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Mela Annurca (Malus pumila Miller cultivar Annurca)
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Assessed for eligibility (n=340)
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Intervention Received allocation (n=114)
Allocation Dropout due to lack of efficacy (n=8)

Full

analysis set

Placebo Received allocation (n=125)
Allocation Dropout due to lack of compliance

Follow-up Lost to follow-up due to lack of

Ineligible patients (n=90):
Did not meet inclusion criteria (n=38)

L

v

Concerned about the protocol (n=4)
Fulfilled exclusion criteria (n=34)
Other reasons (n=14)

Randomisation (n=250)

Weeks 1to 4 l

Allocated to placebo (n=125):

(n=11)

Weeks 5to 12 l
Allocated to AMS (n=114):

Dropout due to lack of compliance (n=7)

Weeks 13 to 16

b

compliance (n=9)

b

!

Allocated to placebo (n=125):

Received allocation (n=125)
Dropout due to lack of compliance
(n=12)

Allocated to AMSbzs (n=113):

Received allocation (n=113)
Dropout due to lack of efficacy (n=7)
Dropout due to lack of compliance (n=9)
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Lost to follow-up due to lack of
comphiance (n=10)
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FAS (n=90):
Excluded from analysis due to lack of compliance (n=5)
Included in sensitivity analysis (n=85)

FAS (n=87):
Excluded from analysis due to lack of compliance (n=4)
Included in sensitivity analysis (n=83)




ERfESR BHE PRI NIAYTUVYIALBEADTIRG-3

(IBHRmIE = BHLD60HIE)

5B%

B4

B%

2%

E MERER AR

BEIX
TXIkYarTLy 7 2400mg
IZEFF >0, 20mg. L >
80mcg. TEH21mgE A AEEA L
77U XY b EERLIZS D,




ERFESR BHE P NIAYTVYIALEEADTIEG-4

b MES GRS ER
2. 0B = 1208% ¢, 0H = 1208%
L (R DERS)
B, 0F = 6 0 A% » 90H#% OH = 120H%&

BHI}
TR Y AT Ly s 2400081 EF F 20, 20mg, £ L 80meg. EiA2mgEAATRE LY TY X ¥ b EERLE LD,




SERFESR BHE PRI NIAY T VYT AL BEADTIREG)-5

Bt (ZHHF~EFEDERS) E MEEARERER
o )
ZDHEXRICEVED
(&5E%b<%%ﬁﬁ
TETVDOMERT
=3,
“K /

oHd = 180H% IhAEE(908H1%)

RAREEEL. 551 0OH = 6087 = 120H% = 180H%



P2IWNIAYTVYIALEENDHHRE-6

HEREE SH = RBERIEE
(IBHHIRe =» BHKLD30HR)
303 (M) 0 H 300 %

ZOEE 30H% ZOER 30H%
FTLWEDEINER I NT-, B CEBEEZ2DRENMER S N7,



P2IWNIIAYITVYIALBENDIHRE-7

— E E m
Bz
*1—F 4 IILIEZEO—BIMNCH IR T, SNRIEHNSEEZTFHIED, =

[ S A EED—F 1 I ] SB3BVWZE DIASHTIED T BIKREREE=FF> TCLET,

N
+1—F 1 IILIFED 60 H % 1208 %
EHPNEBTET,
£2 DRI 35 BIKDKD
5> )IBEMNBRDhN
PIRDFET,
. EZEOVVHELIRD
« E0)\(UD=EF
. YINE. KE ,

S PV RNUAST LY I RIBEWT
+1 —F 41 JILDIREEH M=,

YYhieD, Lidohik/\UziD

2ERIREE(C |
L BRRRIREE(C ! )




| o

(BH AT = EBEHRKLD60HE)

4 (%) FZRIVMAYITVYIR| 4 (%)

PXINIZTVYIA
+EAF>, EL 2, g

PZIWNIIAYITVYIALBENDIHRG-8
E MER ARG ER

15.9+4.3 16.4+4.6 15.7+4.8

FEEDE/cm?2 30H 14.9+4.1 -6.3 25.3+4.8 +54.3 25.1+4.4 +60.1
60H 15.3+4.9 -3.4 35.8+5.1 +118.3 35.3+5.7 +125.2

od 32.31+9.1 30.1+8.1 29.6+7.9
EE2DEZ(mg)* PELE 34.1+8.2 +5.6 36.1+7.6 +20.1 37.2+6.8 +25.7
60H 33.91+8.5 +5.0 41.3+8.5 +37.3 42.1+7.9 +42.1

oH 29.1+5.8 27.416.4 26.9+5.9
55Fv&(mg)** El: 30.7+7.0 +5.5 32.4+7.0 +18.4 33.2+7.1 +23.5
608 30.5+6.9 +4.8 37.2+6.9 +35.7 37.7+6.7 +40.1
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