 PCT/US2016/040290

Fig. 2a

ek

(24

1@ -

Mean Valoe of HARED Rading Scale

Baselns 3 alays A dhavs ) davs (sad of
the studdy)
B Placehe DB coagnlans BITOC 8856

Fig. 2b

18 - _
. N 1
ol &
el .
.
o
A
£ 4
S e
H ol

Rassline RS EL sitdayy S daeads
the sl

B Phwebe OB oeraian MTOL X8

2/7

SUBSTITUTE SHEET (RULE 26)



WO 2018/004586 PCT/US2016/040290

Fig. 2¢
8

=

g 20

0

m B

OIS

l\'._\e)

Seat

Peg

RUE

@

W

2 5.

3

Tt

&5

-
RBageline Jglayy B daya 90 days fend of
the study)
B Placebo 0B, coagulans MTOC S856
Fig. 2d
134
= {H} -
& 1)
;L\s
1 N )
® S 80
0 g |
Y s::: .
S E au- ?
£ i
w B4 -
& w
.f!é
ﬁ 3
@ - _ | k
Baseline 3 days &l days 90 days (eudl of
the St“(]}f:l

B Placsbo OB voagulans MTCC 8886

3/7

SUBSTITUTE SHEET (RULE 26)



WO 2018/004586

Nhewn vilbne of LG vating soals

Blpoan N v UL S i Soaly

<

X
¥
3

Sk
"t

PCT/US2016/040290

¥ig. 3a

Baseline

Srdayy B days Wridays{end of
thie vtndyy

& Placeho UR coagulany MTOC 888

Fig. 3b

Rexaline

Ity At dagy siend s

thestudyy

B Motehy  UR tosnabie MIUU s

4/7

SUBSTITUTE SHEET (RULE 26)



WO 2018/004586

BEean Yolne of Dementis - Total

Bheaw Vsbne of Domeniia - Tt

frespency woring

rraction suors

Fig. 3¢

PCT/US2016/040290

Haneline I dayy

&l days

8 Placshy OB congulans MTOC 8888

Fig. 3d

S0 days fend
the study)

Baseling Hrdayy

&0 days

#Plodw OB voapulans MTCC 8888

5/7

SUBSTITUTE SHEET (RULE 26)

Shaduys{ond of
the study)



WO 2018/004586

% Ysineiandast

o
x:

Elemsy vidne ol €

desn vabue of mEAS

Crusstivnnaire

PCT/US2016/040290

Fig. 3e

ooy

Yo

P e S

Rageline 3k Sy S dayy fendad
the stadyy

BPaobo OB conpulans MICC 8886

Fig. 3f

Baseline 30 days O dliva @ dsees {end of
the study)

# Flucebe OB comgnlans JTUC SRSS

6/7

SUBSTITUTE SHEET (RULE 26)



WO 2018/004586 PCT/US2016/040290

Fig. 4

T ¥
N
N oo
® X
T
,,,,,,,,,,,,,,,,,,,,,,, S

perosidase g/ mly

"

Berum Sy

B oonsgalans MTOC SN2 Placebe

B Bassfine D Ead of the Sty (T 8

7/7

SUBSTITUTE SHEET (RULE 26)



