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Sponsor

Novartis

Generic Drug Name

Spartalizumab (PDR001) and sabatolimab (MBG453)

Trial Indication(s)

Acute myeloid leukemia and high risk myelodysplastic syndrome
Protocol Number

CPDRO001X2105

Protocol Title
Phase 1b, multi-arm, open-label study of PDR001 and/or MBG453 in combination with decitabine in patients with acute

myeloid leukemia or high risk myelodysplastic syndrome

Clinical Trial Phase
Phase 1

Phase of Drug Development

Phase 3 (spartalizumab) and phase 1 (sabatolimab)
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Study Start/End Dates

Study Start Date: July 06, 2017 (Actual)
Primary Completion Date: September 08, 2023 (Actual)
Study Completion Date: September 08, 2023 (Actual)

Study Design/Methodology
This was a phase 1b, multi-arm, open-label study composed of six arms:

e Arm 1: Evaluation of a fixed dose of the standard of care agent decitabine, in combination with a fixed dose of
spartalizumab

e Arm 2: Evaluation of a fixed dose of the standard of care agent decitabine in combination with an escalating dose of
sabatolimab

e Arm 3: Evaluation of a fixed dose of the standard of care agent decitabine in combination with a fixed dose of
spartalizumab and an escalating dose of sabatolimab

e Arm 4: Evaluation of an escalating dose of sabatolimab
e Arm 5: Evaluation of a fixed dose of spartalizumab in combination with an escalating dose of sabatolimab

e Arm 6: Evaluation of a fixed dose of the standard of care agent azacitidine in combination with an escalating dose of
sabatolimab

This study was conducted in adult patients with acute myeloid leukemia (AML), intermediate or high-/very high-risk
myelodysplastic syndrome (MDS), or MDS/myeloproliferative neoplasm (MPN) including chronic myelomonocytic leukemia
(CMML).

Page 2



(') NOVARTIS

Centers
11 centers in 8 countries: Australia(1), Spain(1), United Kingdom(1), Finland(1), United States(3), Netherlands(1),
France(1), Germany(2)

Objectives:

The primary objective of the trial was to characterize the safety and tolerability of 1) MBG453 as a single agent or in
combination with PDR001 or 2) PDR0O01 and/or MBG453 in combination with decitabine or azacitidine in AML and
intermediate or high-risk MDS patients or MDS/MPN including CMML, and to identify recommended doses for future studies.

The secondary objectives were:

¢ To evaluate the preliminary anti-tumor activity of MBG453 as a single agent or in combination with PDR001 or PDR001
and/or MBG453 in combination with decitabine or azacitidine

e To characterize the pharmacokinetics of PDR001, MBG453 and decitabine or azacitidine

e To assess immunogenicity (IG) following one or more intravenous infusions of PDR001 and/or MBG453

Test Product (s), Dose(s), and Mode(s) of Administration

For this study, the term “study drug” refers to spartalizumab, sabatolimab, decitabine, and azacitidine.

“Study treatment” refers to all combinations given during the course of the trial (sabatolimab with spartalizumab, decitabine
together with spartalizumab or sabatolimab, the combination of both spartalizumab and sabatolimab, or azacitidine together
with sabatolimab).

“Study arm” refers to treatment with:
¢ decitabine with spartalizumab (Arm 1)

¢ decitabine with sabatolimab (Arm 2)
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¢ decitabine with combined spartalizumab and sabatolimab (Arm 3)
¢ single agent sabatolimab (Arm 4)

¢ sabatolimab in combination with spartalizumab (Arm 5)

e azacitidine with sabatolimab (Arm 6)

Decitabine was administered according to standard clinical practice. A standard dose of decitabine (20 mg/m?) was given
intravenously every day for five consecutive days on days 1 to 5 out of a 28-day cycle, followed by spartalizumab or
sabatolimab, or both. In order to minimize the risk of toxicity from concomitant administration with decitabine, spartalizumab
infusion was administered on day 8 and sabatolimab infusions administered on day 8 and day 22 out of a 28-day cycle.

Azacitidine was administered according to standard clinical practice. A standard dose of azacitidine (75 mg/m?) was given
subcutaneously or intravenously every day for seven consecutive days on days 1 to 7 out of a 28-day cycle, followed by
sabatolimab. In keeping with standard clinical practice, the alternative schedule of 75mg/m? for five consecutive days on
days 1 to 5, followed by a two day break, then two consecutive days on days 8 to 9 was alternatively permitted. Sabatolimab
infusions were administered on day 8 and day 22 out of a 28-day cycle.

Sabatolimab (100 mg/1 mL or 400 mg/4 mL liquid in vial) and spartalizumab (100 mg powder for solution for infusion) were
administered via intravenous (i.v.) infusion over 30 minutes. When given in combination, both study drugs were administered
on the same day.

Statistical Methods

Pharmacokinetics (PK) parameters were calculated using non-compartmental methods available in Phoenix WinNonlin 8.3.
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The Full Analysis Set (FAS) and Safety Set (SS) were defined in the same way and comprised all participants who received
at least one dose of any study treatment. Participants were analyzed according to the study treatment received, where
treatment received was defined as the treatment most frequently taken between study day 1 and the end of Cycle 1 (the
first 28 days of dosing) for Arm 4, or Cycle 2 (the first 56 days of dosing) for Arms 1, 2, 3, 5, 6, the onset of a dose-limiting
toxicity (DLT) or treatment discontinuation, whichever occurred first.

The Dose-Determining Set (DDS) included all participants from the FAS who met the minimum exposure criterion and had
sufficient safety evaluations, or who experienced a DLT during Cycle 1 (the first 28 days of dosing) for Arm 4 or Cycle 2
(the first 56 days of dosing) for Arms 1, 2, 3, 5, or 6.

The Pharmacokinetic analysis set (PAS) included all participants who provided an evaluable PK profile. A profile was
considered evaluable if all of the following conditions were satisfied:

. Participant received the planned treatment,
. Participant provided at least one primary PK parameter.

The Immunogenicity prevalence set included all participants in the FAS with a determinant baseline immunogenicity (IG)
sample or at least one determinant post-baseline IG sample.

The Immunogenicity incidence set included all participants in the Immunogenicity prevalence set with a determinant baseline
IG sample and at least one determinant post-baseline |G sample.

IG analysis sets were defined separately for sabatolimab and spartalizumab.

Analyses were descriptive; no hypothesis testing was performed for this final clinical study report (CSR).

Study Population: Key Inclusion/Exclusion Criteria
Inclusion Criteria:

1. Written informed consent must be obtained prior to any screening procedures

2. Male or female patients = 18 years of age who present with one of the following:
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Arms 1-3:

e Relapsed/refractory AML following =1 prior therapies who have relapsed or exhibited refractory disease (primary failure) and are
deemed by the investigator not to be candidates for standard therapy, including re-induction with cytarabine or other established
chemotherapy regimens for patients with AML (patients who are suitable for standard re-induction chemotherapy or hematopoietic
stem cell transplantation and willing to receive it are excluded)

e Newly diagnosed AML patients who are suitable for treatment with decitabine (patients who are suitable for standard induction
chemotherapy or hematopoietic stem cell transplantation and willing to receive it are excluded)

e Intermediate or high risk MDS or MDS/MPN including CMML (patients who are suitable for standard re-induction chemotherapy or
hematopoietic stem cell transplantation and willing to receive it are excluded)

Arms 4-5:

e Refractory / relapsed AML following =1 prior therapies (Arms 4a & 5a)

e Intermediate or high risk MDS or MDS/MPN including CMML who have failed hypomethylating agent therapy (Arms 4b & 5b)
(Note: hypomethylating agent failure is defined as progressive disease on hypomethylating agent therapy or lack of clinically
meaningful response as deemed by investigator after at least 4 cycles of hypomethylating agent therapy.)

Arm 6:

e Newly diagnosed AML patients who are suitable for treatment with azacitidine (patients who are suitable for standard induction
chemotherapy or hematopoietic stem cell transplantation and willing to receive it are excluded) (Arm 6a)

e Intermediate or high-risk MDS or MDS/MPN including CMML (patients who are suitable for standard

induction chemotherapy or hematopoietic stem cell transplantation and willing to

receive it are excluded) (Arm 6b)

3. Patient has an Eastern Cooperative Oncology Group (ECOG) performance status < 2

4. Patient must be a candidate for serial bone marrow aspirate and/or biopsy according to the institutions guidelines and be willing to

Page 6



(') NOVARTIS

undergo a bone marrow aspirate and/biopsy at screening, during and at the end of therapy on this study. Exceptions may be
considered after documented discussion with Novartis.

5. Arms 1-3: Patients must be fit for standard treatment with decitabine as determined by the investigator and as per local decitabine
package insert.

6. Arm 6: Patients must be fit for standard treatment with azacitidine as determined by the investigator and as per the local

azacitidine package insert.

Exclusion Criteria:

1. Arms 1-3 or Arm 6: Patients who have received prior hypomethylating agent treatment for AML or MDS.

2. Patients with active, known or suspected autoimmune disease. Patients with vitiligo, type | diabetes, residual hypothyroidism only
requiring hormone replacement, psoriasis not requiring systemic treatment or conditions not expected to recur should not be
excluded.

3. History of, or current drug-induced interstitial lung disease or pneumonitis grade = 2.

4. Patients who discontinued prior PD-1 or PD-L1 directed therapy due to a treatment related toxicity should not be included in the
PDRO001 containing arms of the study. Patients previously exposed to anti-PD-1/PD-L1 treatment who are adequately treated for skin
rash or with replacement therapy for

endocrinopathies should not be excluded.

5. Systemic antineoplastic therapy (including cytotoxic chemotherapy, alphainterferon, kinase inhibitors or other targeted small
molecules, and toxinimmunoconjugates) or any experimental therapy within 14 days or 5 half-lives, whichever is shorter, before the
first dose of study treatment.

6. Systemic chronic corticosteroid therapy (>10 mg/day prednisone or equivalent) or any immunosuppressive therapy within 7 days

of first dose of study treatment. Topical, inhaled, nasal and ophthalmic steroids are allowed.
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Other protocol-defined inclusion/exclusion criteria may apply.

Participant Flow Table
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Descr
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Srth 0 1 0 0 0 0 0 0 0 0 0 0 0 0 0
Unk
no 1 3 0 0 2 1 3 0 0 0 0 0 0 0 0
wn
Arms 3,4 and 5
MB MB
G45 G45 MBG MBG MBG
MBG4 3 MBG4 3 MBG4 453 453 453 MBG
240 400 160m 240m 400m 453
53 g .3 g 3B g g 9 MBG  MBG gz MBG4 MBG4 240m
160mg 240mg 400mg MBG4 MBG4 453 453
Q2w Q2w Q2W Q2w Q2w 453 53 53 g
Q2w + Q2W + Q2w + 53 53 400m 1200
+ + + + + 1200 80mg 240mg Q2w
PDRO00 PDRO00 PDRO00 400mg 1200m g mg
PDR PDR PDRO PDRO PDRO mg Q2W + Q2W + +
1+ 1+ 1+ Q2w gQ2w Q2w Q2w
. 001 . 001 . 01+ 01+ 01+ Q2W PDR00 PDRO0 PDRO
Decita Decita Decita . . . R/R R/IR HR/V HR/V
f + g + f Decit Decit Decit IR 1R/R 1R/R 01
bine . bine . bine R gt g AML AML HR HR
Deci Deci abine abine abine MDS AML AML HR/V
R/IR . R/IR . R/R MDS MDS
AML tabi AML tabi AML HR/IV HR/N HRIV HR
ne ne HR HR HR MDS
ND ND MDS MDS MDS
AML AML
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Arm Arm
3: 3:
Am3: Arm3: Arm3:
l\ﬂgg ,\229(,3 MBG4 MBG4 MBG4
Arm 3: 240 Arm 3: 400 53160 53240 53400 Arm 5:
; : Arm 3: mg mg mg MBG4
MBG4S — mg — MBG4S Mg yipgas  Qaw Q2w Q2w 53 240
3160 Q2w 3240  Q@2W o, in in in A4 A 5 mg
mg in mg in . . ) . rm 4: . . rm 5:
QWi coms QAN comb T8, CoEn corbn combn Vo WEGa p A wees  C2
combina inatio combina inatio . . . . . . 53 3240 .
tionwith nwith tionwith n with combina with with with Arm 4: Arm 4: 53 400 1200 53 380 mg mg combin
o POR pomiol pom i FORO PORO DR MSG wAGK  ne g X0 @Wn gy, e
Arm/  400mg 001 400mg 001 0y 0 g mg mg mg mg in QRW W tionwith €M ppRog
Grou ~ QW 400 QAW 400 TapnT Qs Q4w QAW Q2Win  Q2Win  high- " in PDR001  tonwith a0
p ar_wd . mg and . mg and and and and relapsed relapsed Ivery high- interm 400 mg PDRO01 mg
decitabi  Q4W  decitabi = Q4W - . . . . Ivery . . 400 mg
Descr decitabi  decitab decitab decitab /refracto /refracto high- ' ediate- Q4W in . Q4w
inti ne and ne and ne ine ine ine acute acute risk high- risk relapsed Q4Win in
Iption  20mg/m ~ decit  20mgm  decit  ,ol 0T somor 20mgl  myeloid  myeloid  myelod K myelod frefracto e12PSed g
2in abine 2in abine 2 |§rj1 m2 i% m2 i% m2 i?1 Iel)jkemi Iezkemi ysyplast myelod ysyplast ry acute Irefracto /vgery
relapse  20mg  relapse  20mg o4 high-  high-  high- a a ic ysplast ic myeloid ~Yacute  pion
direfract  /m2 direfract fm2 /refracto Ivery Ivery Ivery syndro ic syndro  leukemi myeloid risk
ory in ory in ry acute high- high- high- me syndro me a leukemi myelod
acute newly acute newly myeloid risk risk risk me a ysplast
myeloid  diagn  myeloid  diagn Iel)J/kemi myelod myelod myelod ic
leukemi osed leukemi osed a splast Splast solast svndro
a acute a acute y Fi)c y Fi)c Y ri)c yme
n;)i/éel rrcl)yi/del syndro syndro  syndro
leuke leuke me me me
mia mia
Numb
er of
Partic
ipant
S
[units 3 2 2 2 3 3 2 1 10 6 3 5 2 1 5 5
partic
ipant
s]
Baseli
ne
Analy
sis
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Popul
ation
Descri
ption

Age Continuous

(units: years)

Analysis Population Type: Participants
Mean + Standard Deviation

65.7:8. oop 740:2. 0 653:0. 7208 745: oo 71359 57541 650+ 684r 725: o 6641 718
14 ‘4' 83 ‘4' 07 3.61 0.71 ) 79 9.36 1552  7.40 2.12 ) 4.84 5.72
Age, Customized
(units: participants)
Analysis Population Type: Participants
Count of Participants (Not Applicable)
18 -
<
65 2 0 0 0 2 0 0 0 2 3 2 1 0 0 1 1
yea
rs
65 -
<
85 1 2 2 2 1 3 2 1 8 3 1 4 2 1 4 4
yea
rs
>=
85
0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
yea
rs
Sex: Female, Male
(units: participants)
Analysis Population Type: Participants
Count of Participants (Not Applicable)
Fe
mal 1 0 1 0 1 3 0 0 5 0 2 2 1 0 2 3
e
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Mal 2 2 1 2 0 2 1 5 6 1 1 1 3 2
Race/Ethnicity, Customized
(units: participants)
Analysis Population Type: Participants
Count of Participants (Not Applicable)
Cau
cas 2 2 2 2 2 2 0 8 5 3 1 1 4 2
sian
Asi
an 1 0 0 0 0 0 0 0 0 0 0 0 0 1
Bla
ok 0 0 0 0 0 0 1 0 0 0 1 0 1 0
oo 0 0 0 0 0 0 0 0 0 0 0 0 0
Unk
now 0 0 0 0 1 0 0 2 1 0 0 0 0 2
n
Arm 6, HMA only and Total
MBG4 MBG4 MBG4
53 53 53 MBS mBgas MBS mpgas VB34 mBeas mBGas  mBG4s
240m  400m  800m 0., 3 400m 3 800m 3 3 3 pecitabi
g g g Q2w 3 240mg Q2w 3 a00mg Q4w J 8oomg  400mg  800mg o Azacitid
Q2W + Q2W+ Q4W + i Q2w + i Q2W + e Q4w + Q2w + Q4W + ine 75 Total
. . . Azaciti ... Azaciti ... Azaciti . . ... 20mg/m
Azacit Azacit Azacit . Azaciti . Azaciti . Azaciti  Azaciti = Azaciti mg/m2
g g g dine ) dine - dine - ) . 2
idine idine idine HRI/VH dine IR HRI/VH dine IR HR/VH dine IR dine dine
ND ND ND R MDS MDS R MDS MDS R MDS MDS CMML CMML
AML AML AML
Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Hvpomet Hypomet
Arm/Gr MBG45 MBG45 MBG45 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 hyrl)atin hy?atin
oup 3240 3400 3800 240mg 240mg  400mg 400mg 800mg  800mg  400mg 800 mg ;’ emg ;’ emg
Descrip M9 mg mg Q2Win  Q2Win  Q2Win  Q2Win  Q4Win  Q4Win  Q2Win  Q4Win (HgM A) (F?M A)
ti Q2Win  Q2Win Q4Win combinat combinat combinat combinat combinat combinat combinati combinati only: Iy:
on combin combin combin ion with ion with ion with ion with ion with ion with on with on with nly: on_){. .
. . . L e e L L L L s decitabin azacitidin
ation ation ation azacitidin  azacitidin  azacitidin  azacitidin  azacitidin  azacitidin  azacitidin  azacitidin

Page 19



(') NOVARTIS

with with with e75 e75 e75 e75 e75 e75 e75 e75 e e75
azacitid azacitid azacitid mg/m2in  mg/m2in  mg/m2in  mg/m2in mg/m2in mg/m2in  mg/m2in  mg/m2in  20mg/m2 mg/m2
ine 75 ine 75 ine 75 high- intermedi high- intermedi high- intermedi chronic chronic
mg/m2 mg/m2 mg/m2 Ivery ate-risk Ivery ate-risk Ivery ate-risk myelomo  myelomo
in in in high-risk ~ myelodys  high-risk  myelodys high-risk  myelodys nocytic nocytic
newly newly newly myelodys plastic myelodys plastic myelodys plastic leukemia  leukemia
diagnos diagnos diagnos plastic syndrom plastic syndrom plastic syndrom
ed ed ed syndrom e syndrom e syndrom e
acute acute acute e e e
myeloid myeloid myeloid
leukemi  leukemi  leukemi
a a a
Numbe
r of
Particip
ants 6 14 6 3 2 14 5 17 2 5 5 5 4 241
[units:
particip
ants]
Baselin
e
Analysi
S
Populati
on
Descript
ion
Age Continuous
(units: years)
Analysis Population Type: Participants
Mean + Standard Deviation
7257 75.7¢5 78.0#6 69.3x5. 78.5#6. 74.4+10 64.0£7. 68.3x12 55.5+14 68.8+9. 65.41x7. 746152 42.8+7.6 69.2+
.20 .31 .26 69 36 .33 78 18 .85 86 27 2 3 11.5

Age, Customized
(units: participants)
Analysis Population Type: Participants
Count of Participants (Not Applicable)
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18-<
65 1 0 0 1 0 1 2 4 1 1 2 0 1 51
years

65-<
85 5 13 5 2 2 12 3 11 1 4 3 5 3 180
years

>=85

0 1 1 0 0 1 0 2 0 0 0 0 0 10
years

Sex: Female, Male
(units: participants)
Analysis Population Type: Participants
Count of Participants (Not Applicable)

Fema

le 2 8 3 1 0 8 2 7 1 1 0 0 1 95

Male 4 6 3 2 2 6 3 10 1 4 5 5 3 146

Race/Ethnicity, Customized

(units: participants)

Analysis Population Type: Participants
Count of Participants (Not Applicable)

Cauc

assia 5 12 5 3 2 13 5 16 1 5 5 5 4 203
n

Asian 0 0 0 0 0 0 0 1 1 0 0 0 0 8
Black 0 0 0 0 0 0 0 0 0 0 0 0 0 4
Other 0 0 0 0 0 1 0 0 0 0 0 0 0 3
. 1 2 1 0 0 0 0 0 0 0 0 0 0 23
own
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Primary Outcome Result(s)

Arm 1: Number of participants with Adverse Events (AEs) and Serious Adverse Events (SAEs) during the

on-treatment period

Description

Number of participants with AEs (any AE regardless of seriousness) and SAEs, including changes from baseline in vital signs,

electrocardiograms and laboratory results qualifying and reported as AEs. The on-treatment period is defined from the day of first
administration of study treatment up to 30 days after the date of its last administration.

Time Frame

Analysis
Population
Description

Up to approximately 1.9 years

PDR001 400mg Q4W +
Decitabine ND AML

All patients from Arm 1 who received at least one dose of study treatment.

PDR001 400mg Q4W + Decitabine
R/R AML

PDR001 400mg Q4W +
Decitabine HR/VHR MDS

Arm/Group Description

Arm 1: PDR001 in
combination with decitabine
20mg/m2 in newly diagnosed
acute myeloid leukemia

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in
relapsed/refractory acute myeloid
leukemia

Arm 1: PDR001 in combination
with decitabine 20mg/m2 in
high-/very high-risk
myelodysplastic syndrome

Number of Participants Analyzed [units:
participants]

1

12

3

Arm 1: Number of participants with Adverse
Events (AEs) and Serious Adverse Events

Count of Participants

Count of Participants

Count of Participants

(SAEs) during the on-treatment period (Percentage) (Percentage) (Percentage)
(units: participants)

AEs (1010%) (91.1617%) (10%%)
Treatment-related AEs (102)%) (66.27%) (10:(3)%)
SAEs (1010%) (91.1617%) (10%%)
Treatment-related SAEs (0(/1) (25?%) (33.;3%)
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Arm 2: Number of participants with Adverse Events (AEs) and Serious Adverse Events (SAEs) during the

on-treatment period

Description Number of participants with AEs (any AE regardless of seriousness) and SAEs, including changes from baseline in vital signs,
electrocardiograms and laboratory results qualifying and reported as AEs. The on-treatment period is defined from the day of first
administration of study treatment up to 30 days after the date of its last administration.

Time Frame Up to approximately 3 years

Analysis All patients from Arm 2 who received at least one dose of study treatment.

Population

Description

MBG4 MBG4 MBG4
53 53 53 MBG45 MBG45 MBG45
240m MBG453 400m MBG453 800m MBG453 3 3 MBOAS g MBSS MBOAS  MBS4S  MBS4S
g 240mg g 400mg g 800mg 240mg 400mg 800mg
Q2W QW+ Q2W  Q2W+ QAW QAW+ Q2w+ Q2w+ 200mg o4,y 800mg  240mg  400mg  800mg
I I I - . Q2w + - QAW+ Q2W+ Q2W+ Q4W+
+ Decitabi + Decitabi + Decitabi  Decita Decita . Decita . . . .
. . . . . Decita . Decita Decitab Decitab Decitab
Decita ne RIR  Decita ne RIR  Decita ne R/R bine bine bine IR bine bine IR ine ine ine
bine AML bine AML bine AML HR/VH HR/VH HR/VH
ND ND ND RMDS R MDS MDS R MDS MDS CMML CMML CMML
AML AML AML
Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
MBG4 Arm 2: MBG4 Arm 2: MBG4 Arm 2: MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
53240 MBG433 53400 MBG433 53800 MBG453 3240 3400 3400 3800 3800
3240 3400 3800
mg 240 mg mg 400 mg mg 800 mg mg mg mg mg mg m m m
QW  Q2Win Q2w  Q2Win Q4w  Q4Win  Q2Win Q2Win Q2Win Q4Win Q4Win szg : szg n Q 4V3 .
in combinat in combinat in combinat  combin  combin  combin  combin  combin combilrr: combilrr: combilrr:
Arm/Gg combi  ionwith  combi ionwith  combi  ion with ation ation ation ation ation . . i
nation decitabin  nation ~decitabin nation ~decitabin  with with with with with ~ 2ion @ auen
roup X . . L . o o o with with with

Descri with € with € with € decitabi decitabi decitabi decitabi decitabi decitabi  decitabi  decitabi

ption  decita 20mg/m2  decita 20mg/m2  decita 20mg/m2 ne ne ne ne ne ectabl - decltabl - decrtabi

bine in bine in bine in 20mg/  20mg/  20mg/  20mg/  20mg/ oMo ,0ne. o one
20mg/ relapsed/ 20mg/ relapsed/ 20mg/ relapsed/ m2in  m2in  m2in  m2in  m2in O SSNIM LRGN
m2in refractory m2in refractory m2in refractory  high- high-  interme  high- interme , , ,
. ) chronic  chronic  chronic
newly acute newly acute newly acute Ivery Ivery diate- Ivery diate- 0 mvelom  mvelom
diagno myeloid  diagno myeloid  diagno  myeloid high- high- risk high- risk Y i Y i y i
sed leukemia  sed leukemia  sed leukemia risk risk myelod risk myelog ~°necyth  onocylionocyl
acute acute acute myelod myelod ysplasti myelod ysplasti ¢ ¢ ¢
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myeloi
d
leuke
mia

myeloi

leuke
mia

myeloi

leuke
mia

ysplasti

c
syndro
me

ysplasti

c
syndro
me

c
syndro
me

ysplasti

c
syndro
me

c
syndro
me

leukemi

a

leukemi

a

leukemi

a

Numb
er of
Partici
pants
Analy
zed
[units:
partici
pants]

12

11

Arm
2:
Numb
er of
partici
pants
with
Adver
se
Event
s
(AEs)
and
Serio
us
Adver
se
Event
s
(SAEs
)
durin
g the
on-
treatm
ent
period
(units:

Count
of
Partici
pants

(Perce
ntage)

Count of
Participa
nts

(Percent
age)

Count
of
Partici
pants

(Perce
ntage)

Count of
Participa
nts

(Percent
age)

Count
of
Partici
pants

(Perce
ntage)

Count of
Participa
nts

(Percent
age)

Count
of
Partici
pants

(Perce
ntage)

Count
of
Partici
pants

(Perce
ntage)

Count
of
Partici
pants

(Perce
ntage)

Count
of
Partici
pants

(Perce
ntage)

Count
of
Partici
pants

(Perce
ntage)

Count
of
Partici
pants

(Perce
ntage)

Count
of
Partici
pants

(Perce
ntage)

Count
of
Partici
pants

(Perce
ntage)
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partici
pants)
AEs 3 9 12 1M 7 9 9 4 5 6 2 1 3 1

(100%)  (100%)  (100%)  (100%)  (100%)  (100%)  (100%)  (100%)  (100%)  (100%)  (100%)  (100%)  (100%)  (100%)
Treat 8 6
ment- 3 8 66.67 6 85.71 6 9 4 3 6 2 1 3 1
related  (100%)  (88.89%) (0/') (54.55%) (0/') (66.67%)  (100%)  (100%)  (60%)  (100%)  (100%)  (100%)  (100%)  (100%)
AEs ’ ’

10 5 7

3 8 8 7 . 3 4 3 2 0 3 1
SAES  100%)  (88.89%) (801')33 (72.73%) (701)';‘3 (77.78%) (77')7“’ (75%)  (80%)  (50%)  (100%) (%) (100%)  (100%)
Treat

1 1 2 1 1
ment- 1 0 0 0 0 2 2 0 1 0 0 0
related (%00 (11.41%) (83 (%) @ (%) M1% 500y a0%)  (1887% (500, (%) (%) (%)
SAEs ©) ) b) ) )

Arm 3: Number of participants with Adverse Events (AEs) and Serious Adverse Events (SAEs) during the
on-treatment period

Description Number of participants with AEs (any AE regardless of seriousness) and SAEs, including changes from baseline in vital signs,
electrocardiograms and laboratory results qualifying and reported as AEs. The on-treatment period is defined from the day of first
administration of study treatment up to 30 days after the date of its last administration.

Time Frame Up to approximately 4.4 years

Analysis All patients from Arm 3 who received at least one dose of study treatment.
Population

Description

MBG453 MBG453 MBG453 MBG453 MBG453
MBG4S3 160mg 5,6, qowy MBG453240mg g ooy MBGAS3400mg a0, "0ow+  240mg Q2W +  400mg Q2W +
Q2W + PDR001 Q2W + PDR001 Q2W + PDR001
o + PDRO01 + L + PDR001 + s PDRO001 + PDRO001 + PDRO001 +
+ Decitabine R/R s + Decitabine R/R R + Decitabine R/R s s et
AML Decitabine AML Decitabine AML Decitabine Decitabine Decitabine
ND AML ND AML HR/VHRMDS HR/VHRMDS HR/VHR MDS
Arm/Group Arm 3: MBG453 Arm 3: Arm 3: MBG453 Arm 3: Arm 3: MBG453 Arm 3: Arm 3: Arm 3:
Description 160 mg Q2W in MBG453 240 mg Q2W in MBG453 400 mg Q2W in MBG453 160 MBG453 240 MBG453 400
combination with 240 mg combination with 400 mg combination with mg Q2W in mg Q2W in mg Q2W in
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PDRO001 400 mg Q2W in PDR001 400 mg Q2W in PDRO001 400 mg combination combination combination
combination Q4W and combination Q4W and with PDR001 with PDR001 with PDR001
with decitabine with decitabine 400 mg Q4W 400 mg Q4W 400 mg Q4W
PDRO001 400 20mg/m2 in PDRO001 400 20mg/m2 in and decitabine  and decitabine  and decitabine
relapsed/refractor mg Q4W relapsed/refractor mg Q4W relapsed/refractor 20mg/m2 in 20mg/m2 in 20mg/m2in
y acute myeloid and y acute myeloid and y acute myeloid high-/very high-/very high-/very
decitabine leukemia decitabine leukemia high-risk high-risk high-risk
20mg/m2 in 20mg/m2 in myelodysplasti myelodysplasti  myelodysplasti
newly newly ¢ syndrome ¢ syndrome ¢ syndrome
diagnosed diagnosed
acute acute
myeloid myeloid
leukemia leukemia
Number of
Participant
s Analyzed
[units: 2 2 2 3 3 2 1
participants
1
Arm 3:
Number of
participants
with
Adverse
Events
(AEs) and Count of Count of
Serious Participants Count of Participants Count of Count of Count of Count of
Adverse Participants Participants Participants Participants Participants Participants
Events (Percentage) (Percentage (Percentage) (Percentage (Percentage) (Percentage) (Percentage) (Percentage)
(SAEs)
during the
on-
treatment
period
(units:
participants)
AEs 2 2 2 3 3 5 1
(100%) (100%) (100%) (100%) (100%) (100%) (100%)

Page 26



(') NOVARTIS

Treatment- 2 0 2 1 2 1 2 1
related AEs (66.67%) (%) (100%) (50%) (66.67%) (33.33%) (100%) (100%)
SAEs 2 2 2 2 2 3 2 1
(66.67%) (100%) (100%) (100%) (66.67%) (100%) (100%) (100%)
g;fgge”t' 0 0 0 0 1 0 0 0
SAEs (%) (%) (%) (%) (33.33%) (%) (%) (%)

Arm 4: Number of participants with Adverse Events (AEs) and Serious Adverse Events (SAEs) during the

on-treatment period

Description

Number of participants with AEs (any AE regardless of seriousness) and SAEs, including changes from baseline in vital signs,

electrocardiograms and laboratory results qualifying and reported as AEs. The on-treatment period is defined from the day of first
administration of study treatment up to 30 days after the date of its last administration.

Time Frame

Analysis
Population
Description

Up to approximately 1 year

MBG453 400mg Q2W
R/R AML

All patients from Arm 4 who received at least one dose of study treatment.

MBG453 1200mg Q2W
R/R AML

MBG453 400mg
Q2W HR/VHR MDS

MBG453 1200mg
Q2W HR/VHR MDS

MBG453 1200mg
Q2W IR MDS

Arm/Group Description

Arm 4: MBG453 400 mg
Q2W in
relapsed/refractory
acute myeloid leukemia

Arm 4: MBG453 400
mg Q2W in high-
/very high-risk
myelodysplastic

Arm 4: MBG453 1200
mg Q2W in
relapsed/refractory
acute myeloid leukemia

Arm 4: MBG453
1200 mg Q2W in
high-/very high-risk
myelodysplastic

Arm 4: MBG453
1200 mg Q2W in
intermediate-risk
myelodysplastic

syndrome syndrome syndrome
Number of Participants
Analyzed [units: participants] - B 3 5 2
Arm 4: Number of participants
with Adverse Events (AEs) and Count of Participants Count of Participants Count of Count of Count of
Serious Adverse Events (SAEs) (Percenta g) (Percenta g) Participants Participants Participants
during the on-treatment period 9 9 (Percentage) (Percentage) (Percentage)

(units: participants)
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AEs (1(](?%) (10%%) (10:(3)%) (10?)%) (10%%)
Treatment-related AEs (25%) (5(:)3%) (66.27%) (6(:)3%) (10%%)
SAEs (9(?%) (66.37%) (33.;3%) (4(?%) (5(:%)
Treatment-related SAEs (13%) (16.(137%) (02) (02) (0(/1)

Arm 5: Number of participants with Adverse Events (AEs) and Serious Adverse Events (SAEs) during the

on-treatment period

Description

Number of participants with AEs (any AE regardless of seriousness) and SAEs, including changes from baseline in vital signs,

electrocardiograms and laboratory results qualifying and reported as AEs. The on-treatment period is defined from the day of first
administration of study treatment up to 30 days after the date of its last administration.

Time Frame Up to approximately 0.6 years

Analysis
Population
Description

All patients from Arm 5 who received at least one dose of study treatment.

MBG453 80mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W +
PDR001 HR/VHR MDS

Arm/Group Description

Arm 5: MBG453 80 mg Q2W in
combination with PDR001 400 mg
Q4W in relapsed/refractory acute

myeloid leukemia

Arm 5: MBG453 240 mg Q2W in

combination with PDR001 400 mg

Q4W in relapsed/refractory acute
myeloid leukemia

Arm 5: MBG453 240 mg Q2W
in combination with PDR001
400 mg Q4W in high-/very
high-risk myelodysplastic
syndrome

Number of Participants Analyzed [units:
participants]

5

Arm 5: Number of participants with Adverse
Events (AEs) and Serious Adverse Events
(SAEs) during the on-treatment period
(units: participants)

Count of Participants
(Percentage)

Count of Participants
(Percentage)

Count of Participants
(Percentage)
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1 5 5

AEs (100%) (100%) (100%)
0 2 4

Treatment-related AEs (%) (40%) (80%)
0 5 3

SAEs (%) (100%) (60%)
Treatment-related SAEs 0 1 1

(%) (20%) (20%)

Arm 6: Number of participants with Adverse Events (AEs) and Serious Adverse Events (SAEs) during the
on-treatment period

Description Number of participants with AEs (any AE regardless of seriousness) and SAEs, including changes from baseline in vital signs,
electrocardiograms and laboratory results qualifying and reported as AEs. The on-treatment period is defined from the day of first
administration of study treatment up to 30 days after the date of its last administration.

Time Frame Up to approximately 4.3 years
Analysis All patients from Arm 6 who received at least one dose of study treatment.
Population
Description
MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
240mg 400mg 800mg 240mg 240mg 400mg 400mg 800mg 800mg 400mg 800mg
Q2w + Q2w + Q4W + Q2w + Q2w + Q4W +
Q2W + Q2w + Q4W + Q2w + Q4w +
Azacitidi Azacitidi Azacitidi Azacitidin i 1s Azacitidin e 1 Azacitidin i ys i 1t ies 1s
Azacitidin Azacitidin Azacitidin  Azacitidin  Azacitidin
ne ND ne ND ne ND e HR/VHR e IR MDS e HR/VHR e IR MDS e HR/VHR e IR MDS e CMML e CMML
AML AML AML MDS MDS MDS
Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6:
MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
Arm/Gro 240 mg 400 mg 800 mg 240 mg 240 mg 400 mg 400 mg 800 mg 800 mg 400 mg 800 mg

Q2W in Q2W in Q4W in Q2W in Q2W in Q2Win Q2W in Q4W in Q4W in Q2W in Q4W in

ggscript combinati combinati combinati combinatio combinatio combinatio combinatio combinatio combinatio combinatio combinatio
ion on with on with on with n with n with n with n with n with n with n with n with

azacitidin  azacitidin  azacitidin  azacitidine  azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine

e75 e75 e75 75mg/m2  75mg/m2  75mg/m2  75mg/m2 75mg/m2  75mg/m2 75 mg/m2 75 mg/m2

mg/m2in  mg/m2in mg/m2in in high- in in high- in in high- in in chronic in chronic
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newly newly newly /very high- intermediat /very high- intermediat /very high- intermediat myelomon  myelomon
diagnose diagnose diagnose risk e-risk risk e-risk risk e-risk ocytic ocytic
d acute d acute dacute  myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl leukemia leukemia
myeloid myeloid myeloid astic astic astic astic astic astic
leukemia leukemia leukemia  syndrome syndrome syndrome syndrome syndrome syndrome

Number

of

Participa

s 6 14 6 3 2 14 5 17 2 5 5

nalyze

d [units:

participa

nts]

Arm 6:

Number

of

participa

nts with

Adverse

Events

(AEs) Countof Countof Countof Countof Count of Count of Count of Count of Count of Count of Count of

and Participa Participa Participa Participan Participan Participan Participan Participan Participan Participan Participan

Serious nts nts nts ts ts ts ts ts ts ts ts

Adverse

Events (Percent (Percent (Percent (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta

(SAEs) age) age) age) ge) ge) ge) ge) ge) ge) ge) ge)

during

the on-

treatmen

t period

(units:

participa

nts)

AEs 6 14 6 3 2 14 5 17 2 5 5
(100%) (100%) (100%) (100%) (100%) (100%) (100%) (100%) (100%) (100%) (100%)

I{?Zf;‘lid 6 12 6 3 2 14 3 15 2 4 4

AES (100%) (85.71%) (100%) (100%) (100%) (100%) (60%) (88.24%) (100%) (80%) (80%)
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SAEs 3 10 4 0 5 2 12 3 1
(50%) (71.43%) (66.67%) (33.33%) (%) (35.71%) (40%) (70.59%) (50%) (60%) (20%)

Itrerzggd 2 1 0 0 3 0 4 0 0

SARS (33.33%)  (7.14%) (%) (33.33%) (%) (21.43%) (%) (23.53%) (50%) (%) (%)

Arm 1: Number of participants with Dose-Limiting Toxicities (DLTs)

A dose-limiting toxicity (DLT) is defined as an adverse event or abnormal laboratory value of Common Terminology Criteria for Adverse

Events (CTCAE) grade = 3 assessed as having a suspected relationship to the study drug and as being unrelated to disease, disease
progression, inter-current iliness or concomitant medications that occurs within the first 28 days of treatment with single agent MBG453 or 56
days of treatment in any of the combination treatment arms. Other clinically significant toxicities may be considered to be DLTs, even if not

Description
CTCAE grade 3 or higher.
Time Frame 56 days
Analysis
Population a DLT during the first 56 days of treatment.
Description

PDR001 400mg Q4W +
Decitabine ND AML

PDR001 400mg Q4W + Decitabine
R/R AML

All patients Arm 1 who either met the minimum exposure criterion defined in the protocol and had sufficient safety evaluations, or experienced

PDR001 400mg Q4W +
Decitabine HR/VHR MDS

Arm/Group Description

Arm 1: PDRO001 in
combination with decitabine
20mg/m2 in newly diagnosed
acute myeloid leukemia

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in
relapsed/refractory acute myeloid
leukemia

Arm 1: PDR001 in combination
with decitabine 20mg/m2 in
high-/very high-risk
myelodysplastic syndrome

Number of Participants Analyzed [units:
participants]

1

10

3

Arm 1: Number of participants with Dose-
Limiting Toxicities (DLTs)
(units: participants)

Count of Participants
(Percentage)

Count of Participants
(Percentage)

Count of Participants
(Percentage)

0
(%)

1
(10%)

0
(%)
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Arm 2: Number of participants with Dose-Limiting Toxicities (DLTs)

Description A dose-limiting toxicity (DLT) is defined as an adverse event or abnormal laboratory value of Common Terminology Criteria for Adverse
Events (CTCAE) grade = 3 assessed as having a suspected relationship to the study drug and as being unrelated to disease, disease
progression, inter-current iliness or concomitant medications that occurs within the first 28 days of treatment with single agent MBG453 or 56
days of treatment in any of the combination treatment arms. Other clinically significant toxicities may be considered to be DLTs, even if not
CTCAE grade 3 or higher.
Time Frame 56 days
Analysis All patients Arm 2 who either met the minimum exposure criterion defined in the protocol and had sufficient safety evaluations, or experienced
Population a DLT during the first 56 days of treatment.
Description
MBG4 MBG4 MBG4
53 53 53 MBG45 MBG45 MBG45
240m MBG453 400m MBG453 800m MBG453 3 3 MB:? 45 3 MB:? 45 MB:? 45 MB36 45 MB:? 45
g 240mg g 400mg g 800mg 240mg 400mg 800mg
Q2W QW+ Q2W  Q2W+ QAW QAW+ Q2w+ Q2w+ 200mg o4, 800mg  240mg  400mg  800mg
L ot ot - - Q2w + - Q4W+ Q2w+ Q2W+ Q4W +
+ Decitabi + Decitabi + Decitabi  Decita Decita . Decita . . . .
. . . . . Decita . Decita Decitab Decitab Decitab
Decita ne RIR  Decita ne RIR  Decita ne R/R bine bine bine IR bine bine IR ine ine ine
bine AML bine AML bine AML HR/VH HR/VH HR/VH
ND ND ND RMDS R MDS MDS R MDS MDS CMML CMML CMML
AML AML AML
Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
MBG4 MBG453 MBG4 MBG453 MBG4 MBG453 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
53 240 53 400 53 800 3240 3400 3400 3800 3800 3240 3400 3800
240 mg 400 mg 800 mg
mg Q2W in mg Q2W in mg Q4W in mg mg mg mg mg mg mg mg
Q2W  ombinat W combinat  UW  combingt Q@2Win  Q2Win  Q2Win Q4Win Q4Win Q2Win Q2Win Q4Win
in ion with in ion with in ion with combin combin combin combin combin combin combin  combin
Arm/G combi  gecitapin  €OMbi  gecitabin  COMbi  gecitapin  ation ation ation ation ation ation ation ation
roup  nation e nation e nation e with with with with with with with with
Dl?SC” with 20mg/m2 with 20mg/m2 with 20mg/m2 decitabi decitabi decitabi decitabi decitabi decitabi decitabi decitabi
ption decita in decita in decita in ne ne ne ne ne ne ne ne
bine relapsed/ bine relapsed/ bine relapsed/ 20m.g/ 20m.g/ 20mg/ 20m.g/ 20mg/ 20m'g/m 20m'g/m 20mg/m
20m.g/ refractory 20m.g/ refractory 20m.g/ refractory m_2 in m_2 in . m2in m2 in . m2in 2 in 2 in 2 in
m2 in acute m2 in acute m2in acute high- high- interme high- interme  chronic  chronic  chronic
r!ewly myeloid r!ewly myeloid r!ewly myeloid /\{ery /\{ery digte- /\{ery difate- myelom myelom myelom
diagno  oukemia di@9N0  |eukemia 9i@9N0  |oukemia high- high- risk high- risk onocyti  onocyti  onocyti
sed sed sed risk risk myelod risk myelod c [ c
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acute acute acute myelod myelod ysplasti myelod ysplasti leukemi leukemi leukemi
myeloi myeloi myeloi ysplasti  ysplasti c ysplasti c a a a
d d d c c syndro c syndro
leuke leuke leuke syndro  syndro me syndro me
mia mia mia me me me
Numb
er of
Partici
pants
Analy 3 9 8 8 6 7 8 3 5 4 1 1 2 1
zed
[units:
partici
pants]
Arm
2:
Numb
er of
partici
pants Count Count Count Count Count Count Count Count Count Count Count
with of g:rl:::tl O; of g:rl:::tl O; of g:rl:::tl O; of of of of of of of of
Dose- Partici ntsp Partici ntsp Partici ntsp Partici Partici Partici Partici Partici Partici Partici Partici
Limiti pants pants pants pants pants pants pants pants pants pants pants
ng
Toxici (Perce (P:rc:;nt (Perce (P:rc:;nt (Perce (P:rc:;nt (Perce  (Perce (Perce (Perce (Perce (Perce (Perce (Perce
ties ntage) 9 ntage) 9 ntage) 9 ntage) ntage) ntage) ntage) ntage) ntage) ntage) ntage)
(DLTs
)
(units:
partici
pants)
1
(33.33 0 0 0 0 0 0 0 0 0 0 0 0 0

%)

(%)

(%)

(%)

(%)

(%)

(%)

(%)

(%)

Arm 3: Number of participants with Dose-Limiting Toxicities (DLTs)

Description

(%)

(%)

(%)

(%)

(%)

A dose-limiting toxicity (DLT) is defined as an adverse event or abnormal laboratory value of Common Terminology Criteria for Adverse

Events (CTCAE) grade = 3 assessed as having a suspected relationship to the study drug and as being unrelated to disease, disease
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progression, inter-current iliness or concomitant medications that occurs within the first 28 days of treatment with single agent MBG453 or 56
days of treatment in any of the combination treatment arms. Other clinically significant toxicities may be considered to be DLTSs, even if not
CTCAE grade 3 or higher.

Time Frame 56 days
Analysis All patients Arm 3 who either met the minimum exposure criterion defined in the protocol and had sufficient safety evaluations, or experienced
Population a DLT during the first 56 days of treatment.
Description
MBG453 MBG453 MBG453 MBG453 MBG453
MBGAS3 160mg 5,41 qaw MBG453240mg 44 0 qoyy  MBG453400mg 166 "0ow +  240mg Q2W+  400mg Q2W +
Q2W + PDR001 Q2W + PDR001 Q2W + PDR001
s + PDR001 + oy + PDR001 + o PDRO001 + PDRO001 + PDR001 +
+ Decitabine R/R Decitabi + Decitabine R/R P + Decitabine R/R . s I
AML ecitabine AML Decitabine AML Decitabine Decitabine Decitabine
ND AML ND AML HR/VHRMDS HR/VHRMDS HR/VHR MDS
Arm 3: Arm 3:
MBG453 MBG453
240 mg 400 mg Arm 3: Arm 3: Arm 3:
Arm 3: MBG453 Q2W in Arm 3: MBG453 Q2W in Arm 3: MBG453 MBG453 160 MBG453 240 MBG453 400
160 mg Q2Win  combination = 240 mg Q2W in combination 400 mg Q2W in mg Q2W in mg Q2W in mg Q2W in
combination with with combination with with combination with combination combination combination
PDR001 400 mg PDRO001400 PDR001400mg PDRO0O01400 PDRO001400 mg with PDR001 with PDR00O1 with PDR001
Arm/Group Q4W and mg Q4W Q4W and mg Q4W Q4W and 400 mg Q4W 400 mg Q4W 400 mg Q4W
Description decitabine and decitabine and decitabine and decitabine  and decitabine and decitabine
20mg/m2in decitabine 20mg/m2 in decitabine 20mg/m2 in 20mg/m2 in 20mg/m2 in 20mg/m2in
relapsed/refractor 20mg/m2in  relapsed/refractor 20mg/m2in  relapsed/refractor high-/very high-/very high-/very
y acute myeloid newly y acute myeloid newly y acute myeloid high-risk high-risk high-risk
leukemia diagnosed leukemia diagnosed leukemia myelodysplasti  myelodysplasti  myelodysplasti
acute acute ¢ syndrome ¢ syndrome ¢ syndrome
myeloid myeloid
leukemia leukemia
Number of
Participant
§ Analyzed 2 1 1 2 2 1 2 1
[units:
participants

]
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Arm 3:
Number of
participants Count of Count of
with Dose- Count of Participants Count of Participants Count of
Limiting Participants Participants Participants Participants Participants Participants
Toxicities (Percentage) (Percentage (Percentage) (Percentage (Percentage) (Percentage) (Percentage) (Percentage)
(DLTs)
(units:
participants)

1 0 0 0 1

(50%) (%) (%) (%) (100%)
Arm 4: Number of participants with Dose-Limiting Toxicities (DLTs)

Description A dose-limiting toxicity (DLT) is defined as an adverse event or abnormal laboratory value of Common Terminology Criteria for Adverse

Events (CTCAE) grade = 3 assessed as having a suspected relationship to the study drug and as being unrelated to disease, disease
progression, inter-current iliness or concomitant medications that occurs within the first 28 days of treatment with single agent MBG453 or 56
days of treatment in any of the combination treatment arms. Other clinically significant toxicities may be considered to be DLTs, even if not
CTCAE grade 3 or higher.

Time Frame 28 days

Analysis All patients Arm 4 who either met the minimum exposure criterion defined in the protocol and had sufficient safety evaluations, or experienced
Population a DLT during the first 28 days of treatment.

Description

MBG453 400mg Q2W  MBG453 1200mg Q2W

MBG453 400mg MBG453 1200mg

Q2W HR/VHR MDS  Q2W HR/VHR MDS

MBG453 1200mg

Q2W IR MDS

Arm/Group Description

R/R AML R/R AML
Arm 4: MBG453400 mg  Arm 4: MBG453 1200
Q2W in mg Q2W in
relapsed/refractory relapsed/refractory

acute myeloid leukemia  acute myeloid leukemia

Arm 4: MBG453 400
mg Q2W in high-
Ivery high-risk
myelodysplastic

Arm 4: MBG453
1200 mg Q2W in
high-/very high-risk
myelodysplastic

Arm 4: MBG453
1200 mg Q2W in
intermediate-risk
myelodysplastic
syndrome

Number of Participants

Analyzed [units: participants]

2
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Arm 4: Number of participants

with Dose-Limiting Toxicities Count of Participants Count of Participants Co_upt of Co_upt of Co_u_nt of
Participants Participants Participants
(DLTs) (Percentage) (Percentage) (Percentage) (Percentage) (Percentage)
(units: participants)
0 0 0 0 0

(%)

(%)

(%) (%)

Arm 5: Number of participants with Dose-Limiting Toxicities (DLTs)

Description

(%)

A dose-limiting toxicity (DLT) is defined as an adverse event or abnormal laboratory value of Common Terminology Criteria for Adverse

Events (CTCAE) grade = 3 assessed as having a suspected relationship to the study drug and as being unrelated to disease, disease
progression, inter-current iliness or concomitant medications that occurs within the first 28 days of treatment with single agent MBG453 or 56
days of treatment in any of the combination treatment arms. Other clinically significant toxicities may be considered to be DLTSs, even if not
CTCAE grade 3 or higher.

Time Frame 56 days

Analysis
Population
Description

MBG453 80mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W + PDR001
R/R AML

All patients Arm 5 who either met the minimum exposure criterion defined in the protocol and had sufficient safety evaluations, or experienced
a DLT during the first 56 days of treatment.

MBG453 240mg Q2W +
PDR001 HR/VHR MDS

Arm/Group Description

Arm 5: MBG453 80 mg Q2W in
combination with PDR001 400 mg
Q4W in relapsed/refractory acute

myeloid leukemia

Arm 5: MBG453 240 mg Q2W in

combination with PDR001 400 mg

Q4W in relapsed/refractory acute
myeloid leukemia

Arm 5: MBG453 240 mg Q2W
in combination with PDR001
400 mg Q4W in high-/very
high-risk myelodysplastic
syndrome

Number of Participants Analyzed [units:

participants]

5

Arm 5: Number of participants with Dose-

Limiting Toxicities (DLTs)
(units: participants)

Count of Participants
(Percentage)

Count of Participants
(Percentage)

Count of Participants
(Percentage)

(NaN%)

1
(33.33%)

0
(%)
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Arm 6: Number of participants with Dose-Limiting Toxicities (DLTs)

Description A dose-limiting toxicity (DLT) is defined as an adverse event or abnormal laboratory value of Common Terminology Criteria for Adverse
Events (CTCAE) grade = 3 assessed as having a suspected relationship to the study drug and as being unrelated to disease, disease
progression, inter-current iliness or concomitant medications that occurs within the first 28 days of treatment with single agent MBG453 or 56
days of treatment in any of the combination treatment arms. Other clinically significant toxicities may be considered to be DLTs, even if not
CTCAE grade 3 or higher.
Time Frame 56 days
Analysis All patients Arm 6 who either met the minimum exposure criterion defined in the protocol and had sufficient safety evaluations, or experienced
Population a DLT during the first 56 days of treatment.
Description
MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBGA453 MBG453 MBGA453 MBG453 MBG453
240mg 400mg 800mg 240mg 240m 400mg 400m 800mg 800m 400m 800m
Q2W+ QW+ QAW+ Q2w + 9 Q2W + 9 Q4W + g 9 9
Azacitidi  Azacitidi  Azacitidi  Azacitidin  , S2W*  Azacitidin  ,S2W*  Azacitidin W * Q2w + Q4W +
Azacitidin Azacitidin Azacitidin  Azacitidin  Azacitidin
ne ND ne ND ne ND e HR/VHR eIRMDS © HR/VHR eIRMDS © HR/VHR e IR MDS e CMML e CMML
AML AML AML MDS MDS MDS
Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6:
MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 Arm 6: Arm 6:
240 mg 400 mg 800 mg 240 mg 240 mg 400 mg 400 mg 800 mg 800 mg MBG453 MBG453
Q2W in Q2W in Q4W in Q2W in Q2W in Q2W in Q2W in Q4W in Q4W in 400 mg 800 mg
combinati combinati combinati combinatio combinatio combinatio combinatio combinatio combinatio Q2W in Q4W in
Arm/Gro on with on with on with n with n with n with n with n with n with combinatio  combinatio
up azacitidin  azacitidin  azacitidin  azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine n with n with
Descript e75 e75 e75 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2  azacitidine  azacitidine
ion mg/m2in  mg/m2in mg/m2in in high- in in high- in in high- in 75 mg/m2 75 mg/m2
newly newly newly /very high- intermediat /very high- intermediat /very high- intermediat in chronic in chronic
diagnose diagnose diagnose risk e-risk risk e-risk risk e-risk myelomon  myelomon
d acute d acute dacute  myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl ocytic ocytic
myeloid myeloid myeloid astic astic astic astic astic astic leukemia leukemia
leukemia leukemia leukemia  syndrome syndrome syndrome syndrome syndrome syndrome
Number
of
Participa 6 10 4 2 2 14 4 15 2 5 4
nts
Analyze
d [units:
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participa
nts]

Arm 6:
Number
of

participa Countof Countof Countof Countof Count of Count of

Count of Count of Count of Count of Count of
nts with Participa Participa Participa Participan Participan Participan Participan Participan Participan Participan Participan

Dose- nts nts nts ts ts ts ts ts ts ts ts
Limiting
Toxicitie  (Percent (Percent (Percent (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta
s (DLTs) age) age) age) ge) ge) ge) ge) ge) ge) ge) ge)
(units:
participa
nts)

0 0 0 0 0 0 0 0 1 0 0

(%) (%) (%) (%) (%) (%)

(%) (%) (50%) (%) (%)

Arm 1: Number of participants with dose reductions and dose interruptions of PDR001 and decitabine

Description

Time Frame

Analysis
Population
Description

For patients who did not tolerate the protocol-specified dosing schedule of the study drugs, dose adjustments either through reduced dose or
longer treatment interval could be permitted in order to allow the patient to continue study treatment. Dose reductions were not permitted for

PDRO01.

Up to approximately 1.8 years

All patients from Arm 1 who received at least one dose of study treatment.

PDR001 400mg Q4W +
Decitabine ND AML

PDR001 400mg Q4W + Decitabine
R/R AML

PDR001 400mg Q4W +
Decitabine HR/VHR MDS

Arm/Group Description

Arm 1: PDR001 in
combination with decitabine
20mg/m2 in newly diagnosed
acute myeloid leukemia

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in
relapsed/refractory acute myeloid
leukemia

Arm 1: PDRO001 in combination
with decitabine 20mg/m2 in
high-/very high-risk
myelodysplastic syndrome

Number of Participants Analyzed [units:

participants]

1

12

3
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Arm 1: Number of participants with dose
reductions and dose interruptions of PDR001

Count of Participants

Count of Participants

Count of Participants

and decitabine (Percentage) (Percentage) (Percentage)
(units: participants)
PDRO001, at least one dose reduction 0 0 0
’ (%) (%) (%)
PDRO001, at least one dose interruption 0 4 2
' (%) (33.33%) (66.67%)
Decitabine, at least one dose reduction 0 ! 0
’ (%) (8.33%) (%)
0 5 0

Decitabine, at least one dose interruption

(41.67%)

(%)

Arm 2: Number of participants with dose reductions and dose interruptions of MBG453 and decitabine

Description For patients who did not tolerate the protocol-specified dosing schedule of the study drugs, dose adjustments either through reduced dose or
longer treatment interval could be permitted in order to allow the patient to continue study treatment.
Time Frame Up to approximately 2.9 years
Analysis All patients from Arm 2 who received at least one dose of study treatment.
Population
Description
MBG4 MBG4 MBG4
53 53 53 MBG45 MBG45 MBG45
240m MBG453 400m MBG453 800m MBG453 3 3 MBGAS g MBG4S MBGAS MBG4S  MBGAS
g 240mg g 400mg g 800mg 240mg 400mg 800mg
Q2W Q2W+ Q2W Q2W+ QAW QAW+ QW+ Q2w+ 200mg o4y, 800mg  240mg - 400mg  800mg
L e 1 . . . Q2W + . QAW+ Q2W+ Q2W+ Q4W +
+ Decitabi + Decitabi + Decitabi Decita Decita . Decita . . . .
. . . R R Decita gt Decita Decitab Decitab Decitab
Decita ne R/IR Decita ne R/R Decita ne R/IR bine bine bine IR bine bine IR ine ine ine
bine AML bine AML bine AML HR/VH HR/VH HR/VH
ND ND ND RMDS RMDS MPS gmps MDS CMML  CMML  CMML
AML AML AML
Arm/G Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
rou MBG4 MBG453 MBG4 MBG453 MBG4 MBG453 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
P 53240 240mg 53400 400mg 53800 800mg 3240 3400 3400 3800 3800 3240 3400 3800
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Descri mg Q2W in mg Q2W in mg Q4W in mg mg mg mg mg mg mg mg
ption Q2W  combinat Q2W  combinat Q4W combinat Q2Win Q2Win Q2Win Q4Win Q4Win Q2Win Q2Win Q4Win
in ion with in ion with in ion with combin  combin combin combin combin combin combin  combin
combi  decitabin combi decitabin combi  decitabin ation ation ation ation ation ation ation ation
nation e nation e nation e with with with with with with with with
with 20mg/m2 with 20mg/m2 with 20mg/m2 decitabi decitabi decitabi decitabi decitabi decitabi decitabi decitabi
decita in decita in decita in ne ne ne ne ne ne ne ne
bine relapsed/ bine relapsed/ bine relapsed/  20mg/ 20mg/ 20mg/ 20mg/ 20mg/  20mg/m 20mg/m 20mg/m
20mg/ refractory 20mg/ refractory 20mg/ refractory m2in m2in m2 in m2in m2in 2in 2in 2in
m2 in acute m2 in acute m2 in acute high- high- interme high- interme  chronic  chronic  chronic
newly myeloid newly myeloid newly myeloid Ivery Ivery diate- Ivery diate- myelom myelom myelom
diagno leukemia diagno leukemia diagno leukemia high- high- risk high- risk onocyti  onocyti  onocyti
sed sed sed risk risk myelod risk myelod c c c
acute acute acute myelod myelod ysplasti myelod ysplasti leukemi leukemi leukemi
myeloi myeloi myeloi ysplasti  ysplasti c ysplasti c a a a
d d d c c syndro c syndro
leuke leuke leuke syndro  syndro me syndro me
mia mia mia me me me
Numb
er of
Partici
pants
Analy 3 9 12 11 7 9 9 4 5 6 2 1 3 1
zed
[units:
partici
pants]
Arm
2:
Numb
erof  count Count Count Count Count Count Count Count Count Count Count
partici of Count of of Count of of Count of of of of of of of of of
pants  partici Participa  po e Participa oo Participa  potici Partici Partici Partici Partici Partici Partici  Partici
with nts nts nts
dose pants pants pants pants pants pants pants pants pants pants pants
reduct (perce (Percent (Perce (Percent (Perce (Percent (Perce  (Perce (Perce (Perce (Perce (Perce (Perce (Perce
::::js ntage) age) ntage) age) ntage) age) ntage) ntage) ntage) ntage) ntage) ntage) ntage) ntage)
dose
interr
uption
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s of
MBG4
53
and
decita
bine
(units:
partici
pants)

MBG4
53, at
least
one
dose
reducti
on

(33.33
%)

0
(%)

0
(%)

0
(%)

0
(%)

0
(%)

0
(%)

1
(16.67%
)

0 0
(%) (%)

MBG4
53, at
least
one
dose
interru
ption

(66.67
%)

2
(22.22%)

3
(25%)

2
(18.18%)

3
(42.86
%)

4
(44.44%
)

(100%)

(20%)

(50%)

(%)

1 2
(100%)  (66.67%)

Decita
bine,
at
least
one
dose
reducti
on

1
(11.11%)

0
(%)

(11.11%

1
(16.67%
)

0 1
(%) (33.33%)

Decita
bine,
at
least
one
dose
interru
ption

(66.67
%)

2
(22.22%)

3
(25%)

1
(9.09%)

5
(71.43
%)

1
(11.11%)

3
(33.33%
)

(75%)

(60%)

(50%)

(%)

1 3
(100%)  (100%)

(100%)
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Arm 3: Number of participants with dose reductions and dose interruptions of MBG453, PDR001 and

decitabine
Description For patients who did not tolerate the protocol-specified dosing schedule of the study drugs, dose adjustments either through reduced dose or
longer treatment interval could be permitted in order to allow the patient to continue study treatment. Dose reductions were not permitted for
PDRO01.
Time Frame Up to approximately 4.3 years
Analysis All patients from Arm 3 who received at least one dose of study treatment.
Population
Description
MBG453 MBG453 MBG453 MBG453 MBG453
"C"lg’fv“f‘:’,g‘g’orgf 240mg Q2W “3?@453;33%"3? 400mg Q2W "3‘3@1?,;%%’3? 160mg Q2W + 240mg Q2W + 400mg Q2W +
. + PDROO1 + . + PDROO1 + o PDRO001 + PDRO001 + PDRO01 +
+ Decitabine R + Decitabine o + Decitabine et s s
R/IR AML Decitabine R/IR AML Decitabine R/IR AML Decitabine Decitabine Decitabine
ND AML ND AML HR/VHRMDS HR/VHRMDS HR/VHR MDS
Arm 3: Arm 3:
MBG453 MBG453
240 mg 400 mg Arm 3: Arm 3: Arm 3:
Arm 3: MBG453 Q2W in Arm 3: MBG453 Q2W in Arm 3: MBG453 MBG453 160 MBG453 240 MBG453 400
160 mg Q2Win  combination = 240 mg Q2Win  combination =~ 400 mg Q2W in mg Q2W in mg Q2W in mg Q2W in
combination with with combination with with combination with combination combination combination
PDR001 400 mg PDRO0O01400 PDR001400mg PDR001400 PDRO001 400 mg with PDR001 with PDR001 with PDR001
Arm/Group Q4W and mg Q4W Q4W and mg Q4w Q4W and 400 mg Q4w 400 mg Q4W 400 mg Q4W
Description decitabine and decitabine and decitabine and decitabine  and decitabine and decitabine
20mg/m2 in decitabine 20mg/m2 in decitabine 20mg/m2 in 20mg/m2 in 20mg/m2 in 20mg/m2 in
relapsed/refractor 20mg/m2in  relapsed/refractor 20mg/m2in  relapsed/refractor high-/very high-/very high-/very
y acute myeloid newly y acute myeloid newly y acute myeloid high-risk high-risk high-risk
leukemia diagnosed leukemia diagnosed leukemia myelodysplasti myelodysplasti  myelodysplasti
acute acute ¢ syndrome ¢ syndrome ¢ syndrome
myeloid myeloid
leukemia leukemia
Number of
Participants
Analyzed 3 2 2 2 3 3 2 1
[units:
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participants

]

Arm 3:
Number of
participants
with dose
reductions
and dose
interruption
s of
MBG453,
PDR001 and
decitabine
(units:
participants)

Count of
Count of Participants
Participants

(Percentage) (Percentage

Count of
Participants
(Percentage)

Count of
Participants

(Percentage

)

Count of
Participants
(Percentage)

Count of
Participants
(Percentage)

Count of
Participants
(Percentage)

Count of
Participants
(Percentage)

MBG453, at
least one
dose
reduction

MBG453, at
least one
dose
interruption

PDRO001, at
least one
dose
reduction

PDRO001, at
least one
dose
interruption

Decitabine,
at least one
dose
reduction

Decitabine,
at least one
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dose
interruption

Arm 4: Number of participants with dose reductions and dose interruptions of MBG453

Description

longer treatment interval could be permitted in order to allow the patient to continue study treatment.

Time Frame

Analysis
Population
Description

Up to approximately 0.9 years

MBG453 400mg Q2W
R/R AML

All patients from Arm 4 who received at least one dose of study treatment.

MBG453 1200mg Q2W

R/R AML

MBG453 400mg
Q2W HR/VHR MDS

MBG453 1200mg
Q2W HR/VHR MDS

For patients who did not tolerate the protocol-specified dosing schedule of the study drugs, dose adjustments either through reduced dose or

MBG453 1200mg
Q2W IR MDS

Arm/Group Description

Arm 4: MBG453 400 mg
Q2W in
relapsed/refractory
acute myeloid leukemia

Arm 4: MBG453 1200
mg Q2W in
relapsed/refractory
acute myeloid leukemia

Arm 4: MBG453 400
mg Q2W in high-

Ivery high-risk
myelodysplastic

Arm 4: MBG453
1200 mg Q2W in
high-/very high-risk
myelodysplastic

Arm 4: MBG453
1200 mg Q2W in
intermediate-risk
myelodysplastic

syndrome syndrome syndrome
Number of Participants
Analyzed [units: participants] 10 6 3 5 2
Arm 4: Number of participants
with dose reductions and dose Count of Participants Count of Participants P:r;z?pta(::ts P:r?il(l:?;ac::ts P:rzl::?pta(:ts
interruptions of MBG453 (Percentage) (Percentage) (Percentage) (Percentage) (Percentage)
(units: participants)
MBG453, at least one dose 0 0 0 0 0
reduction (%) (%) (%) (%) (%)
MBG453, at least one dose 2 0 0 0 0
interruption (20%) (%) (%) (%) (%)

Page 44



(') NOVARTIS

Arm 5: Number of participants with dose reductions and dose interruptions of MBG453 and PDR001

For patients who did not tolerate the protocol-specified dosing schedule of the study drugs, dose adjustments either through reduced dose or

longer treatment interval could be permitted in order to allow the patient to continue study treatment. Dose reductions were not permitted for

Description
PDRO0O01.
Time Frame Up to approximately 0.5 years
Analysis
Population
Description

All patients from Arm 5 who received at least one dose of study treatment.

MBG453 80mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W +
PDR001 HR/VHR MDS

Arm/Group Description

Arm 5: MBG453 80 mg Q2W in
combination with PDR001 400 mg
Q4W in relapsed/refractory acute

myeloid leukemia

Arm 5: MBG453 240 mg Q2W in

combination with PDR001 400 mg

Q4W in relapsed/refractory acute
myeloid leukemia

Arm 5: MBG453 240 mg Q2W
in combination with PDR001
400 mg Q4W in high-/very
high-risk myelodysplastic
syndrome

Number of Participants Analyzed [units:
participants]

5

Arm 5: Number of participants with dose
reductions and dose interruptions of MBG453

Count of Participants

Count of Participants

Count of Participants

and PDR001 (Percentage) (Percentage) (Percentage)
(units: participants)
MBGA453, at least one dose reduction 0 0 0

’ (%) (%) (%)
MBG453, at least one dose interruption 0 1 1

' (%) (20%) (20%)
PDRO001, at least one dose reduction 0 0 0

(%) (%) (%)

PDRO001, at least one dose interruption 0 1 1

' (%) (20%) (20%)
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Arm 6: Number of participants with dose reductions and dose interruptions of MBG453 and azacitidine

Description For patients who did not tolerate the protocol-specified dosing schedule of the study drugs, dose adjustments either through reduced dose or
longer treatment interval could be permitted in order to allow the patient to continue study treatment.
Time Frame Up to approximately 4.2 years
Analysis All patients from Arm 6 who received at least one dose of study treatment.
Population
Description
N;‘Btg453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
mg 400mg 800mg 240mg 240m 400mg 400m 800mg 800m 400m 800m
QW+ QW+ QAW+ Q2W + 9 Q2w + 9 Q4W + 9 9 9
Azacitidi  Azacitidi  Azacitidi  Azacitidin  , 22V *  Azacitidin . 2W*  Azacitidin W * Q2w + Qdw +
Azacitidin Azacitidin Azacitidin  Azacitidin  Azacitidin
ne ND ne ND ne ND e HR/VHR eIRMDS © HR/VHR eIRMDS ¢ HR/VHR e IR MDS e CMML e CMML
AML AML AML MDS MDS MDS
Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6:
MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 Arm 6: Arm 6:
240 mg 400 mg 800 mg 240 mg 240 mg 400 mg 400 mg 800 mg 800 mg MBG453 MBG453
Q2W in Q2W in Q4W in Q2W in Q2W in Q2W in Q2W in Q4W in Q4W in 400 mg 800 mg
combinati combinati combinati combinatio combinatio combinatio combinatio combinatio combinatio Q2W in Q4W in
Arm/Gro on with on with on with n with n with n with n with n with n with combinatio  combinatio
up azacitidin  azacitidin  azacitidin  azacitidine  azacitidine azacitidine azacitidine azacitidine azacitidine n with n with
Descripti e75 e75 e75 75 mg/m2 75 mg/m2 75mg/m2  75mg/m2  75mg/m2 75mg/m2  azacitidine azacitidine
on mg/m2in  mg/m2in mg/m2in in high- in in high- in in high- in 75 mg/m2 75 mg/m2
newly newly newly /very high- intermediat /very high- intermediat /very high- intermediat  in chronic in chronic
diagnose diagnose diagnose risk e-risk risk e-risk risk e-risk myelomon  myelomon
d acute d acute d acute myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl ocytic ocytic
myeloid myeloid myeloid astic astic astic astic astic astic leukemia leukemia
leukemia leukemia leukemia  syndrome syndrome syndrome syndrome syndrome syndrome
Number
of
Participa
nts 6 14 6 3 2 14 5 17 2 5 5
Analyze
d [units:
participa
nts]

Page 46



(') NOVARTIS

Arm 6:

Number

of

participa

nts with

dose

reductio Countof Countof Countof Countof Count of Count of Count of Count of Count of Count of Count of
ns and Participa Participa Participa Participan Participan Participan Participan Participan Participan Participan Participan
dose nts nts nts ts ts ts ts ts ts ts ts
interrupti

ons of (Percent (Percent (Percent (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta
MBG453 age) age) age) ge) ge) ge) ge) ge) ge) ge) ge)
and

azacitidi

ne

(units:

participan

ts)

MBG453,

at least 1 0 0 0 0 0 0 0 0 0 0
one dose (16.67%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
reduction

MBG453,
at least
one dose
interrupti
on

4 5 1 0 0 4 0 6 0 0 2
(66.67%)  (35.71%)  (16.67%) (%) (%) (28.57%) (%) (35.29%) (%) (%) (40%)

Azacitidin

e, at least 0 1 1 0 0 0 0 3 0 0 0
one dose (%) (7.14%) (16.67%) (%) (%) (%) (%) (17.65%) (%) (%) (%)
reduction

Azacitidin
e, at least
one dose
interrupti
on

3 7 4 0 0 4 0 7 0 0 2
(50%) (50%) (66.67%) (%) (%) (28.57%) (%) (41.18%) (%) (%) (40%)
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Arm 1: Dose intensity of PDR001

Description
Time Frame

Analysis

Dose intensity of PDR001 was calculated as: Actual Cumulative dose (mg) / (Duration of exposure in weeks/4)
Up to approximately 1.8 years

All patients from Arm 1 who received at least one dose of study treatment.

Population
Description

PDR001 400mg Q4W +
Decitabine ND AML

PDR001 400mg Q4W + Decitabine
R/R AML

PDR001 400mg Q4W +
Decitabine HR/VHR MDS

Arm/Group Description

Arm 1: PDRO001 in
combination with decitabine
20mg/m2 in newly diagnosed

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in
relapsed/refractory acute myeloid

Arm 1: PDR0O01 in combination
with decitabine 20mg/m2 in
high-/very high-risk

acute myeloid leukemia leukemia myelodysplastic syndrome
Number of Participants Analyzed [units:
L 1 12 3

participants]
Arm 1: Dose intensity of PDR001 Median Median Median
(units: mg/4 weeks) (Full Range) (Full Range) (Full Range)

395.29 400.00 354.67

(395.29 to 395.29) (228.6 t0 407.3) (312.2 t0 400.0)

Arm 1: Dose intensity of decitabine

Description
Time Frame

Analysis
Population
Description

Dose intensity of decitabine was calculated as: Actual Cumulative dose (mg/m2) / (Duration of exposure in weeks/4)
Up to approximately 1.8 years

All patients from Arm 1 who received at least one dose of study treatment.

PDR001 400mg Q4W +
Decitabine ND AML

PDR001 400mg Q4W + Decitabine
R/R AML

PDR001 400mg Q4W +
Decitabine HR/VHR MDS
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Arm/Group Description

Arm 1: PDR001 in
combination with decitabine
20mg/m2 in newly diagnosed

Arm 1: PDRO001 in combination with

decitabine 20mg/m2 in

relapsed/refractory acute myeloid

Arm 1: PDR0O01 in combination
with decitabine 20mg/m2 in
high-/very high-risk

acute myeloid leukemia leukemia myelodysplastic syndrome
Number of Participants Analyzed [units:
g 1 12 3
participants]
Arm 1: Dose intensity of decitabine Median Median Median
(units: mg/m”"2/4 weeks) (Full Range) (Full Range) (Full Range)
98.83 92.09 87.02
(98.83 t0 98.83) (77.3t0 101.0) (72.5t0 104.8)

Arm 2: Dose intensity of MBG453

Description Dose intensity of MBG453 was calculated as: Actual Cumulative dose (mg) / (Duration of exposure in weeks/4)
Time Frame Up to approximately 2.9 years
Analysis All patients from Arm 2 who received at least one dose of study treatment.
Population
Description
MBG MBG MBG
453 453 453 MBG45 MBG45 MBG45
240m MBG453 400m MBG453 800m MBG453 3 3 MBS T MBGAS MBSAS  NMBS4S  MBS4S
g 240mg g 400mg g 800mg 240mg 400mg 800mg
Q2W  Q2W+ Q2W Q2W+ QAW QAW+ Q2w+ Q2w+ 400md o4y 800mg  240mg  400mg - 800mg
o - I - - Q2w + - Q4W+ Q2w+ Q2w+ Q4w+
+ Decitabi + Decitabi + Decitabi Decitab Decitab . Decitab . . . .
. . . . . Decitab . Decitab Decitab Decitab Decitab
Decit ne R/IR Decit ne R/R Decit ne R/R ine ine ine IR ine ine IR ine ine ine
abine AML abine AML abine AML HR/VH HR/VH HR/VH
ND ND ND RMDS RMDs MPS gpmps MDS  CMML ~ CMML  CMML
AML AML AML
Arm Arm 2: Arm Arm 2: Arm Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
Arm/G 2: MBG453 2: MBG453 2: MBG453 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
roup  MBG 240 mg MBG 400 mg MBG 800 mg 3240 3400 3400 3800 3800 3240 3400 3800
Descri 453 Q2W in 453 Q2W in 453 Q4W in mg mg mg mg mg mg mg mg
ption 240 combinati 400 combinati 800 combinati Q2Win Q2Win Q2Win Q4Win Q4Win Q2Win Q2Win Q4Win
mg on with mg on with mg on with combin  combin combin combin combin combin  combin  combin
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Q2W  decitabin  Q2W  decitabin Q4W  decitabin ation ation ation ation ation ation ation ation
in e in e in e with with with with with with with with
combi 20mg/m2 combi 20mg/m2 combi 20mg/m2 decitabi decitabi decitabi decitabi decitabi decitabi decitabi decitabi
nation in nation in nation in ne ne ne ne ne ne ne ne
with relapsed/  with relapsed/  with relapsed/ 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m
decita refractory decita refractory decita refractory 2in 2in 2in 2in 2in 2in 2in 2in
bine acute bine acute bine acute high- high- interme high- interme  chronic  chronic  chronic
20mg/ myeloid 20mg/ myeloid 20mg/  myeloid Ivery Ivery diate- Ivery diate- myelom myelom myelom
m2in leukemia m2in leukemia m2in leukemia high- high- risk high- risk onocytic onocytic onocytic
newly newly newly risk risk myelod risk myelod leukemi leukemi leukemi
diagn diagn diagn myelod myelod ysplasti myelod ysplasti a a a
osed osed osed ysplasti  ysplasti c ysplasti c
acute acute acute c [ syndro [ syndro
myelo myelo myelo syndro syndro me syndro me
id id id me me me
leuke leuke leuke
mia mia mia

Numb

er of

Partici

pants

Analy 3 9 12 11 7 9 9 4 5 6 2 1 3 1

zed

[units:

partici

pants]

Arm

2:

Dose

intens  Medi Medi Medi

ity of an Median an Median an Median Median Median Median Median Median Median Median Median

MBG4 (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full

53 Rang Range) Rang Range) Rang Range) Range) Range) Range) Range) Range) Range) Range) Range)

(units: e) e) e)

mg/4

weeks

)
4131 (:;‘:773_'54{0 7977'1 (gg;.g?o 74?'6 ($$?_'$?o 458.18 646.58 746.67 726.83 680.40 464.68 553.09 784.44
(79.9 497.8) (678. 861.5) (482. 829.6) (298.2 (589.5 (622.2 (488.9 (673.7 (464.68  (448.0 (784.44
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to 1to 9to to to to to to to to to
480.0 845.3 809.6 480.0) 726.1) 800.0) 800.0) 687.1) 464.68) 689.2) 784.44)
) ) )
Arm 2: Dose intensity of decitabine
Description Dose intensity of decitabine was calculated as: Actual Cumulative dose (mg/m2) / (Duration of exposure in weeks/4)
Time Frame Up to approximately 2.9 years
Analysis All patients from Arm 2 who received at least one dose of study treatment.
Population
Description
MBG MBG MBG
453 453 453 MBG45 MBG45 MBG45
240m MBG453 400m MBG453 800m MBG453 3 3 MBS g MBGAS MBGAS  MBS4S  MBS4S
g 240mg g 400mg g 800mg 240mg 400mg 800mg
Q2W Q2W+ Q2W Q2W+ QAW QAW+ Q2w+ Q2w+ 200ma o4y 800mg  240mg  400mg  800mg
I s L - . Q2w + . QAW+ Q2W+ QW+ Q4W+
+ Decitabi + Decitabi + Decitabi Decitab Decitab Decitab Decitab Decitab Decitab Decitab Decitab
Decit ne RIR Decit ne RIR Decit ne R/R ine ine ine IR ine ine IR ine ine ine
abine AML abine AML abine AML HR/VH  HR/VH HR/VH
ND ND ND RMDS R MDS MDS R MDS MDS CMML CMML CMML
AML AML AML
Arm Arm 2: Arm Arm 2: Arm Arm 2: Arm2:  Arm2.  Am2: Arm2  Am2:  Am2  Am2  Arm2:
2: MBG453 2: MBG453 2: MBG453 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
MBG 240 mg MBG 400 mg MBG 800 mg 3240 3400 3400 3800 3800 3240 3400 3800
453 Q2W in 453 QZW in 453 Q4W in mg mg mg mg mg mg mg mg
240 comblpatl 400 comblpatl 800 comblpatl Q2Win Q2Win Q2Win Q4Win Q4Win Q2Win Q2Win Q4Win
Arm/G mg On.Wlth mg On_Wlth mg On.WIth combin  combin combin  combin combin combin  combin  combin
roup Q2w  decitabin Q2w  decitabin Q4w  decitabin ation ation ation ation ation ation ation ation
Descri in € in € in € with with with with with with with with
ption ~ combi 20mg/m2 - combi 20mg/m2  combi 20mg/M2  decitabi decitabi ~decitabi decitabi decitabi ~decitabi ~decitabi  decitabi
nation in nation in nation n ne ne ne ne ne ne ne ne
with  relapsed/  with  relapsed/  with  relapsed/ 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m
decita refractory decita refractory decita refractory 2in 2in 2in 2in 2in 2in 2in 2in
bine acute bine acute bine acute high- high- interme high- interme  chronic  chronic  chronic
20mg/  myeloid  20mg/ myeloid  20mg/ ~ myeloid Ivery Ivery diate- Ivery diate- myelom myelom myelom
m2in leukemia m2in leukemia m2in leukemia high- high- risk high- risk onocytic onocytic  onocytic
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newly newly newly risk risk myelod risk myelod leukemi  leukemi leukemi
diagn diagn diagn myelod myelod ysplasti myelod ysplasti a a a
osed osed osed ysplasti  ysplasti c ysplasti c
acute acute acute c c syndro c syndro
myelo myelo myelo syndro syndro me syndro me
id id id me me me
leuke leuke leuke
mia mia mia
Numb
er of
Partici
pants
Analy 3 9 12 11 7 9 9 4 5 6 2 1 3 1
zed
[units:
partici
pants]
Arm
2:
Dose
tyor  Medi Medi Medi | | | | | _ | |
decita an Median an Median an Median Median Median Median Median Median Median Median Median
bine (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full
(units: Rang Range) Rang Range) Rang Range) Range) Range) Range) Range) Range) Range) Range) Range)
mg/mA e) e) e)
2/4
weeks
)
82.89 97.79 91.67 05.84 97.03
(54.4 97.61 (79.2 97.82 (69.4 99.03 86.12 86.96 92.85 79.37 71.20 (95' 84 73.47 (97' 03
to (73.9to to (81.6to to (83.7to (56.8to0 (644to (80.8to (483to (54.6to0 té (68.6 to té
103.5 104.6) 105.7 105.1) 100.3 101.6) 106.4) 88.9) 102.0) 106.3) 87.8) 95.84) 84.9) 97.03)

)

Arm 3: Dose intensity of MBG453 and PDR001

Description

Dose intensity of MBG453 and PDR001 was calculated as: Actual Cumulative dose (mg) / (Duration of exposure in weeks/4)
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Time Frame Up to approximately 4.3 years
Analysis All patients from Arm 3 who received at least one dose of study treatment.
Population
Description
MBG453 MBG453
MBGA453 160mg  240mg  MBG453240mg  400mg  MBGA53 400mg 6(')‘":9‘532‘3,\, . 3 4(')‘":9632‘3,\, . 40(')‘":9‘532‘3,\, .
Q2W + PDR001 + Q2w + Q2W + PDR001 + Q2w + Q2W + PDR001 + PDR001 + PDR001 + PDR001 +
Decitabine R/R PDRO001 + Decitabine R/R PDRO001 + Decitabine R/R Decitabi . .
AML Decitabine AML Decitabine AML ecitabine ~ Decitabine  Decitabine
ND AML ND AML HR/VHRMDS HR/VHRMDS HR/VHR MDS
Arm 3: Arm 3:
MBG453 MBG453
240 mg 400 mg Arm 3: Arm 3: Arm 3:
Arm 3: MBG453 Q2W in Arm 3: MBG453 Q2W in Arm 3: MBG453 MBG453 160 MBG453 240 MBG453 400
160 mg Q2W in combinatio 240 mg Q2W in combinatio 400 mg Q2W in mg Q2W in mg Q2W in mg Q2W in
combination with n with combination with n with combination with combination combination combination
PDRO001 400 mg PDRO001 PDR001 400 mg PDRO001 PDRO001 400 mg with PDR001 with PDR001 with PDR001
Arm/Group Q4W and 400 mg Q4W and 400 mg Q4W and 400 mg Q4W 400 mg Q4W 400 mg Q4W
Description decitabine Q4W and decitabine Q4W and decitabine and decitabine  and decitabine  and decitabine
20mg/m2 in decitabine 20mg/m2 in decitabine 20mg/m2 in 20mg/m2 in 20mg/m2 in 20mg/m2 in
relapsed/refractor 20mg/m2in relapsed/refractor 20mg/m2in relapsed/refractor high-/very high-/very high-/very
y acute myeloid newly y acute myeloid newly y acute myeloid high-risk high-risk high-risk
leukemia diagnosed leukemia diagnosed leukemia myelodysplasti  myelodysplasti  myelodysplasti
acute acute ¢ syndrome ¢ syndrome ¢ syndrome
myeloid myeloid
leukemia leukemia
Number of
Participants
Analyzed 3 2 2 2 3 3 2 1
[units:
participants
1
Arm 3: ; ;
Dose Median Maf'l'jl" Median Mf;'l'lﬂ" Median Median Median Median
intensity of (Full Range) Range) (Full Range) Range) (Full Range) (Full Range) (Full Range) (Full Range)
MBG453 g g
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and PDR001
(units: mg/4
weeks)
450.00 705.82 314.39 413.40 622.22
320.00 428.00 746.67
MBG453 (420.0 to (653.1 to (240.0 to (373.8 to (622.22 to
(290.9 to 320.0) 480.0) (376.0 to 480.0) 758.6) (400.0 to 783.2) 320.0) 453.0) 622.22)
400.00 361.37 392.98 344.50 400.00
400.00 363.56 373.33
PDRO001 (400.0 to (342.4 to (266.7 to (311.5to (400.00 to
(365.7 to 400.0) 400.0) (327.1 t0 400.0) 380.4) (228.6 to 391.6) 400.0) 377.5) 400.00)
Arm 3: Dose intensity of decitabine
Description Dose intensity of decitabine was calculated as: Actual Cumulative dose (mg/m2) / (Duration of exposure in weeks/4)
Time Frame Up to approximately 4.3 years
Analysis All patients from Arm 3 who received at least one dose of study treatment.
Population
Description
MBG453 MBG453
MBG453 160mg 240mg MBG453 240mg 400mg MBG453 400mg 163":G323v + 2 4(|)meG323v + 403ntG352’3v +
Q2w +PDRO0T+ ~ Q2W+  Q2W+PDRO01+ Q2W+  Q2W+PDROO1+ pl9 % DDROOT + PDROOT +
Decitabine R/R PDRO001 + Decitabine R/R PDRO001 + Decitabine R/R s e s
AML Decitabine AML Decitabine AML Decitabine Decitabine Decitabine
ND AML ND AML HR/VHRMDS HR/VHRMDS HR/VHR MDS
Arm 3: Arm 3: Arm 3: Arm 3: Arm 3:
Arm 3: MBG453 MBG453 Arm 3: MBG453 MBG453 Arm 3: MBG453 MBG453 160 MBG453 240 MBG453 400
160 mg Q2W in 240 mg 240 mg Q2W in 400 mg 400 mg Q2W in mg Q2W in mg Q2W in mg Q2W in
combination with Q2W in combination with Q2W in combination with combination combination combination
PDR001400 mg combinatio = PDRO001400mg  combinatio = PDRO001 400 mg with PDR0O01 with PDR001 with PDR001
Arm/Group Q4W and n with Q4W and n with Q4W and 400 mg Q4W 400 mg Q4W 400 mg Q4W
Description decitabine PDRO0O01 decitabine PDRO0O01 decitabine and decitabine  and decitabine  and decitabine
20mg/m2 in 400 mg 20mg/m2 in 400 mg 20mg/m2 in 20mg/m2 in 20mg/m2 in 20mg/m2 in
relapsed/refractor Q4W and relapsed/refractor Q4W and relapsed/refractor high-/very high-/very high-/very
y acute myeloid decitabine y acute myeloid decitabine y acute myeloid high-risk high-risk high-risk
leukemia 20mg/m2 in leukemia 20mg/m2 in leukemia myelodysplasti  myelodysplasti  myelodysplasti
newly newly ¢ syndrome ¢ syndrome ¢ syndrome
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diagnosed diagnosed
acute acute
myeloid myeloid

leukemia leukemia
Number of
Participants
Analyzed 3 2 2 2 3 3 2 1
[units:
participants
1
Arm 3:
Dose
:1n¢:§irt‘:gi¥1(e,f Median Mflf't'lfl" Median Maf't'j‘l“ Median Median Median Median
(units: (Full Range) Range) (Full Range) Range) (Full Range) (Full Range) (Full Range) (Full Range)
mg/m*2/4
weeks)

94.25 (1133 i 78.99 (365'220 90.30 93.09 84.88 (7288811t0
(56.4 to 100.2) 123.2) (54.5 to 103.5) 94.2) (58.8 to 94.6) (84.2 to 98.0) (75.2 to 94.6) 78.81)

Arm 4: Dose intensity of MBG453

Description
Time Frame

Analysis
Population
Description

Up to approximately 0.9 years

All patients from Arm 4 who received at least one dose of study treatment.

Dose intensity of MBG453 was calculated as: Actual Cumulative dose (mg) / (Duration of exposure in weeks/4)

Arm/Group Description

MBG453 400mg Q2W  MBG453 1200mg Q2W  MBG453 400mg MBG453 1200mg  MBG453 1200mg
R/R AML R/R AML Q2W HRIVHR MDS  Q2W HR/VHR MDS Q2W IR MDS
Arm 4: MBG453 400 mg  Arm 4: MBG453 1200 . _ _
QoW in mg Q2W in Arm 4: MBG453 400 Arm 4: MBG453 Arm 4: MBG453

relapsed/refractory
acute myeloid leukemia

relapsed/refractory
acute myeloid leukemia

mg Q2W in high-
Ivery high-risk

1200 mg Q2W in
high-/very high-risk

1200 mg Q2W in
intermediate-risk
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myelodysplastic

myelodysplastic

myelodysplastic

syndrome syndrome syndrome
Number of Participants
Analyzed [units: participants] 10 6 3 5 2
,:annz;::s:I;)ose intensity of Median Median Median Median Median
(units: mg/4 weeks) (Full Range) (Full Range) (Full Range) (Full Range) (Full Range)
800.00 2400.00 800.00 2400.00 2407.19
(600.00 to 800.0) (2240.0 to 2400.0) (800.0 to 811.6) (2356.1 to 2434.8) (2400.0 to 2414.4)

Arm 5: Dose intensity of MBG453 and PDR001

Description

Time Frame Up to approximately 0.5 years

Analysis
Population
Description

All patients from Arm 5 who received at least one dose of study treatment.

MBG453 80mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W + PDR001
R/R AML

Dose intensity of MBG453 and PDR001 was calculated as: Actual Cumulative dose (mg) / (Duration of exposure in weeks/4)

MBG453 240mg Q2W +
PDR001 HR/VHR MDS

Arm/Group Description

Arm 5: MBG453 80 mg Q2W in
combination with PDR001 400 mg
Q4W in relapsed/refractory acute

myeloid leukemia

Arm 5: MBG453 240 mg Q2W in

combination with PDR001 400 mg

Q4W in relapsed/refractory acute
myeloid leukemia

Arm 5: MBG453 240 mg Q2W
in combination with PDR001
400 mg Q4W in high-/very
high-risk myelodysplastic

syndrome
Number of Participants Analyzed [units:
L 1 5 5
participants]
Arm 5: Dose intensity of MBG453 and PDR001 Median Median Median
(units: mg/4 weeks) (Full Range) (Full Range) (Full Range)
160.00 480.00 480.00

MBG453 (160.00 to 160.00) (264.6 to 480.0) (361.3 to 483.5)
PDRO01 400.00 400.00 400.00

(400.00 to 400.00) (317.7 to0 400.0) (329.4 to 400.0)
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Arm 6: Dose intensity of MBG453

Description Dose intensity of MBG453 was calculated as: Actual Cumulative dose (mg) / (Duration of exposure in weeks/4)
Time Frame Up to approximately 4.2 years
Analysis All patients from Arm 6 who received at least one dose of study treatment.
Population
Description
MBG45 MBG45 MBG45
3 3 3 "g‘ig:‘? MBG453 """33:33 MBG453 wggg;:‘g:a MBG453  MBGA453  MBG453
240mg 400mg 800mg Q2W + 240mg Q2W + 400mg Q4W + 800mg 400mg 800mg
Q2w + Q2w + Q4W + Azacitidi Q2w + ces Q2w + i 1 Q4W + Q2w + Q4w +
. " o zacitidin . Azacitidin - Azacitidin - - -
Azacitid Azacitid Azacitid e HRIVHR Azacitidin e HRIVHR Azacitidin e HRIVHR Azacitidin  Azacitidin  Azacitidin
ine ND ine ND ine ND MDS e IRMDS MDS e IR MDS MDS e IR MDS e CMML e CMML
AML AML AML
Arm 6: Arm 6: Arm 6:
MBG45 MBG45 MBG45 Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6:
3240 3400 3800 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 Arm 6: Arm 6:
mg mg mg 240 mg 240 mg 400 mg 400 mg 800 mg 800 mg MBG453 MBG453
Q2Win  Q2Win  Q4Win Q2W in Q2W in Q2W in Q2W in Q4W in Q4W in 400 mg 800 mg
combina combina combina combinatio combinatio combinatio combinatio combinatio combinatio Q2W in Q4W in
Arm/Gro  tion with  tion with  tion with n with n with n with n with n with n with combinatio  combinatio
up azacitidi azacitidi azacitidi  azacitidine  azacitidine  azacitidine  azacitidine  azacitidine  azacitidine n with n with
Descripti ne 75 ne 75 ne 75 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 azacitidine  azacitidine
on mg/m2 mg/m2 mg/m2 in high- in in high- in in high- in 75 mg/m2 75 mg/m2
innewly innewly innewly /veryhigh- intermediat /very high- intermediat /very high- intermediat in chronic in chronic
diagnos  diagnos  diagnos risk e-risk risk e-risk risk e-risk myelomono myelomono
ed acute edacute edacute myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl cytic cytic
myeloid  myeloid  myeloid astic astic astic astic astic astic leukemia leukemia
leukemi  leukemi  leukemi syndrome syndrome syndrome syndrome syndrome syndrome
a a a
Number
of
Participa 6 14 6 3 2 14 5 17 2 5 5
nts
Analyze
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d [units:
participa
nts]
Arm 6:
Dose
intensity Medi . . . . . . . . . .
of edian Median Median Median Median Median Median Median Median Median Median
MBG453 (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full
(units: Range) Range) Range) Range) Range) Range) Range) Range) Range) Range) Range)
mg/4
weeks)
‘(‘23935 322751 0 zggfg 480.00 581.12 731.88 800.00 788.27 797.97 751.13 770.52
to. to ) to. (480.0 to (480.0 to (617.9 to (752.9 to (445.0 to (795.9 to (738.5to (702.2 to
525.7) 800.0) 800.0) 527.1) 682.2) 829.6) 800.0) 845.3) 800.0) 796.4) 800.0)
Arm 6: Dose intensity of azacitidine
Description Dose intensity of azacitidine was calculated as: Actual Cumulative dose (mg/m2) / (Duration of exposure in weeks/4)
Time Frame Up to approximately 4.2 years
Analysis All patients from Arm 6 who received at least one dose of study treatment.
Population
Description
MBG45 MBG45 MBG45
3 3 3 MBOASS  mBGass  MBO493  wpgas3 MBS ypges3  mBGass  mBGas3
240mg  400mg  800mg Q2w J 240mg Q2w J 400mg Q4w J 800mg 400mg 800mg
Q2w + Q2w + Q4W + s o Q2w + s Q2W + te o Q4w + Q2w + Q4w +
" s " Azacitidin i Azacitidin i g Azacitidin i g i g i g
Azacitid Azacitid Azacitid e HR/VHR Azacitidin e HRIVHR Azacitidin e HR/VHR Azacitidin  Azacitidin  Azacitidin
ine ND ine ND ine ND MDS e IR MDS MDS e IR MDS MDS e IR MDS e CMML e CMML
AML AML AML
Arm/Gro Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6:
up MBG45 MBG45 MBG45 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
Descripti 3240 3400 3 800 240 mg 240 mg 400 mg 400 mg 800 mg 800 mg 400 mg 800 mg
on mg mg mg Q2W in Q2W in Q2W in Q2W in Q4W in Q4W in Q2W in Q4W in
Q2W in Q2W in Q4Win combinatio combinatio combinatio combinatio combinatio combinatio combinatio = combinatio
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combina combina combina n with n with n with n with n with n with n with n with
tion with  tion with  tion with  azacitidine  azacitidine  azacitidine azacitidine azacitidine azacitidine azacitidine  azacitidine
azacitidi  azacitidi  azacitidi 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2
ne 75 ne 75 ne 75 in high- in in high- in in high- in in chronic in chronic
mg/m2 mg/m2 mg/m2 Ivery high-  intermediat  /very high-  intermediat  /very high- intermediat myelomono myelomono
innewly innewly innewly risk e-risk risk e-risk risk e-risk cytic cytic
diagnos  diagnos  diagnos myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl leukemia leukemia
ed acute edacute ed acute astic astic astic astic astic astic
myeloid  myeloid  myeloid syndrome syndrome syndrome syndrome syndrome syndrome
leukemi  leukemi  leukemi
a a a
Number
of
Participa
nts 6 14 6 3 2 14 5 17 2 5 5
Analyze
d [units:
participa
nts]
Arm 6:
Dose
intensity
of Median Median Median Median Median Median Median Median Median Median Median
azacitidi (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full (Full
ne Range) Range) Range) Range) Range) Range) Range) Range) Range) Range) Range)
(units:
mg/m*2/4
weeks)
‘(‘Efg ‘(‘ggf’: ‘(‘gg';’g 442.82 504.16 457.93 519.73 481.69 522.94 501.92 499.45
o to to (316.0 to (496.4 to (260.4 to (448.4 to (326.9 to (496.5 to (462.0 to (486.8 to
524.2) 560.0) 558.0) 510.6) 512.0) 544.7) 535.3) 581.1) 549.4) 517.1) 530.8)
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Secondary Outcome Result(s)

Arm 1: Best Overall Response (BOR) based on Cheson 2003 for AML

Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2003. BOR is the best response recorded
from the start of the treatment until treatment failure/relapse. In case of “no response” as best response evaluation, “treatment failure” was
considered best overall response. If any alternative cancer therapy was taken while on study, any subsequent assessments were excluded
from the best overall response determination.

Time Frame Up to approximately 1.8 years
Analysis All patients from Arm 1 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.
Population
Description
PDR001 400mg Q4W + Decitabine 0601 400mg Q4W + Decitabine R/R AML
ND AML
Arm 1: PDR0O01 in combination with Arm 1: PDR001 in combination with decitabine
Arm/Group Description decitabine 20mg/m2 in newly 20mg/m2 in relapsed/refractory acute myeloid
diagnosed acute myeloid leukemia leukemia
Number of Participants Analyzed [units: participants] 1 10
Q)r:nA:v:ILBeSt Overall Response (BOR) based on Cheson 2003 Count of Participants Count of Participants
(units: participants) (Percentage) (Percentage)
Complete Remission (CR) 0 3
(%) (30%)
Morphologic CR with incomplete blood count recovery (CRi) (0(/1) (13%)
Partial Remission (PR) 0 0
(%) (%)
>Relapsed from CR, CRi or PR 0 3
' (%) (30%)
. 1 6
Treatment Failure (TF) (100%) (60%)

Page 60



(') NOVARTIS

0
Unknown (%)

Arm 2: Best Overall Response (BOR) based on Cheson 2003 for AML

Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2003. BOR is the best response recorded
from the start of the treatment until treatment failure/relapse. In case of “no response” as best response evaluation, “treatment failure” was
considered best overall response. If any alternative cancer therapy was taken while on study, any subsequent assessments were excluded
from the best overall response determination.

Time Frame Up to approximately 2.9 years

Analysis All patients from Arm 2 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.

Population

Description

ey MBG453 240mg MBGAS3 MBG453 400mg MBGAS3 MBG453 800mg
mg Q2W + L 400mg Q2W + o 800mg Q4W + o
o Q2W + Decitabine L Q2W + Decitabine S Q4W + Decitabine
Decitabine ND R/IR AML Decitabine ND R/IR AML Decitabine ND R/IR AML
AML AML AML
Arm 2: MBG453 Arm 2: MBG453 Arm 2: MBG453
240 mg Q2Win Arm 2: MBG453 240 400 mg Q2Win Arm 2: MBG453 400 800 mg Q4W in  Arm 2: MBG453 800
combination mg Q2W in combination mg Q2W in combination mg Q4W in
with decitabine combination with with decitabine combination with with decitabine combination with
Arm/Group Description 20mg/m2in decitabine 20mg/m2 20mg/m2in decitabine 20mg/m2 20mg/m2in decitabine 20mg/m2
newly in relapsed/refractory newly in relapsed/refractory newly in relapsed/refractory
diagnosed acute myeloid diagnosed acute myeloid diagnosed acute myeloid
acute myeloid leukemia acute myeloid leukemia acute myeloid leukemia
leukemia leukemia leukemia
Number of Participants
Analyzed [units: 3 8 8 10 6 8
participants]
Qrm 2: Best Overall Count of Count of Count of Count of Count of Count of
esponse (BOR) based on Participant Participant Participant Participant Participant Participant
Cheson 2003 for AML articipants articipants articipants articipants articipants articipants
(units: participants) (Percentage) (Percentage) (Percentage) (Percentage) (Percentage) (Percentage)
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o 2 0 4 0 1 0
Complete Remission (CR) (66.67%) (%) (50%) (%) (16.67%) (%)
Morphologic CR with
. 0 2 0 2 0 2
incomplete blood count o o o o 0 o
recovery (CRi) (%) (25%) (%) (20%) (%) (25%)
. o 0 0 0 0 1 0
Partial Remission (PR) %) (%) (%) (%) (16.67%) (%)
>Relapsed from CR, CRi or 2 2 4 0 1 0
PR (66.67%) (25%) (50%) (%) (16.67%) (%)
. 1 6 4 6 4 6
Treatment Failure (TF) (33.33%) (75%) (50%) (60%) (66.67%) (75%)
0 0 0 2 0 0
Unknown (%) (%) (%) (20%) (%) (%)

Arm 3: Best Overall Response (BOR) based on Cheson 2003 for AML

Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2003. BOR is the best response recorded
from the start of the treatment until treatment failure/relapse. In case of “no response” as best response evaluation, “treatment failure” was
considered best overall response. If any alternative cancer therapy was taken while on study, any subsequent assessments were excluded
from the best overall response determination.

Time Frame Up to approximately 4.3 years

Analysis All patients from Arm 3 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.
Population

Description

MBG453 240mg MBG453 400mg
MBG453 160mg Q2W  ou” Do BS MBGA53 240mg Q2W o0 i o otS) MBGA53 400mg Q2W

+ PDR0OT + Decitabine ND + PDR0OT + Decitabine ND + PDR0OT +
Decitabine R/R AML AML Decitabine R/R AML AML Decitabine R/R AML
Arm 3: MBG453 160 mg ~ Arm 3: MBG453  Arm 3: MBG453 240 mg  Arm 3: MBG453  Arm 3: MBG453 400 mg
Q2W in combination 240 mg Q2W in Q2W in combination 400 mg Q2W in Q2W in combination
Arm/Group Description with PDR001 400 mg combination with with PDR001 400 mg combination with with PDR001 400 mg
Q4W and decitabine PDR001 400 mg Q4W and decitabine PDR001 400 mg Q4W and decitabine
20mg/m2 in Q4W and 20mg/m2 in Q4W and 20mg/m2 in
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relapsed/refractory
acute myeloid leukemia

decitabine
20mg/m2 in newly
diagnosed acute
myeloid leukemia

relapsed/refractory
acute myeloid leukemia

decitabine
20mg/m2 in newly
diagnosed acute
myeloid leukemia

relapsed/refractory
acute myeloid leukemia

Number of Participants

Analyzed [units: participants] 3 L 2 2 3
Arm 3: Best Overall Response Count of Count of
(BOR) based on Cheson 2003 Count of Participants . . Count of Participants . . Count of Participants
Participants Participants
for AML (Percentage) P (Percentage) P (Percentage)
(units: participants) (Percentage) (Percentage)
- 0 0 1 0 0
Complete Remission (CR) (%) (%) (50%) (%) (%)
Morphologic CR with incomplete 0 0 0 1 2
blood count recovery (CRi) (%) (%) (%) (50%) (66.67%)
. . 1 0 0 0 0
Partial Remission (PR) (33.33%) (%) (%) (%) (%)
. 1 0 0 1 2
>Relapsed from CR, CRi or PR (33.33%) (%) (%) (50%) (66.67%)
. 2 0 1 1 1
Treatment Failure (TF) (66.67%) (%) (50%) (50%) (33.33%)
0 1 0 0 0
Unknown (%) (100%) (%) (%) (%)

Arm 4: Best Overall Response (BOR) based on Cheson 2003 for AML

Description

Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2003. BOR is the best response recorded

from the start of the treatment until treatment failure/relapse. In case of “no response” as best response evaluation, “treatment failure” was
considered best overall response. If any alternative cancer therapy was taken while on study, any subsequent assessments were excluded

from the best overall response determination.

Time Frame

Analysis
Population
Description

Up to approximately 0.9 years

All patients from Arm 4 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.
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MBG453 400mg Q2W R/R AML

MBG453 1200mg Q2W R/R AML

Arm/Group Description

Arm 4: MBG453 400 mg Q2W in
relapsed/refractory acute myeloid leukemia

Arm 4: MBG453 1200 mg Q2W in
relapsed/refractory acute myeloid leukemia

Number of Participants Analyzed [units: participants]

7

5

Arm 4: Best Overall Response (BOR) based on Cheson
2003 for AML

Count of Participants

Count of Participants

(units: participants) (Percentage) (Percentage)
Complete Remission (CR) (0(/1) (02))
Morphologic CR with incomplete blood count recovery (CRi) (0(/1) (0(/)0)
Partial Remission (PR) (090) (02)

. 0 0
>Relapsed from CR, CRi or PR (%) (%)
Treatment Failure (TF) 4 °

(57.14%) (100%)
3 0
Unknown (42.86%) (%)

Arm 5: Best Overall Response (BOR) based on Cheson 2003 for AML

Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2003. BOR is the best response recorded

from the start of the treatment until treatment failure/relapse. In case of “no response” as best response evaluation, “treatment failure” was
considered best overall response. If any alternative cancer therapy was taken while on study, any subsequent assessments were excluded

Description
from the best overall response determination.
Time Frame Up to approximately 0.5 years
Analysis
Population
Description

All patients from Arm 5 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.
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MBG453 80mg Q2W + PDR001 R/R AML

MBG453 240mg Q2W + PDR001 R/R AML

Arm/Group Description

Arm 5: MBG453 80 mg Q2W in combination
with PDR001 400 mg Q4W in
relapsed/refractory acute myeloid leukemia

Arm 5: MBG453 240 mg Q2W in
combination with PDR001 400 mg Q4W in
relapsed/refractory acute myeloid leukemia

Number of Participants Analyzed [units: participants]

1

4

Arm 5: Best Overall Response (BOR) based on Cheson
2003 for AML

Count of Participants

Count of Participants

(units: participants) (Percentage) (Percentage)
Complete Remission (CR) 0 0
(%) (%)
Morphologic CR with incomplete blood count recovery (CRi) (0(/1) (30)
Partial Remission (PR) ((f/)o) (0(/1)
>Relapsed from CR, CRi or PR 0 0
, (%) (%)
Treatment Failure (TF) 1 4
(100%) (100%)
0 0

Unknown

(%)

Arm 6: Best Overall Response (BOR) based on Cheson 2003 for AML

(%)

Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2003. BOR is the best response recorded

from the start of the treatment until treatment failure/relapse. In case of “no response” as best response evaluation, “treatment failure” was
considered best overall response. If any alternative cancer therapy was taken while on study, any subsequent assessments were excluded

Description
from the best overall response determination.
Time Frame Up to approximately 4.2 years
Analysis
Population
Description

All patients from Arm 6 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.
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MBG453 240mg Q2W +
Azacitidine ND AML

MBG453 400mg Q2W +
Azacitidine ND AML

MBG453 800mg Q4W +
Azacitidine ND AML

Arm/Group Description

Arm 6: MBG453 240 mg Q2W

in combination with azacitidine

75 mg/m2 in newly diagnosed
acute myeloid leukemia

Arm 6: MBG453 400 mg Q2W

in combination with azacitidine

75 mg/m2 in newly diagnosed
acute myeloid leukemia

Arm 6: MBG453 800 mg Q4W

in combination with azacitidine

75 mg/m2 in newly diagnosed
acute myeloid leukemia

Number of Participants Analyzed [units:
participants]

6

12

5

Arm 6: Best Overall Response (BOR) based on
Cheson 2003 for AML

Count of Participants

Count of Participants

Count of Participants

(units: participants) (Percentage) (Percentage) (Percentage)
- 1 2 0
Complete Remission (CR) (16.67%) (16.67%) (%)
Morphologic CR with incomplete blood count recovery 1 0 1
(CRi) (16.67%) (%) (20%)
. . 0 3 1
Partial Remission (PR) (%) (25%) (20%)
. 2 4 0
>Relapsed from CR, CRi or PR (33.33%) (33.33%) (%)
. 4 5 3
Treatment Failure (TF) (66.67%) (41.67%) (60%)
0 2 0
Unknown (%) (16.67%) (%)

Arm 1: Best Overall Response (BOR) regardless of confirmation based on Cheson 2006 for MDS

Description

Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response

recorded from the start of the treatment until final disease progression/relapse. If any alternative cancer therapy was taken while on study, any
subsequent assessments were excluded from the best overall response determination.

Time Frame Up to approximately 1.8 years

Analysis
Population
Description

All patients from Arm 1 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.
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PDR001 400mg Q4W + Decitabine VHR
MDS

PDRO001 400 mg Q4W + Decitabine HR
MDS

Arm/Group Description

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in very high-risk
myelodysplastic syndrome

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in high-risk
myelodysplastic syndrome

Number of Participants Analyzed [units: participants]

1

1

Arm 1: Best Overall Response (BOR) regardless of confirmation

based on Cheson 2006 for MDS

Count of Participants

Count of Participants

(units: participants) (Percentage) (Percentage)
Complete Remission (CR) (102)%) (102)%)

0 0
Bone marrow CR (mCR) (%) (%)

. . 0 0
>mCR with Hematologic Improvement (%) (%)
Partial Remission (PR) (0(/1) (0(/1)

0 0
>Relapse from CR or PR (%) (%)
Stable Disease (SD) (0(/1) (0(/1)

. . 0 0
>SD with Hematologic Improvement (%) (%)

. . 0 0
Disease Progression (PD) (%) (%)
Unknown (0(/1) (0(/1)

0 0

>Unknown with Hematologic Improvement

(%)

(%)
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Arm 2: Best Overall Response (BOR) regardless of confirmation based on Cheson 2006 for MDS and

CMML
Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response
recorded from the start of the treatment until final disease progression/relapse. If any alternative cancer therapy was taken while on study, any
subsequent assessments were excluded from the best overall response determination.
Time Frame Up to approximately 2.9 years
Analysis All patients from Arm 2 with MDS and CMML who received at least one dose of study treatment and had a valid assessment for the outcome
Population measure.
Description
MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
240mg 240 mg 400mg 400mg 800mg 800 mg 800mg 240mg 400mg 800mg
Q2w + Q2w + Q2w + Q2w + Q4w + Q4w + Q4w + Q2w + Q2w + Q4w +
Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine
VHR MDS HR MDS HR MDS IR MDS VHR MDS HR MDS IR MDS CMML CMML CMML
Arm 2: Arm 2: Arm 2: Arm 2:
Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
MBG453 MBG453 MBG453 MBGA453 MBGA453 MBG453 MBGA453 MBG453 MBG453 MBG453
240 mg 400 mg 800 mg 800 mg
Q2W in 240 mg 400 mg Q2W in Q4W in 800 mg Q4W in 240 mg 400 mg 800 mg
A Q2W in Q2W in L C Q4W in o Q2W in Q2W in Q4W in
combinatio - A combination combination o combination . L S
Arm/Gro . combinatio  combinatio . . combination . combination combination combination
u n with n with n with with with with with with with with
P decitabine - - decitabine decitabine o decitabine o b o
Descripti : decitabine decitabine ; ; decitabine ; decitabine decitabine decitabine
20mg/m2 in ; ; 20mg/m2in  20mg/m2in . 20mg/m2 in : ; :
on . 20mg/m2in  20mg/m2in . . 20mg/m2in . 20mg/m2in  20mg/m2in  20mg/m2 in
very high- high-risk high-risk intermediat very high- hiah-risk intermediat hroni hroni hroni
risk igh-ris igh-ris o-risk risk igh-ris o-risk chronic chronic chronic
myelodyspl  myelodyspl myelodyspl myelomono  myelomono  myelomono
myelodyspl - - myelodyspl  myelodyspl ; myelodyspl . . .
: astic astic : . astic . cytic cytic cytic
astic astic astic astic . . .
syndrome syndrome syndrome leukemia leukemia leukemia
syndrome syndrome syndrome syndrome
Number
of
Participa
nts
Analyzed 1 8 4 5 3 2 2 1 3 1
[units:
participa
nts]
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Arm 2:
Best
Overall
Respons
e (BOR)
regardles
s of
confirmat
ion
based on
Cheson
2006 for
MDS and
CMML
(units:
participant
s)

Count of
Participant
s

(Percentag
e)

Count of
Participant
s

(Percentag
e)

Count of
Participant
s

(Percentag
e)

Count of
Participant
s

(Percentag
e)

Count of
Participant
s

(Percentag
e)

Count of
Participant
s

(Percentag
e)

Count of
Participant
s

(Percentag
e)

Count of
Participant
s

(Percentag
e)

Count of
Participant
s

(Percentag
e)

Count of
Participant
s

(Percentag
e)

Complete
Remissio

n(CR) (100%)

(25%)

1
(33.33%)

(50%)

Bone

marrow 0
CR (%)
(mCR)

(50%)

1
(33.33%)

(%)

>mCR

with

Hematolo 0
gic (%)
Improvem

ent

1
(33.33%)

Partial
Remissio
n (PR)

>Relapse
from CR
or PR
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gfi:;es . 0 4 1 4 1 1 2 0 3 0
(SD) (%) (50%) (25%) (80%) (33.33%) (50%) (100%) (%) (100%) (%)
>SD with
;imat"'o 0 0 0 1 1 0 0 0 1 0
Improvem (%) (%) (%) (20%) (33.33%) (%) (%) (%) (33.33%) (%)
ent
Disease 0 1 0 1 0 0 0 0 0 0
Progressi (%) (12.5%) (%) (20%) (%) (%) (%) (%) (%) (%)
on (PD) '

0 0 0 0 0 0 0 0 0 0
Unknown (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
>Unknow
n with
Hematolo 0 0 0 0 0 0 0 0 0 0
gic (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
Improvem
ent

Arm 3: Best Overall Response (BOR) regardless of confirmation based on Cheson 2006 for MDS

Description

Time Frame

Analysis
Population
Description

Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response
recorded from the start of the treatment until final disease progression/relapse. If any alternative cancer therapy was taken while on study, any

subsequent assessments were excluded from the best overall response determination.

Up to approximately 4.3 years

All patients from Arm 3 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.

MBG453 160mg Q2W +
PDRO001 + Decitabine

VHR MDS

MBG453 160 mg Q2W +
PDRO001 + Decitabine
HR MDS

MBG453 240mg Q2W +
PDRO001 + Decitabine

MBG453 400mg Q2W +
PDRO001 + Decitabine
HR MDS

Arm/Group Description

Arm 3: MBG453 160 mg
Q2W in combination with

Arm 3: MBG453 160 mg
Q2W in combination with

Arm 3: MBG453 240 mg
Q2W in combination with

Arm 3: MBG453 400 mg
Q2W in combination with
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PDR001 400 mg Q4W
and decitabine 20mg/m2
in very high-risk

PDR001 400mg Q4W and
decitabine 20mg/m2 in
high-risk myelodysplastic

PDRO001 400 mg Q4W
and decitabine 20mg/m2

in high-risk

PDRO001 400 mg Q4W
and decitabine 20mg/m2
in high-risk

myelodysplastic syndrome myelodysplastic myelodysplastic
syndrome syndrome syndrome
Number of Participants Analyzed [units: 1 1 2 1

participants]

Arm 3: Best Overall Response (BOR)
regardless of confirmation based on

Count of Participants

Count of Participants

Count of Participants

Count of Participants

Cheson 2006 for MDS (Percentage) (Percentage) (Percentage) (Percentage)
(units: participants)
Complete Remission (CR) ((80) (0(/1) (10%%) (0(/1)
Bone marrow CR (mCR) (0(/1) (2)) (090) (102)%)
>mCR with Hematologic Improvement ? 9 00 10
(%) (%) (%) (100%)
Partial Remission (PR) o o > o
>Relapse from CR or PR ((,(/1) (0(/1) (53%) (0(/1)
Stable Disease (SD) (102)%) (1010%) (‘E/)o) (80)
>SD with Hematologic Improvement ("(/3,) (0(/1) (0(/1) (u(/i)
Disease Progression (PD) (0(/1) ((2)) (80) (80)
Unknown (0(/1) (0(/1) (U(/)o) (o(/)o)
>Unknown with Hematologic Improvement (‘5/)0) (0(/1) (0(/1) (0(/1)
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Arm 4: Best Overall Response (BOR) regardless of confirmation based on Cheson 2006 for MDS

Description

Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response

recorded from the start of the treatment until final disease progression/relapse. If any alternative cancer therapy was taken while on study, any
subsequent assessments were excluded from the best overall response determination.

Time Frame

Analysis
Population
Description

Up to approximately 0.9 years

MBG453 400mg
Q2W VHR MDS

MBG453 400 mg
Q2W HR MDS

MBG453 1200mg
Q2W VHR MDS

MBG453 1200 mg
Q2W HR MDS

All patients from Arm 4 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.

MBG453 1200mg
Q2W IR MDS

Arm/Group Description

Arm 4: MBG453 400
mg Q2W in very high-
risk myelodysplastic

Arm 4: MBG453 400
mg Q2W in high-risk
myelodysplastic

Arm 4: MBG453 1200
mg Q2W in very high-
risk myelodysplastic

Arm 4: MBG453 1200
mg Q2W in high-risk
myelodysplastic

Arm 4: MBG453 1200
mg Q2W in
intermediate-risk
myelodysplastic

syndrome syndrome syndrome syndrome syndrome
Number of Participants Analyzed 2 1 1 4 2
[units: participants]
ggla‘t):rlze::cﬁ::;agf F:f:\‘f)i?:::ion Count of Count of Count of Count of Count of
based ongCheson 2006 for MDS Participants Participants Participants Participants Participants
(units: participants) (Percentage) (Percentage) (Percentage) (Percentage) (Percentage)
- 0 0 0 0 0
Complete Remission (CR) (%) (%) (%) (%) (%)
0 0 0 0 0
Bone marrow CR (mCR) (%) (%) (%) (%) (%)
>mCR with Hematologic 0 0 0 0 0
Improvement (%) (%) (%) (%) (%)
. . 0 0 0 0 0
Partial Remission (PR) (%) (%) (%) (%) (%)
0 0 0 0 0

>Relapse from CR or PR
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. 1 1 0 3 2
Stable Disease (SD) (50%) (100%) (%) (75%) (100%)
>SD with Hematologic Improvement (D(/JO) (°(/1) (“(/2;) (251%) (53%)
. . 1 0 1 1 0
Disease Progression (PD) (50%) (%) (100%) (25%) (%)
0 0 0 0 0
Unknown (%) (%) (%) (%) (%)
>Unknown with Hematologic 0 0 0 0 0
Improvement (%) (%) (%) (%) (%)

Arm 5: Best Overall Response (BOR) regardless of confirmation based on Cheson 2006 for MDS

Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response
recorded from the start of the treatment until final disease progression/relapse. If any alternative cancer therapy was taken while on study, any
subsequent assessments were excluded from the best overall response determination.

Time Frame Up to approximately 0.5 years
Analysis All patients from Arm 5 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.
Population
Description
MBG453 240mg Q2W + PDR001 VHR MBG453 240 mg Q2W + PDR001 HR
MDS MDS
Arm 5: MBG453 240 mg Q2W in Arm 5: MBG453 240 mg Q2W in

Arm/Group Description combination with PDR001 400 mg Q4W in  combination with PDR001 400mg Q4W in

very high-risk myelodysplastic syndrome high-risk myelodysplastic syndrome
Number of Participants Analyzed [units: participants] 1 4
Arm 5: Best Overall Response (BOR) regardless of confirmation o . .
based on Cheson 2006 for MDS Count of Participants Count of Participants

o . (Percentage) (Percentage)
(units: participants)
0 0

Complete Remission (CR) (%) (%)
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Bone marrow CR (mCR) (02)) (090)
. . 0 0
>mCR with Hematologic Improvement (%) (%)
. . 0 0
Partial Remission (PR) (%) (%)
0 0
>Relapse from CR or PR (%) (%)
. 1 2
Stable Disease (SD) (1000/0) (500/0)
>SD with Hematologic Improvement (02) (251%)
. . 0 2
Disease Progression (PD) (%) (50%)
Unknown (o(/i) (80)
0 0

>Unknown with Hematologic Improvement

Arm 6: Best Overall Response (BOR) regardless of confirmation based on Cheson 2006 for MDS and
CMML

Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response
recorded from the start of the treatment until final disease progression/relapse. If any alternative cancer therapy was taken while on study, any
subsequent assessments were excluded from the best overall response determination.

Time Frame Up to approximately 4.2 years

Analysis All patients from Arm 6 with MDS and CMML who received at least one dose of study treatment and had a valid assessment for the outcome
Population measure.

Description

MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
240mg 240 mg 240mg 400mg 400 mg 400mg 800mg 800 mg 800mg 400mg 800mg
Q2W + Q2w + Q2W + Q2W + Q2W + Q2W + Q4W + Q4W + Q4W + Q2W + Q4w +
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Azacitidin  Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin  Azacitidin
e VHR eHRMDS eIRMDS e VHR eHRMDS eIRMDS e VHR eHRMDS eIRMDS e CMML e CMML
MDS MDS MDS
Arm 6: Arm 6: Arm 6:
s Ame:  MBG4s3  \ATE Ame:  MBG4s3  ATE. Ame: MBG453  Ame: Arm 6:
20m Giomg  azwm ‘O™ gomg  aown ST Goomg  awn  40omg  00mg
. mg in . mg in . mg in mg mg
QRWiIn  oowin  combinato WM Qowin  combinato WM  Qawin  combinaio Q2Win  Q4Win
Arm/Gro comblpatlo combinatio n with comblpatlo combinatio n with comblpatlo combinatio n with combinatio  combinatio
n with . s n with . o n with . - . :
up azacitidine n with azacitidine azacitidine n with azacitidine azacitidine n with azacitidine n with n with
Descript 75 mg/m2 azacitidine 75 mg/m2 75 mg/m2 azacitidine 75 mg/m2 75 mg/m2 azacitidine 75mg/m2  azacitidine azacitidine
ion in very 75 mg/m2 in in very 75 mg/m2 in in very 75 mg/m2 in 75 mg/m2 75 mg/m2
high-risk in high-risk intermedia high-risk in high-risk intermedia high-risk in high-risk intermedia  in chronic in chronic
myelodysp myelodysp te-risk myelodysp myelodysp te-risk myelodysp myelodysp te-risk myelomon  myelomon
lastic lastic myelodysp |astic lastic myelodysp lastic lastic myelodysp ocytic ocytic
svndrome syndrome lastic svndrome syndrome lastic svndrome syndrome lastic leukemia leukemia
Y syndrome Y syndrome y syndrome
Number
of
Particip
ants
Analyze 2 1 2 8 6 3 7 9 2 5 5
d [units:
particip
ants]
Arm 6:
Best
Overall
Respon
se Count of Count of Count of Count of Count of Count of Count of Count of Count of Count of Count of
S'E;)a?ile Participan Participan Participan Participan Participan Participan Participan Participan Participan Participan Participan
ts ts ts ts ts ts ts ts ts ts ts
ss of
c:;_nfnrm (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta
E ;ggd ge) ge) ge) ge) ge) ge) ge) ge) ge) ge) ge)
on
Cheson
2006 for
MDS
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and
CMML
(units:
participa
nts)

Complet

e 0 0 1 2 1 0 1 0 0 2 2
Remissio (%) (%) (50%) (25%) (16.67%) (%) (14.29%) (%) (%) (40%) (40%)
n (CR)

Bone

marrow 2 0 0 0 0 3 1 5 1 1 2
CR (100%) (%) (%) (%) (%) (100%) (14.29%) (55.56%) (50%) (20%) (40%)
(mCR)

>mCR

with

Hematol 1 0 0 0 0 1 0 2 0 1 1
ogic (50%) (%) (%) (%) (%) (33.33%) (%) (22.22%) (%) (20%) (20%)
Improve

ment

Partial
Remissio
n (PR)

>Relaps

e from 0 0 0 2 0 0 0 0 0 1 0
CRor (%) (%) (%) (25%) (%) (%) (%) (%) (%) (20%) (%)
PR

Stable
Disease
(SD)

>SD with
Hematol
ogic
Improve
ment

0 0 0 0 0 0 0 1 1 0 0
(%) (%) (%) (%) (%) (%) (%) (11.11%) (50%) (%) (%)

(%) (%) (50%) (62.5%) (66.67%) (%) (57.14%) (33.33%) (%) (40%) (20%)

0 0 0 2 4 0 2 0 0 1 0
(%) (%) (%) (25%) (66.67%) (%) (28.57%) (%) (%) (20%) (%)

Disease
Progress

ion (PD) (%) (100%) (%) (12.5%) (16.67%) (%) (14.29%) (%) (%) (%) (%)

Page 76



(') NOVARTIS

Unknow 0 0
n (%) (%)

>Unkno

wn with

Hematol 0 0
ogic (%) (%)
Improve

ment

Arm 1: Best Overall Response (BOR) with confirmation based on Cheson 2006 for MDS

Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response
recorded from the start of the treatment until final disease progression/relapse. The responses of Complete Remission (CR), Partial
Remission (PR), bone marrow CR, and Stable Disease (SD) were to be confirmed in the evaluation of best overall response. If any alternative
cancer therapy was taken while on study, any subsequent assessments were excluded from the best overall response determination.

Time Frame Up to approximately 1.8 years

Analysis All patients from Arm 1 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.
Population

Description

PDR001 400mg Q4W + Decitabine VHR

PDRO001 400 mg Q4W + Decitabine HR

MDS

Arm/Group Description

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in very high-risk
myelodysplastic syndrome

Arm 1: PDR0O01 in combination with
decitabine 20mg/m2 in high-risk
myelodysplastic syndrome

Number of Participants Analyzed [units: participants]

1

Arm 1: Best Overall Response (BOR) with confirmation based on

Cheson 2006 for MDS

Count of Participants

Count of Participants

(units: participants) (Percentage) (Percentage)
Complete Remission (CR) (102)%)
0

Bone marrow CR (mCR)

Page 77



(') NOVARTIS

>mCR with Hematologic Improvement (02) (0(/)0)

Partial Remission (PR) (02) (u(/i)
0 0

>Relapse from CR or PR (%) (%)

Stable Disease (SD) (0(/1) (u(/)o)
. . 0 0

>SD with Hematologic Improvement (%) (%)
. . 0 0

Disease Progression (PD) (%) (%)

Unknown (02) (0(/1)
0 0

>Unknown with Hematologic Improvement

Arm 2: Best Overall Response (BOR) with confirmation based on Cheson 2006 for MDS and CMML

Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response
recorded from the start of the treatment until final disease progression/relapse. The responses of Complete Remission (CR), Partial
Remission (PR), bone marrow CR, and Stable Disease (SD) were to be confirmed in the evaluation of best overall response. If any alternative
cancer therapy was taken while on study, any subsequent assessments were excluded from the best overall response determination.

Time Frame Up to approximately 2.9 years

Analysis All patients from Arm 2 with MDS and CMML who received at least one dose of study treatment and had a valid assessment for the outcome
Population measure.

Description

MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453

240mg 240 mg 400mg 400mg 800mg 800 mg 800mg 240mg 400mg 800mg

Q2w + Q2w + Q2W + Q2w + Q4W + Q4W + Q4W + Q2W + Q2w + Q4W +
Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine
VHR MDS HR MDS HR MDS IR MDS VHR MDS HR MDS IR MDS CMML CMML CMML
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Arm 2: Arm 2: Arm 2: Arm 2:
Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
MBG4S3  \iBg4ss  mMBG4ss ~ MBG4S3 - MBGAS3 — ypoyss  MBGASS  \pGas3  MBG453  MBG453
240 mg 400 mg 800 mg 800 mg
Q2W in 240 mg 400 mg Q2W in Q4W in 800 mg Q4W in 240 mg 400 mg 800 mg
A Q2W in Q2W in S o Q4W in o Q2W in Q2W in Q4W in
combinatio A o combination combination s combination S o S
Arm/Gro . combinatio  combinatio . . combination . combination combination combination
n with . . with with . with - . .
up Py n with n with P s with P with with with
I decitabine - o decitabine decitabine o decitabine s o 1
Descripti - decitabine decitabine : : decitabine : decitabine decitabine decitabine
20mg/m2in ; ; 20mg/m2in  20mg/m2 in ; 20mg/m2 in : ; :
on . 20mg/m2in  20mg/m2in % . . 20mg/m2in . 20mg/m2in  20mg/m2in  20mg/m2 in
very high- hiah-risk hiah-risk intermediat very high- hiah-risk intermediat hroni hroni hroni
risk igh-ris igh-ris o-risk risk igh-ris o-risk chronic chronic chronic
myelodyspl  myelodyspl myelodyspl myelomono  myelomono  myelomono
myelodyspl . . myelodyspl  myelodyspl ; myelodyspl . . .
. astic astic : . astic - cytic cytic cytic
astic astic astic astic . . .
syndrome syndrome syndrome leukemia leukemia leukemia
syndrome syndrome syndrome syndrome
Number
of
Participa
nts
Analyzed 1 8 4 5 3 2 2 1 3 1
[units:
participa
nts]
Arm 2:
Best
Overall
Respons
e (BOR)
with Count of Count of Count of Count of Count of Count of Count of Count of Count of Count of
confirmat Participant Participant Participant Participant Participant Participant Participant Participant Participant Participant
ion s s s s s s s s s s
based on
Cheson (Percentag (Percentag (Percentag (Percentag (Percentag (Percentag (Percentag (Percentag (Percentag (Percentag
2006 for e) e) e) e) e) e) e) e) e) e)
MDS and
CMML
(units:
participant
s)
ggrmnf’s':fj 1 0 0 0 1 0 0 0 0 0
n (CR) (100%) (%) (%) (%) (33.33%) (%) (%) (%) (%) (%)
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Bone
marrow 0 2 3 0 1 1 0 0 0 0
CR (%) (25%) (75%) (%) (33.33%) (50%) (%) (%) (%) (%)
(MCR)
>mCR
with
Hematolo 0 1 2 0 1 0 0 0 0 0
gic (%) (12.5%) (50%) (%) (33.33%) (%) (%) (%) (%) (%)
Improvem
ent
Partial
Remissio o o o o o i o (100%) o o
n (PR)
SRelapse 0 1 0 0 0 1 0 0 0 0
or PR (%) (12.5%) (%) (%) (%) (50%) (%) (%) (%) (%)
Stable | 0 1 1 3 0 0 2 0 2 1
D) (%) (12.5%) (25%) (60%) (%) (%) (100%) (%) (66.67%) (100%)
>SD with
oo 0 1 0 1 0 0 0 0 1 0
provem (%) (12.5%) (%) (20%) (%) (%) (%) (%) (33.33%) (%)
ent
Disease 0 3 0 1 0 0 0 0 1 0
Progressi (%) (37.5%) (%) (20%) (%) (%) (%) (%) (33.33%) (%)
on (PD) ' '

0 2 0 1 1 1 0 0 0 0
Unknown (%) (25%) (%) (20%) (33.33%) (50%) (%) (%) (%) (%)
>Unknow
n with
Hematolo 0 0 0 0 1 0 0 0 0 0
gic (%) (%) (%) (%) (33.33%) (%) (%) (%) (%) (%)
Improvem
ent
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Arm 3: Best Overall Response (BOR) with confirmation based on Cheson 2006 for MDS

Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response

Description

recorded from the start of the treatment until final disease progression/relapse. The responses of Complete Remission (CR), Partial
Remission (PR), bone marrow CR, and Stable Disease (SD) were to be confirmed in the evaluation of best overall response. If any alternative
cancer therapy was taken while on study, any subsequent assessments were excluded from the best overall response determination.

Time Frame

Analysis
Population
Description

Up to approximately 4.3 years

MBG453 160mg Q2W +
PDRO001 + Decitabine
VHR MDS

MBG453 160 mg Q2W +
PDRO001 + Decitabine
HR MDS

MBG453 240mg Q2W +
PDRO001 + Decitabine
HR MDS

All patients from Arm 3 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.

MBG453 400mg Q2W +
PDRO001 + Decitabine
HR MDS

Arm/Group Description

Arm 3: MBG453 160 mg
Q2W in combination with
PDRO001 400 mg Q4W
and decitabine 20mg/m2

Arm 3: MBG453 160 mg

Q2W in combination with

PDRO001 400mg Q4W and
decitabine 20mg/m2 in

Arm 3: MBG453 240 mg
Q2W in combination with
PDR001 400 mg Q4W
and decitabine 20mg/m2

Arm 3: MBG453 400 mg
Q2W in combination with
PDR001 400 mg Q4W
and decitabine 20mg/m2

in very high-risk hiah-risk mvelodvsplastic in high-risk in high-risk
myelodysplastic 9 Y ysp myelodysplastic myelodysplastic
syndrome
syndrome syndrome syndrome
Number of Participants Analyzed [units: 1 1 2 1

participants]

Arm 3: Best Overall Response (BOR)
with confirmation based on Cheson

Count of Participants

Count of Participants

Count of Participants

Count of Participants

2006 for MDS (Percentage) (Percentage) (Percentage) (Percentage)
(units: participants)
L 0 0 0 0

Complete Remission (CR) (%) (%) (%) (%)

0 0 2 1
Bone marrow CR (mCR) (%) (%) (100%) (100%)
>mCR with Hematologic Improvement 0 0 2 1

(%) (%) (100%) (100%)

0 0 0 0

Partial Remission (PR)
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>Relapse from CR or PR (0(/1) ((5/)0) (5(]%) (0(/)0)
Stable Disease (SD) (090) (o(/?,) (0(/2,) ("(/2;)
>SD with Hematologic Improvement (0(/1) (80) (090) (090)
Disease Progression (PD) (0(/1) ("(/1) (0(/)0) (0(/)0)
Unknown (102)%) (102)%) ("(/1) <°(/1)
0 0 0 0

>Unknown with Hematologic Improvement

Arm 4: Best Overall Response (BOR) with confirmation based on Cheson 2006 for MDS

Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response
recorded from the start of the treatment until final disease progression/relapse. The responses of Complete Remission (CR), Partial
Remission (PR), bone marrow CR, and Stable Disease (SD) were to be confirmed in the evaluation of best overall response. If any alternative
cancer therapy was taken while on study, any subsequent assessments were excluded from the best overall response determination.

Time Frame Up to approximately 0.9 years
Analysis All patients from Arm 4 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.
Population
Description
MBG453 400mg MBG453 400 mg MBG453 1200mg MBG453 1200 mg MBG453 1200mg
Q2W VHR MDS Q2W HR MDS Q2W VHR MDS Q2W HR MDS Q2W IR MDS
Arm 4: MBG453 400 Arm 4: MBG453 400 Arm 4: MBG453 1200 Arm 4: MBG453 1200 Arm 4%332\;1\/5%1200

mg Q2W in very high-  mg Q2W in high-risk  mg Q2W in very high- mg Q2W in high-risk

Arm/Group Description intermediate-risk

risk myelodysplastic myelodysplastic risk myelodysplastic myelodysplastic myelodysplastic
syndrome syndrome syndrome syndrome
syndrome
Number of Participants Analyzed 2 1 1 4 2

[units: participants]
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Arm 4: Best Overall Response

(BOR) with confirmation based on Count of Count of Count of Count of Count of
Cheson 2006 for MDS Participants Participants Participants Participants Participants
(units: participants) (Percentage) (Percentage) (Percentage) (Percentage) (Percentage)
- 0 0 0 0 0
Complete Remission (CR) (%) (%) (%) (%) (%)
0 0 0 0 0
Bone marrow CR (mCR) (%) (%) (%) (%) (%)
>mCR with Hematologic 0 0 0 0 0
Improvement (%) (%) (%) (%) (%)
. . 0 0 0 0 0
Partial Remission (PR) (%) (%) (%) (%) (%)
0 0 0 0 0
>Relapse from CR or PR (%) (%) (%) (%) (%)
. 0 0 0 1 2
Stable Disease (SD) (%) (%) (%) (25%) (100%)
>SD with Hematologic Improvement (0(/1) (0(/1) (090) (02)) (53%)
. . 2 0 1 2 0
Disease Progression (PD) (100%) (%) (100%) (50%) (%)
0 1 0 1 0
Unknown (%) (100%) (%) (25%) (%)
>Unknown with Hematologic 0 0 0 0 0

Improvement

Arm 5: Best Overall Response (BOR) with confirmation based on Cheson 2006 for MDS

Description

Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response

recorded from the start of the treatment until final disease progression/relapse. The responses of Complete Remission (CR), Partial

Remission (PR), bone marrow CR, and Stable Disease (SD) were to be confirmed in the evaluation of best overall response. If any alternative

cancer therapy was taken while on study, any subsequent assessments were excluded from the best overall response determination.

Time Frame

Up to approximately 0.5 years

Page 83



(') NOVARTIS

Analysis All patients from Arm 5 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.
Population
Description

MBG453 240mg Q2W + PDR001 VHR MBG453 240 mg Q2W + PDR001 HR

MDS MDS
Arm 5: MBG453 240 mg Q2W in Arm 5: MBG453 240 mg Q2W in
Arm/Group Description combination with PDR001 400 mg Q4W in  combination with PDR001 400mg Q4W in
very high-risk myelodysplastic syndrome high-risk myelodysplastic syndrome
Number of Participants Analyzed [units: participants] 1 4
Arm 5: Best Overall Response (BOR) with confirmation based on Count of Participants Count of Participants
Cheson 2006 for MDS (Percentage) (Percentage)
(units: participants) 9 9
Complete Remission (CR) 0 0
(%) (%)
Bone marrow CR (mCR) 0 0
(%) (%)
. . 0 0
>mCR with Hematologic Improvement (%) (%)
Partial Remission (PR) 0 0
(%) (%)
>Relapse from CR or PR 0 0
(%) (%)
Stable Disease (SD) (0(/1) (0(/1)
. . 0 0
>SD with Hematologic Improvement N N
(%) (%)
Disease Progression (PD) 0 3
(%) (75%)
1 1
Unknown (100%) (25%)
>Unknown with Hematologic Improvement (%) (25%)

Page 84



(') NOVARTIS

Arm 6: Best Overall Response (BOR) with confirmation based on Cheson 2006 for MDS and CMML
Description Best overall response (BOR) was calculated based on local investigator assessment per Cheson 2006. BOR is the best disease response
recorded from the start of the treatment until final disease progression/relapse. The responses of Complete Remission (CR), Partial
Remission (PR), bone marrow CR, and Stable Disease (SD) were to be confirmed in the evaluation of best overall response. If any alternative
cancer therapy was taken while on study, any subsequent assessments were excluded from the best overall response determination.
Time Frame Up to approximately 4.2 years
Analysis All patients from Arm 6 with MDS and CMML who received at least one dose of study treatment and had a valid assessment for the outcome
Population measure.
Description
"gﬁg‘:‘:’?’ MBG453  MBGA453 N"t'gg:‘? MBG453  MBGA453 "g‘gg;? MBG453 MBG453 MBG453  MBG453
Q2W + 240 mg 240mg Q2W + 400 mg 400mg Q4W + 800 mg 800mg 400mg 800mg
Azacitidin , Q2W*  Q2W* o citigin QW Q2WE o acitidin QAW QAW o Q2W - QAW+
e VHR Azacitidin  Azacitidin e VHR Azacitidin  Azacitidin e VHR Azacitidin  Azacitidin  Azacitidin  Azacitidin
MDS e HRMDS eIRMDS MDS e HRMDS eIRMDS MDS eHRMDS eIRMDS e CMML e CMML
Arm 6: Arm 6: Arm 6:
e, Ame:  MBG4s3  ATE Ame:  MBG4s3 AT Ame:  MBG453  Ame: Arm 6:
240 mg MBG453 240 mg 400 mg MBG453 400 mg 800 mg MBG453 800 mg MBG453 MBG453
Q2W in 240 mg Q2W in Q2W in 400 mg Q2W in Q4W in 800 mg Q4W in 400 mg 800 mg
combinatio Q2W in combinatio combinatio Q2W in combinatio combinatio Q4W in combinatio Q2W in Q4W in
Arm/Gro n with combinatio n with n with combinatio n with n with combinatio n with combinatio  combinatio
up azacitidine n with azacitidine azacitidine n with azacitidine azacitidine n with azacitidine n with n with
Descript 75 mg/m?2 azacitidine 75 mg/m2 75 mg/m?2 azacitidine 75 mg/m2 75 mg/m?2 azacitidine 75 mg/m2 azacitidine azacitidine
ion in very 75 mg/m2 in in very 75 mg/m2 in in very 75 mg/m2 in 75 mg/m2 75 mg/m2
high-risk in high-risk intermedia high-risk in high-risk intermedia high-risk in high-risk intermedia  in chronic in chronic
myelodysp myelodysp te-risk myelodysp myelodysp te-risk myelodysp myelodysp te-risk myelomon  myelomon
lastic lastic myelodysp lastic lastic myelodysp |astic lastic myelodysp ocytic ocytic
syndrome lastic syndrome lastic syndrome lastic leukemia leukemia
syndrome syndrome syndrome syndrome syndrome syndrome
Number
of
Particip 2 1 2 8 6 3 7 9 2 5 5
ants
Analyze
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d [units:
particip
ants]

Arm 6:
Best
Overall
Respon
se
(BOR)
with
confirm
ation
based

ggeson (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta (Percenta

2006 for ge) ge) ge) ge) ge) ge) ge) ge) ge) ge) ge)
MDS

and

CMML

(units:

participa

nts)

Count of Count of Count of Count of Count of Count of Count of Count of Count of Count of Count of
Participan Participan Participan Participan Participan Participan Participan Participan Participan Participan Participan
ts ts ts ts ts ts ts ts ts ts ts

Complet

e 0 0 0 0 0 0 1 0 0 1 2
Remissio (%) (%) (%) (%) (%) (%) (14.29%) (%) (%) (20%) (40%)
n (CR)

Bone

marrow 0 0 0 2 0 0 1 3 0 2 1
CR (%) (%) (%) (25%) (%) (%) (14.29%) (33.33%) (%) (40%) (20%)
(mCR)

>mCR

with

Hematol 0 0 0 2 0 0 0 1 0 2 1
ogic (%) (%) (%) (25%) (%) (%) (%) (11.11%) (%) (40%) (20%)
Improve

ment

Partial
Remissio
n (PR)

0 0 0 0 0 0 0 1 0 0 0
(%) (%) (%) (%) (%) (%) (%) (11.11%) (%) (%) (%)
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>Relaps

e from 0 0 0 2 0 0 0 0 0 1 0
CRor (%) (%) (%) (25%) (%) (%) (%) (%) (%) (20%) (%)
PR

gtigfs . 2 0 1 3 2 1 0 2 1 1 0
(SD) (100%) (%) (50%) (37.5%) (33.33%) (33.33%) (%) (22.22%) (50%) (20%) (%)
>SD with

gg{:ato' 1 0 0 2 2 0 0 1 1 1 0
Improve (50%) (%) (%) (25%) (33.33%) (%) (%) (11.11%) (50%) (20%) (%)
ment

Disease

Progress 0, 10 (9 1 0, 2 0, 00 2 0, OO 19 10 20
ion (PD) (%) (100%) (%) (12.5%) (33.33%) (%) (28.57%) (%) (%) (20%) (40%)
Unknow 0 0 1 2 2 2 3 3 1 0 0
n (%) (%) (50%) (25%) (33.33%) (66.67%) (42.86%) (33.33%) (50%) (%) (%)
>Unkno

wn with

Hematol 0 0 1 0 2 1 1 0 0 0 0
ogic (%) (%) (50%) (%) (33.33%) (33.33%) (14.29%) (%) (%) (%) (%)
Improve

ment

Arm 1: Overall Response Rate (ORR) based on Cheson 2003 for AML

Description

Time Frame

Analysis
Population
Description

Tumor response was based on local investigator assessment per Cheson 2003. ORR per Cheson 2003 is defined as the percentage of
participants with a best overall response of Complete Response (CR), Morphologic CR with incomplete blood count recovery (CRi) or Partial

Response (PR).

Up to approximately 1.8 years

All patients from Arm 1 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.
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PDR001 400mg Q4W + Decitabine
ND AML

PDR001 400mg Q4W + Decitabine R/R AML

Arm/Group Description

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in newly
diagnosed acute myeloid leukemia

Arm 1: PDR001 in combination with decitabine
20mg/m2 in relapsed/refractory acute myeloid
leukemia

Number of Participants Analyzed [units: participants]

1

Arm 1: Overall Response Rate (ORR) based on Cheson 2003

for AML

(units: Percentage of participants)

Number
(95% Confidence Interval)

Number
(95% Confidence Interval)

0

(0 to 97.5)

Arm 2: Overall Response Rate (ORR) based on Cheson 2003 for AML

Description

40.0
(12.2 to 73.8)

Tumor response was based on local investigator assessment per Cheson 2003. ORR per Cheson 2003 is defined as the percentage of

participants with a best overall response of Complete Response (CR), Morphologic CR with incomplete blood count recovery (CRi) or Partial
Response (PR).

Time Frame

Analysis
Population
Description

Up to approximately 2.9 years

All patients from Arm 2 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.

) 43ntgGégev .  MBG453240mg 403":96352’3\, .  MBG453400mg so:nn?gGéiSV .  MBG453800mg
Decitabine ND Q2W + Decitabine Decitabine ND Q2W + Decitabine Decitabine ND Q4W + Decitabine
AML R/R AML AML R/R AML AML R/R AML
Arm 2: MBG453 Arm 2: MBG453 240 Arm 2: MBG453 Arm 2: MBG453 400 Arm 2: MBG453 Arm 2: MBG453 800
240 mg Q2W in mg Q2W in 400 mg Q2W in mg Q2W in 800 mg Q4W in mg Q4W in
combination combination with combination combination with combination combination with
Arm/Group Description with decitabine decitabine 20mg/m2  with decitabine decitabine 20mg/m2  with decitabine decitabine 20mg/m2
20mg/m2 in in relapsed/refractory 20mg/m2 in in relapsed/refractory 20mg/m2 in in relapsed/refractory
newly acute myeloid newly acute myeloid newly acute myeloid
diagnosed leukemia diagnosed leukemia diagnosed leukemia
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acute myeloid

acute myeloid

acute myeloid

leukemia leukemia leukemia
Number of Participants
Analyzed [units: 3 10 6 8
participants]
Arm 2: Overall Response
Rate (ORR) based on Nt(Jgn;l;er Number Nt(Jg;l;er Number Nt(lgn;lg/er Number
Cheson 2003 for AML 0 (95% Confidence o (95% Confidence o (95% Confidence
g Confidence Confidence Confidence
(units: Percentage of Interval) Interval) Interval)
S Interval) Interval) Interval)
participants)
66.7 25.0 50.0 20.0 33.3 25.0
(9.4 10 99.2) (3.2t0 65.1) (15.7 to 84.3) (2.5 t0 55.6) (4.3t077.7) (3.21t0 65.1)

Arm 3: Overall Response Rate (ORR) based on Cheson 2003 for AML

Tumor response was based on local investigator assessment per Cheson 2003. ORR per Cheson 2003 is defined as the percentage of

participants with a best overall response of Complete Response (CR), Morphologic CR with incomplete blood count recovery (CRi) or Partial

Description
Response (PR).
Time Frame Up to approximately 4.3 years
Analysis
Population
Description

MBG453 160mg Q2W
+ PDR001 +
Decitabine R/R AML

MBG453 240mg
Q2W + PDRO001 +
Decitabine ND
AML

MBG453 240mg Q2W
+ PDR001 +
Decitabine R/R AML

MBG453 400mg

Q2W + PDRO001 +

Decitabine ND
AML

All patients from Arm 3 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.

MBG453 400mg Q2W
+ PDR001 +
Decitabine R/R AML

Arm 3: MBG453 160 mg
Q2W in combination
with PDR001 400 mg
Q4W and decitabine

20mg/m2 in
relapsed/refractory
acute myeloid leukemia

Arm/Group Description

Arm 3: MBG453
240 mg Q2W in
combination with
PDRO001 400 mg
Q4W and
decitabine
20mg/m2 in newly

Arm 3: MBG453 240 mg
Q2W in combination
with PDR001 400 mg
Q4W and decitabine

20mg/m2 in
relapsed/refractory
acute myeloid leukemia

Arm 3: MBG453
400 mg Q2W in
combination with
PDRO001 400 mg
Q4W and
decitabine

20mg/m2 in newly

Arm 3: MBG453 400 mg
Q2W in combination
with PDR001 400 mg
Q4W and decitabine

20mg/m2 in
relapsed/refractory
acute myeloid leukemia
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diagnosed acute
myeloid leukemia

diagnosed acute
myeloid leukemia

Number of Participants

Analyzed [units: participants] 3 1 2 2 3
fg;‘;):é ;ee?g:gizzgiezﬁgge Number Number Number Number Number
for AML (95% Confidence (95% Confidence (95% Confidence (95% Confidence (95% Confidence
(units: Percentage of participants) Interval) Interval) Interval) Interval) Interval)
33.3 0 50.0 50.0 66.7
(0.8 to 90.6) (0 to 97.5) (1.3t098.7) (1.3t098.7) (9.4 t0 99.2)

Arm 4: Overall Response Rate (ORR) based on Cheson 2003 for AML

Description Tumor response was based on local investigator assessment per Cheson 2003. ORR per Cheson 2003 is defined as the percentage of
participants with a best overall response of Complete Response (CR), Morphologic CR with incomplete blood count recovery (CRi) or Partial
Response (PR).

Time Frame Up to approximately 0.9 years

Analysis All patients from Arm 4 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.

Population

Description

MBG453 400mg Q2W R/R AML MBG453 1200mg Q2W R/R AML

Arm 4: MBG453 400 mg Q2W in
relapsed/refractory acute myeloid leukemia

Arm 4: MBG453 1200 mg Q2W in

Arm/Group Description relapsed/refractory acute myeloid leukemia

Number of Participants Analyzed [units: participants] 7 5

Arm 4: Overall Response Rate (ORR) based on Cheson
2003 for AML
(units: Percentage of participants)

Number
(95% Confidence Interval)

Number
(95% Confidence Interval)

0 0
(0 to 41.0) (0 to 52.2)
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Arm 5: Overall Response Rate (ORR) based on Cheson 2003 for AML

Description Tumor response was based on local investigator assessment per Cheson 2003. ORR per Cheson 2003 is defined as the percentage of
participants with a best overall response of Complete Response (CR), Morphologic CR with incomplete blood count recovery (CRi) or Partial
Response (PR).

Time Frame Up to approximately 0.5 years
Analysis All patients from Arm 5 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.
Population
Description
MBG453 80mg Q2W + PDR001 R/R AML MBG453 240mg Q2W + PDR001 R/R AML
Arm 5: MBG453 80 mg Q2W in combination Arm 5: MBG453 240 mg Q2W in
Arm/Group Description with PDR001 400 mg Q4W in combination with PDR001 400 mg Q4W in
relapsed/refractory acute myeloid leukemia relapsed/refractory acute myeloid leukemia
Number of Participants Analyzed [units: participants] 1 4
Arm 5: Overall Response Rate (ORR) based on Cheson Numb Numb
2003 for AML 95% Confidence Interval 95% Confidence Interval
(units: Percentage of participants) (35% Confidence Interval) (35% Confidence Interval)
0 0
(0t0 97.5) (0t0 60.2)

Arm 6: Overall Response Rate (ORR) based on Cheson 2003 for AML

Description Tumor response was based on local investigator assessment per Cheson 2003. ORR per Cheson 2003 is defined as the percentage of

participants with a best overall response of Complete Response (CR), Morphologic CR with incomplete blood count recovery (CRi) or Partial
Response (PR).

Time Frame Up to approximately 4.2 years

Analysis All patients from Arm 6 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.
Population

Description
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MBG453 240mg Q2W +
Azacitidine ND AML

MBG453 400mg Q2W +
Azacitidine ND AML

MBG453 800mg Q4W +
Azacitidine ND AML

Arm/Group Description

Arm 6: MBG453 240 mg Q2W

in combination with azacitidine

75 mg/m2 in newly diagnosed
acute myeloid leukemia

Arm 6: MBG453 400 mg Q2W

in combination with azacitidine

75 mg/m2 in newly diagnosed
acute myeloid leukemia

Arm 6: MBG453 800 mg Q4W

in combination with azacitidine

75 mg/m2 in newly diagnosed
acute myeloid leukemia

Number of Participants Analyzed [units:

participants] 6 12 5
Arm 6: Overall Response Rate (ORR) based on
Cheson 2003 for AML Number Number Number

(units: Percentage of participants)

(95% Confidence Interval)

(95% Confidence Interval)

(95% Confidence Interval)

333
(4310 77.7)

417
(15.2 to 72.3)

40.0
(5.3 t0 85.3)

Arm 1: Overall Response Rate (ORR) based on Cheson 2006 for MDS

Description Tumor response was based on local investigator assessment per Cheson 2006. ORR per Cheson 2006 is defined as the percentage of
participants with a best overall response of Complete Response (CR), Bone marrow CR (mCR) or Partial Response (PR). ORR was
calculated taking into consideration the best overall response regardless of confirmation and with confirmation. In the latter case, the
responses CR, mCR and PR were to be confirmed in the evaluation of best overall response.

Time Frame Up to approximately 1.8 years

Analysis All patients from Arm 1 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.

Population

Description

PDR001 400mg Q4W + Decitabine VHR  PDR001 400 mg Q4W + Decitabine HR
MDS MDS

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in very high-risk
myelodysplastic syndrome

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in high-risk
myelodysplastic syndrome

Arm/Group Description

Number of Participants Analyzed [units: participants] 1 1
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Arm 1: Overall Response Rate (ORR) based on Cheson 2006 for

MDS Number Number
(units: Percentage of participants) (95% Confidence Interval) (95% Confidence Interval)
) . 100 100
Regardless of confirmation (2.5 to 100) (2.5 to 100)
. ) . 100 100
With confirmation (2.5 to 100) (2.5 to 100)

Arm 2: Overall Response Rate (ORR) based on Cheson 2006 for MDS and CMML

Description Tumor response was based on local investigator assessment per Cheson 2006. ORR per Cheson 2006 is defined as the percentage of
participants with a best overall response of Complete Response (CR), Bone marrow CR (mCR) or Partial Response (PR). ORR was
calculated taking into consideration the best overall response regardless of confirmation and with confirmation. In the latter case, the
responses CR, mCR and PR were to be confirmed in the evaluation of best overall response.

Time Frame Up to approximately 2.9 years

Analysis All patients from Arm 2 with MDS and CMML who received at least one dose of study treatment and had a valid assessment for the outcome

Population measure.

Description

MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
240mg 240 mg 400mg 400mg 800mg 800 mg 800mg 240mg 400mg 800mg
Q2W + Q2w + Q2W + Q2W + Q4W + Q4W + Q4W + Q2w + Q2W + Q4W +
Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine Decitabine
VHR MDS HR MDS HR MDS IR MDS VHR MDS HR MDS IR MDS CMML CMML CMML
Arm 2: Arm 2: Arm 2: Arm 2:
Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
MBGASS  \iBgass  mBGass ~ MBGAS3  MBGAS3  pggsy MBGAS3 pGass MBG453  MBG453
240 mg 400 mg 800 mg 800 mg
Q2W in 240 mg 400 mg Q2W in Q4W in 800 mg Q4W in 240 mg 400 mg 800 mg
Arm/Gro o Q2W in Q2W in g o Q4W in e Q2W in Q2W in Q4W in
combination S o combination combination L combination S o S
up with combination combination with with combination with combination combination combination
Descripti L with with L o with oL with with with
decitabine s o decitabine decitabine o decitabine o L o
on : decitabine decitabine - - decitabine - decitabine decitabine decitabine
20mg/m2 in ; ; 20mg/m2in  20mg/m2 in ; 20mg/m2 in ; ; :
. 20mg/m2in  20mg/m2in ° . . 20mg/m2in . 20mg/m2in  20mg/m2in  20mg/m2 in
very high- hiah-risk hiah-risk intermediat very high- high-risk intermediat hroni hroni hroni
risk |gI -(Ij’IS | |gI -(;IS | o-risk risk |gI -(;IS | o-risk c Ironlc c Ironlc c Iromc
myelodyspl myelodyspl  myelodysp myelodyspl  myelodyspl myelodysp myelodyspl myelomono  myelomono  myelomono
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astic
syndrome

astic
syndrome

astic
syndrome

astic
syndrome

astic
syndrome

astic
syndrome

astic
syndrome

cytic
leukemia

cytic
leukemia

cytic
leukemia

Number
of
Participa
nts
Analyzed
[units:
participa
nts]

Arm 2:
Overall
Respons
e Rate
(ORR)
based on
Cheson
2006 for
MDS and
CMML
(units:
Percentag
e of
participan
ts)

Number
(95%
Confidenc
e Interval)

Number
(95%
Confidenc
e Interval)

Number
(95%
Confidenc
e Interval)

Number
(95%
Confidenc
e Interval)

Number
(95%
Confidenc
e Interval)

Number
(95%
Confidenc
e Interval)

Number
(95%
Confidenc
e Interval)

Number
(95%
Confidence
Interval)

Number
(95%
Confidence
Interval)

Number
(95%
Confidence
Interval)

Regardles
s of
confirmati
on

100
(2.5 to 100)

375
(8.5 to 75.5)

75.0
(19.4 to
99.4)

0
(0 to 52.2)

66.7
(9.4 t0 99.2)

50.0
(1.3 t0 98.7)

0
(0 to 84.2)

100 0
(25t0100)  (0to 70.8)

100
(2.5 to 100)

With
confirmati
on

100
(2.5 to 100)

25.0
(3.2t0 65.1)

75.0
(19.4 to
99.4)

0
(0 to 52.2)

66.7
(9.4 t0 99.2)

50.0
(1.3 t0 98.7)

0
(0 to 84.2)

Arm 3: Overall Response Rate (ORR) based on Cheson 2006 for MDS

Description

100 0 0
(25t0100) (0t070.8)  (0to97.5)

Tumor response was based on local investigator assessment per Cheson 2006. ORR per Cheson 2006 is defined as the percentage of

participants with a best overall response of Complete Response (CR), Bone marrow CR (mCR) or Partial Response (PR). ORR was
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calculated taking into consideration the best overall response regardless of confirmation and with confirmation. In the latter case, the
responses CR, mCR and PR were to be confirmed in the evaluation of best overall response.

Time Frame

Analysis
Population
Description

Up to approximately 4.3 years

MBG453 160mg Q2W +
PDRO001 + Decitabine
VHR MDS

MBG453 160 mg Q2W +
PDRO001 + Decitabine
HR MDS

MBG453 240mg Q2W +
PDRO001 + Decitabine
HR MDS

All patients from Arm 3 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.

MBG453 400mg Q2W +
PDRO001 + Decitabine
HR MDS

Arm/Group Description

Arm 3: MBG453 160 mg
Q2W in combination with
PDR001 400 mg Q4W
and decitabine 20mg/m2

Arm 3: MBG453 160 mg

Q2W in combination with

PDRO001 400mg Q4W and
decitabine 20mg/m2 in

Arm 3: MBG453 240 mg
Q2W in combination with
PDRO001 400 mg Q4W
and decitabine 20mg/m2

Arm 3: MBG453 400 mg
Q2W in combination with
PDRO001 400 mg Q4W
and decitabine 20mg/m2

in very high-risk o . in high-risk in high-risk
myelodysplastic high r'SI; nrj')(/’?cl)?gé/splastlc myelodysplastic myelodysplastic
syndrome y syndrome syndrome
Number of Participants Analyzed [units: 1 1 2 1
participants]
Arm 3: Overall Response Rate (ORR) Number Number Number Number
based on Cheson 2006 for MDS (95% Confidence (95% Confidence (95% Confidence (95% Confidence
(units: Percentage of participants) Interval) Interval) Interval) Interval)
Regardless of confirmation 0 0 100 100
(0 to 97.5) (0 to 97.5) (15.8 to 100) (2.5 to 100)
. ) . 0 0 100 100
With confirmation (0 to 97.5) (0 to 97.5) (15.8 to 100) (2.5 to 100)

Arm 4: Overall Response Rate (ORR) based on Cheson 2006 for MDS

Description

Tumor response was based on local investigator assessment per Cheson 2006. ORR per Cheson 2006 is defined as the percentage of

participants with a best overall response of Complete Response (CR), Bone marrow CR (mCR) or Partial Response (PR). ORR was
calculated taking into consideration the best overall response regardless of confirmation and with confirmation. In the latter case, the
responses CR, mCR and PR were to be confirmed in the evaluation of best overall response.

Time Frame

Up to approximately 0.9 years
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Analysis
Population
Description

MBG453 400mg
Q2W VHR MDS

MBG453 400 mg
Q2W HR MDS

All patients from Arm 4 with MDS who received at least one dose of study treatment and had a valid assessment for the outcome measure.

MBG453 1200mg MBG453 1200 mg MBG453 1200mg

Arm/Group Description

Arm 4: MBG453 400
mg Q2W in very high-
risk myelodysplastic

Arm 4: MBG453 400
mg Q2W in high-risk
myelodysplastic

Q2W VHR MDS Q2W HR MDS Q2W IR MDS
Arm 4: MBG453 1200 Arm 4: MBG453 1200 ArM 4: MBGA53 1200
mg Q2W in

mg Q2W in very high-
risk myelodysplastic

mg Q2W in high-risk

. intermediate-risk
myelodysplastic

myelodysplastic

syndrome syndrome syndrome syndrome syndrome
Number of Participants Analyzed 2 1 1 4 2
[units: participants]
Arm 4: Overall Response Rate
Number Number Number Number Number
fv?I;‘sR) based on Cheson 2006 for 950/ Gonfigence  (95% Confidence  (95% Confidence  (95% Confidence  (95% Confidence
(units: Percentage of participants) Interval) Interval) Interval) Interval) Interval)
i . 0 0 0 0 0
Regardless of confirmation (010 84.2) (0 to 97.5) (0 to 97.5) (010 60.2) (0to 84.2)
With confirmation 0 0 0 0 0
(0 to 84.2) (0 to 97.5) (0to 97.5) (0 to 60.2) (0 to 84.2)

Arm 5: Overall Response Rate (ORR) based on Cheson 2006 for MDS

Description

Tumor response was based on local investigator assessment per Cheson 2006. ORR per Cheson 2006 is defined as the percentage of

participants with a best overall response of Complete Response (CR), Bone marrow CR (mCR) or Partial Response (PR). ORR was
calculated taking into consideration the best overall response regardless of confirmation and with confirmation. In the latter case, the
responses CR, mCR and PR were to be confirmed in the evaluation of best overall response.

Time Frame

Analysis
Population
Description

Up to approximately 0.5 years

All patients from Arm 5 with AML who received at least one dose of study treatment and had a valid assessment for the outcome measure.
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MBG453 80mg Q2W + PDR001 R/R AML

MBG453 240mg Q2W + PDR001 R/R AML

Arm/Group Description

Arm 5: MBG453 80 mg Q2W in combination
with PDR001 400 mg Q4W in
relapsed/refractory acute myeloid leukemia

Arm 5: MBG453 240 mg Q2W in
combination with PDR001 400 mg Q4W in
relapsed/refractory acute myeloid leukemia

Number of Participants Analyzed [units: participants]

1 4
Arm 5: Overall Response Rate (ORR) based on Cheson Numb Numb
2006 for MDS urmber umber
(units: Percentage of participants) (95% Confidence Interval) (95% Confidence Interval)
) . 0 0
Regardless of confirmation (0 to 97.5) (010 60.2)
. ) . 0 0
With confirmation (0 to 97.5) (0 to 60.2)

Arm 6: Overall Response Rate (ORR) based on Cheson 2006 for MDS and CMML

Description Tumor response was based on local investigator assessment per Cheson 2006. ORR per Cheson 2006 is defined as the percentage of
participants with a best overall response of Complete Response (CR), Bone marrow CR (mCR) or Partial Response (PR). ORR was
calculated taking into consideration the best overall response regardless of confirmation and with confirmation. In the latter case, the
responses CR, mCR and PR were to be confirmed in the evaluation of best overall response.

Time Frame Up to approximately 4.2 years

Analysis All patients from Arm 6 with MDS and CMML who received at least one dose of study treatment and had a valid assessment for the outcome

Population measure.

Description

“233;53 MBG453 MBG453 MBG453 MBG453 ng%(c);;m MBG453 MBG453 MBG453 MBG453
szg 240 mg 240mg 400 mg 400mg a AW o 800 mg 800mg 400mg 800mg
Azacitidin Q2w + Q2w + Q2w + Q2w + Azacitidin Q4w + Q4w + Q2w + Q4W +
e VHR Azacitidin  Azacitidin Azacitidin  Azacitidin e VHR Azacitidin  Azacitidin  Azacitidin  Azacitidin
MDS eHRMDS eIRMDS eHRMDS eIRMDS MDS eHRMDS eIRMDS e CMML e CMML
Arm/Gro Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6:
u MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
P 240 mg 240 mg 240 mg 400 mg 400 mg 800 mg 800 mg 800 mg 400 mg 800 mg
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Descript Q2W in Q2W in Q2W in Q2W in Q2W in Q2W in Q4W in Q4W in Q4W in Q2W in Q4W in
ion combinatio combinatio combinatio combinatio combinatio combinatio combinatio combinatio combinatio combinatio combinatio
n with n with n with n with n with n with n with n with n with n with n with
azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine
75mg/m2  75mg/m2 75mg/m2 75mg/m2 75mg/m2 75mg/m2 75mg/m2 75mg/m2 75mg/m2 75mg/m2 75 mg/m2
in very in high-risk in in very in high-risk in in very in high-risk in in chronic in chronic
high-risk  myelodysp intermedia high-risk ~ myelodysp intermedia high-risk ~ myelodysp intermedia myelomon myelomon
myelodysp lastic te-risk myelodysp lastic te-risk myelodysp lastic te-risk ocytic ocytic
lastic syndrome  myelodysp lastic syndrome  myelodysp lastic syndrome myelodysp leukemia leukemia
syndrome lastic syndrome lastic syndrome lastic
syndrome syndrome syndrome
Number
of
Particip
ants 2 1 2 8 6 3 7 9 2 5 5
Analyze
d [units:
particip
ants]
Arm 6:
Overall
Respon
se Rate
(ORR)
based
on Number Number Number Number Number Number Number Number Number Number Number
Cheson (95% (95% (95% (95% (95% (95% (95% (95% (95% (95% (95%
2006 for Confiden Confiden Confiden Confiden Confiden Confiden Confiden Confiden Confiden c Sy .
MDS ce ce ce ce ce ce ce ce ce onfidenc  Confidenc
e Interval) e Interval)
and Interval) Interval) Interval) Interval) Interval) Interval) Interval) Interval) Interval)
CMML
(units:
Percenta
ge of
participa
nts)
Regardle 109 0 50.0 25.0 16.7 100 28.6 66.7 100 60.0 80.0
confirmat (15.8 to (0 to 97.5) (1.3 to (3.2to (0.4 to (29.2to (3.7 to (29.9to (15.8 to (14.7 to (28.4 to
ion 100) ) 98.7) 65.1) 64.1) 100) 71.0) 92.5) 100) 94.7) 99.5)
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With 0 0 0 25.0 0 0 28.6 444 0 60.0 60.0
confirmat (3.2to (3.7 to (13.7 to (14.7 to (14.7 to
ion (0to84.2) (0to97.5) (0to84.2) 65.1) (0to 45.9) (0to070.8) 71.0) 78.8) (0 to 84.2) 94.7) 94.7)

Arm 1: Progression-free survival (PFS)

Description Progression-free survival (PFS) is defined as time from start of treatment to date of death due to any cause or Progression Disease/relapse.
PFS was censored at the date of the last adequate assessment before administration of the new anti-cancer therapy, if a subject had not had
an event. Tumor response was based on local investigator assessment per Cheson 2003 (AML) and Cheson 2006 (MDS). PFS was analyzed
using Kaplan-Meier estimates as defined in the protocol.

Time Frame Up to approximately 2.2 years

Analysis All patients from Arm 1 who received at least one dose of study treatment.

Population

Description

PDR001 400mg Q4W +
Decitabine ND AML

PDR001 400mg Q4W + Decitabine
R/R AML

PDR001 400mg Q4W +
Decitabine HR/VHR MDS

Arm/Group Description

Arm 1: PDRO0O01 in
combination with decitabine
20mg/m2 in newly diagnosed

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in
relapsed/refractory acute myeloid

Arm 1: PDR001 in combination
with decitabine 20mg/m2 in
high-/very high-risk

acute myeloid leukemia leukemia myelodysplastic syndrome
Number of Participants Analyzed [units:
g 1 12 3
participants]
Arm 1: Progression-free survival (PFS) Median Median Median
(units: months) (95% Confidence Interval) (95% Confidence Interval) (95% Confidence Interval)
NA 3.9 16.7
(NA to NA) (1.1t0 6.1) (13.4 to NA)1

[1] Not estimable due to insufficient number of participants with events.

Arm 2: Progression-free survival (PFS)

Description

Progression-free survival (PFS) is defined as time from start of treatment to date of death due to any cause or Progression Disease/relapse.

PFS was censored at the date of the last adequate assessment before administration of the new anti-cancer therapy, if a subject had not had
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an event. Tumor response was based on local investigator assessment per Cheson 2003 (AML) and Cheson 2006 (MDS and CMML). PFS
was analyzed using Kaplan-Meier estimates as defined in the protocol.

Time Frame Up to approximately 3.3 years
Analysis All patients from Arm 2 who received at least one dose of study treatment.
Population
Description
MBG MBG MBG
453 453 453 MBG45 MBG45 MBG45
240m MBG453 400m MBG453 800m MBG453 3 3 MBS Ty MBS NBS4S MBS4s  MBS4S
240m 400m 800m 240m 400m 800m
QW QW+ QW QW+ QIW Q4w+ QIW+ QW+ ‘g’z‘wg Qaw + g‘;‘:,'\‘,‘g é“z‘:"\‘;g ‘é"z%"? g‘m‘g
+ Decitabi + Decitabi + Decitabi Decitab Decitab . Decitab . . - .
Decit ne R/R Decit ne R/R Decit ne R/R ine ine Diﬁ‘::aRb ine Diﬁz':aRb Dei(:;ab Deicr::;ab Deif";ab
alr:‘)llge AML al;lge AML a:)llge AML gl:n/\[/)g :I:n/\[l)l; MDS II;I:A/\I:I)Q MDS CMML CMML CMML
AML AML AML
Arm Arm Arm Arm 2: Arm 2: . Arm 2: .
2: 2: 2: MBG45 MBG45 I\’;E”Gi,'s MBG45 ,\’A\é”éis
MBG MBG MBG 3240 3400 3400 3800 3800 Arm 2: Arm 2: Arm 2:
453 Arm 2: 453 Arm 2: 453 Arm 2: mg mg m mg m MBG45 MBG45 MBG45
240 MBG453 400 MBG453 800 MBG453 Q2Win Q2Win szﬁ’ o Q4Win 4v3 . 3240 3400 3800
mg 240 mg mg 400 mg mg 800 mg combin  combin combin combin combin mg mg mg
Q2w Q2W in Q2w Q2W in Q4w Q4W in ation ation ation ation ation Q2Win Q2Win Q4Win
in combinati in combinati in combinati with with with with with combin combin combin
Arm/G  combi on with combi on with combi on with decitabi  decitabi decitabi decitabi decitabi ation ation ation
rou nation decitabin npation decitabin  pation  decitabin ne ne ne ne ne with with with
DesF::ri with e with e with e 20mg/m  20mg/m 20ma/m 20mg/m 20ma/m decitabi  decitabi  decitabi
tion decita 20mg/m2 decita 20mg/m2 decita 20mg/m2 2in 2in > i% 2in 2 i?\ ne ne ne
P bine in bine in bine in high- high- interme high- interme 20mg/m 20mg/m 20mg/m
20mg/ relapsed/ 20mg/ relapsed/ 20mg/ relapsed/ Ivery /very diate- Ivery diate- 2in 2in 2in
m2in refractory m2in refractory m2in refractory high- high- risk high- risk chronic chronic chronic
newly acute newly acute newly acute risk risk mvelod risk mvelod myelom myelom myelom
diagn myeloid diagn myeloid diagn myeloid myelod  myelod sy lasti myelod sy lasti onocytic onocytic onocytic
osed leukemia  osed leukemia  osed leukemia  ysplasti  ysplasti ¥ pC ysplasti ¥ pc leukemi  leukemi  leukemi
acute acute acute c c syndro c syndro a a a
myelo myelo myelo syndro syndro syndro
) d ) me me
id id id me me me
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leuke leuke leuke
mia mia mia
Numb
er of
Partici
pants
Analy 3 9 12 11 7 9 9 4 5 6 3 1
zed
[units:
partici
pants]
Arm 2:
Progr Medi Medi Medi
ession an Median an Median an Median Median Median Median Median Median Median
-free (95% (95% (95% (95% (95% (95% (95% (95% (95% (95% (95% (95%
surviv  Confi N Confi N Confi . Confid Confid Confid Confid Confid Confid
Confide Confide Confide
al denc hce denc hce denc hce ence ence ence ence ence ence
(PFS) e Interval) e Interval) e Interval) Interval Interval Interval Interval Interval Interval
(units:  Interv Interv Interv ) ) ) ) ) )
month al) al) al)
s)
1(?5 3.7 345 3.5 zgg 3.0 10.5 NA 13.4 24.2 6.9 7.6
t(.) (1.6 to t(.) (1.0to t(.) (1.4 to (0.8 to (NA to (19to0 (23.3to (4.9to (NA to
NA) 6.2) 25.6) NA)M NA) NA)M NA)M NA)M NA)M NA)M NA)M NA)M

[1] Not estimable due to insufficient number of participants with events.

Arm 3: Progression-free survival (PFS)

Progression-free survival (PFS) is defined as time from start of treatment to date of death due to any cause or Progression Disease/relapse.

PFS was censored at the date of the last adequate assessment before administration of the new anti-cancer therapy, if a subject had not had
an event. Tumor response was based on local investigator assessment per Cheson 2003 (AML) and Cheson 2006 (MDS). PFS was analyzed
using Kaplan-Meier estimates as defined in the protocol.

Description

Time Frame

Analysis
Population
Description

Up to approximately 4.7 years

All patients from Arm 3 who received at least one dose of study treatment.
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MBG453

MBG453

MBGA53160mg  240mg  MBG453240mg  400mg  MBGAS3400mg 6(')‘"""3‘3323‘, . 2 43‘""',3G3§3v . 40(',"::6323\, .
Q2W +PDRO01+  Q2W+  Q2W+PDROO1+  Q2W+  Q2W+PDROO0T+ pn8 o2 DDRO0T + PDRO0T +
Decitabine R/IR PDRO001 + Decitabine R/R PDRO001 + Decitabine R/R Decitabi Decitabi Decitabi
AML Decitabine AML Decitabine AML HRIVHR MDS ~ HRVHR MDS ~ HRIVHR MDS
ND AML ND AML
Arm 3: Arm 3:
MBG453 MBG453
240 mg 400 mg Arm 3: Arm 3: Arm 3:
Arm 3: MBG453 Q2W in Arm 3: MBG453 Q2W in Arm 3: MBG453 MBG453 160 MBG453 240 MBG453 400
160 mg Q2W in combinatio 240 mg Q2W in combinatio 400 mg Q2W in mg Q2W in mg Q2W in mg Q2W in
combination with n with combination with n with combination with combination combination combination
PDRO001 400 mg PDRO001 PDRO001 400 mg PDRO001 PDRO001 400 mg with PDR001 with PDR001 with PDR001
Arm/Group Q4W and 400 mg Q4W and 400 mg Q4W and 400 mg Q4W 400 mg Q4W 400 mg Q4W
Description decitabine Q4W and decitabine Q4W and decitabine and decitabine  and decitabine  and decitabine
20mg/m2in decitabine 20mg/m2in decitabine 20mg/m2in 20mg/m2 in 20mg/m2 in 20mg/m2in
relapsed/refractor 20mg/m2in relapsed/refractor 20mg/m2in relapsed/refractor high-/very high-/very high-/very
y acute myeloid newly y acute myeloid newly y acute myeloid high-risk high-risk high-risk
leukemia diagnosed leukemia diagnosed leukemia myelodysplasti  myelodysplasti  myelodysplasti
acute acute ¢ syndrome ¢ syndrome ¢ syndrome
myeloid myeloid
leukemia leukemia
Number of
Participants
Analyzed
[units: 3 2 2 2 3 3 2 1
participants
1
Arm 3:
[’f::gresswn Median Median Median Median Median Median Median Median
survival (95% (95% (95% (95% (95% (95% (95% (95%
Confidence Confidenc Confidence Confidenc Confidence Confidence Confidence Confidence
(PFS) Int, | Int, 1 Int | Int | Int | Int | Int | Int, |
(units: nterval) e Interval) nterval) e Interval) nterval) nterval) nterval) nterval)
months)
6.5 (11ft0 NA (;%ZO 7.3 76 4.9 21.8
(4.1 to NA)M NA)[” (NA to NA)M NA)[” (3.8 to NA)M (NA to NA)I1 (NA to NA)I1 (NA to NA)I1

Page 102



(') NOVARTIS

[1] Not estimable due to insufficient number of participants with events.

Arm 4: Progression-free survival (PFS)

Description

Progression-free survival (PFS) is defined as time from start of treatment to date of death due to any cause or Progression Disease/relapse.

PFS was censored at the date of the last adequate assessment before administration of the new anti-cancer therapy, if a subject had not had
an event. Tumor response was based on local investigator assessment per Cheson 2003 (AML) and Cheson 2006 (MDS). PFS was analyzed
using Kaplan-Meier estimates as defined in the protocol.

Time Frame

Analysis
Population
Description

Up to approximately 1.3 years

All patients from Arm 4 who received at least one dose of study treatment.

MBG453 400mg Q2W
R/R AML

MBG453 1200mg Q2W
R/IR AML

MBG453 400mg
Q2W HR/VHR MDS

MBG453 1200mg
Q2W HR/VHR MDS

MBG453 1200mg
Q2W IR MDS

Arm/Group Description

Arm 4: MBG453 1200
mg Q2W in
relapsed/refractory
acute myeloid leukemia

Arm 4: MBG453 400 mg
Q2W in
relapsed/refractory
acute myeloid leukemia

Arm 4: MBG453 400
mg Q2W in high-
Ivery high-risk
myelodysplastic

Arm 4: MBG453
1200 mg Q2W in
high-/very high-risk
myelodysplastic

Arm 4: MBG453
1200 mg Q2W in
intermediate-risk
myelodysplastic

syndrome syndrome syndrome

Number of Participants
Analyzed [units: participants] 10 6 3 5 2
Arm 4: Progression-free Median Median Median Median Median
survival (PFS) (95% Confidence (95% Confidence (95% Confidence (95% Confidence (95% Confidence
(units: months) Interval) Interval) Interval) Interval) Interval)

1.6 23 3.2 3.3 9.1

(0to 2.1) (1.0 to NA) (1.8 to NA)M (1.8 to NA)M (6.5 to NA)IM

[1] Not estimable due to insufficient number of participants with events.

Arm 5: Progression-free survival (PFS)

Description

Progression-free survival (PFS) is defined as time from start of treatment to date of death due to any cause or Progression Disease/relapse.

PFS was censored at the date of the last adequate assessment before administration of the new anti-cancer therapy, if a subject had not had
an event. Tumor response was based on local investigator assessment per Cheson 2003 (AML) and Cheson 2006 (MDS). PFS was analyzed
using Kaplan-Meier estimates as defined in the protocol.
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Time Frame

Analysis
Population
Description

Up to approximately 0.9 years

All patients from Arm 5 who received at least one dose of study treatment.

MBG453 80mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W +
PDR001 HR/VHR MDS

Arm/Group Description

Arm 5: MBG453 80 mg Q2W in
combination with PDR001 400 mg
Q4W in relapsed/refractory acute

myeloid leukemia

Arm 5: MBG453 240 mg Q2W in

combination with PDR001 400 mg

Q4W in relapsed/refractory acute
myeloid leukemia

Arm 5: MBG453 240 mg Q2W
in combination with PDR001
400 mg Q4W in high-/very
high-risk myelodysplastic

syndrome
Number of Participants Analyzed [units:
g 1 5 5
participants]
Arm 5: Progression-free survival (PFS) Median Median Median
(units: months) (95% Confidence Interval) (95% Confidence Interval) (95% Confidence Interval)
NA 1.9 4.4
(NA to NA)M (0 to NA) (1.9 to NA)M

[1] Not estimable due to insufficient number of participants with events.

Arm 6: Progression-free survival (PFS)

Progression-free survival (PFS) is defined as time from start of treatment to date of death due to any cause or Progression Disease/relapse.

PFS was censored at the date of the last adequate assessment before administration of the new anti-cancer therapy, if a subject had not had
an event. Tumor response was based on local investigator assessment per Cheson 2003 (AML) and Cheson 2006 (MDS and CMML). PFS

was analyzed using Kaplan-Meier estimates as defined in the protocol.

Description
Time Frame Up to approximately 4.6 years
Analysis
Population
Description
MBG45 MBG45 MBG45
3 3 3

MBG453
240mg

All patients from Arm 6 who received at least one dose of study treatment.

MBG453
240mg

MBG453
400mg

MBG453
400mg

MBG453
800mg

MBG453
800mg

MBG453
400mg

MBG453
800mg
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240mg 400mg 800mg Q2w + Q2w + Q2w + Q2w + Q4w + Q4w + Q2w + Q4w +
Q2w + Q2w + Q4w + Azacitidin  Azacitidin  Azacitidin  Azacitidin  Azacitidin  Azacitidin  Azacitidin  Azacitidin
Azacitid Azacitid Azacitid eHR/VHR eIRMDS eHR/VHR ¢eIRMDS eHR/VHR eIRMDS e CMML e CMML
ine ND ine ND ine ND MDS MDS MDS
AML AML AML
MAég 465'3 MAEIE 465'3 MAég 465'3 Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6:
240mg 400 mg 800 mg MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 Arm 6: Arm 6:
Q2Win  Q2Win  Q4Win 240 mg 240 mg 400 mg 400 mg 800 mg 800 mg MBG453 MBG453
combina combina  combina QZW in. QZW in. QZW in. QZW in. Q4W in. Q4W in. 400 mg 800 mg
tion with  tion with _ tion with comblpatlo comblpatlo comblpatlo comblpatlo comblpatlo comblpatlo QZW in Q4W in
Arm/Gro azacitidi  azacitidi  azacitidi n with n with n with n with n with n with combinatio  combinatio
up ne 75 ne 75 ne 75 azacitidine  azacitidine  azacitidine  azacitidine azacitidine  azacitidine n with n with
Descripti mg/m2 mg/m2 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75mg/m2  azacitidine  azacitidine
on innewly innewly innewly in high- in in high- in in high- in 75 mg/m2 75 mg/m2
diagnos  diagnos  diagnos /very high-  intermediat  /very high- intermediat /very high- intermediat in chronic in chronic
ed acute ed acute  ed acute risk e-risk risk e-risk risk e-risk myelomono  myelomono
myeloid myeloid  myeloid myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl cytic cytic
leukemi leukemi leukemi astic astic astic astic astic astic leukemia leukemia
a a a syndrome syndrome syndrome syndrome syndrome syndrome
Number
of
Participa
nts
Analyzed 6 14 6 3 2 14 5 17 2 5 5
[units:
participa
nts]
Arm 6:
::,r:-gf:::s M((;d;;n M(%%';n M(%?;on Median Median Median Median Median Median Median Median
survival  Confide Confide Confide . (007 (95% (95% (95% (95% (95% (95% (95%
(PFS) hce nce nce Confidenc Confidenc Confidenc Confidenc Confidenc Confidenc Confidenc Confidenc
o e Interval) elnterval) elnterval) elnterval) elnterval) elInterval) e Interval) e Interval)
(units: Interval) Interval) Interval)
months)
7.4 6.4 41 1.1 13.2 11.5 NA 11.3 26.9 7.4 5.9
(5.6 to (2.2to (1.2to (1.1to (NA to (4.8t0 (NA to (4.9to (NA to (3.8 to (4.6to
NA) 10.6) NA) NA) NA) 18.8) NA) NA) NA) NA) NA)
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[1] Not estimable due to insufficient number of participants with events.

Arm 1: Time to progression (TTP)

Description Analysis of time to progression (TTP) is based on patients with Complete Remission (CR), regardless of confirmation. TTP is defined as the
time between date of first documented CR to the date of first documented Disease Progression (PD)/relapse or death due to any cause during
the CR or Partial Remission (PR), whichever occurs first. If a patient had not had an event, TTP was censored at the last adequate response
assessment date. TTP was analyzed using Kaplan-Meier estimates as defined in the protocol.

Time Frame Up to approximately 2.2 years

Analysis All patients from Arm 1 who received at least one dose of study treatment and had CR (regardless of confirmation).

Population

Description

PDR001 400mg Q4W +
Decitabine ND AML

PDR001 400mg Q4W + Decitabine
R/R AML

PDR001 400mg Q4W +
Decitabine HR/VHR MDS

Arm/Group Description

Arm 1: PDRO0O01 in
combination with decitabine
20mg/m2 in newly diagnosed

Arm 1: PDRO001 in combination with
decitabine 20mg/m2 in
relapsed/refractory acute myeloid

Arm 1: PDR001 in combination
with decitabine 20mg/m2 in
high-/very high-risk

acute myeloid leukemia leukemia myelodysplastic syndrome

Number of Participants Analyzed [units:
g 0 3 2
participants]
Arm 1: Time to progression (TTP) Median Median Median
(units: months) (95% Confidence Interval) (95% Confidence Interval) (95% Confidence Interval)
3.0 NA
(1.5 to NA)M (7.8 to NA)1

[1] Not estimable due to insufficient number of participants with events.

Arm 2: Time to progression (TTP)

Description

Analysis of time to progression (TTP) is based on patients with Complete Remission (CR), regardless of confirmation. TTP is defined as the

time between date of first documented CR to the date of first documented Disease Progression (PD)/relapse or death due to any cause during
the CR or Partial Remission (PR), whichever occurs first. If a patient had not had an event, TTP was censored at the last adequate response
assessment date. TTP was analyzed using Kaplan-Meier estimates as defined in the protocol.

Time Frame

Up to approximately 3.3 years
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Analysis All patients from Arm 2 who received at least one dose of study treatment and had CR (regardless of confirmation).
Population
Description
MBG MBG MBG
453 453 453 MBG45 MBG45 MBG45
240m MBG453 400m MBG453 800m MBG453 3 3 MBS g MBGS MBS4S MBG4s  MBG4S
g 240mg g 400mg g 800mg 240mg 400mg 800mg
Q2W  Q2W+ QW  Q2W+ QAW QAW+  Q2W+ QW+ 402%‘2 Q4W + 8%’\‘,‘?{ 2420‘,'\,“2 4020‘,'\,"2 804%'\,“2
+ Decitabi + Decitabi + Decitabi Decitab Decitab [? . Decitab Q . Q . Q . Q .
. . . . . ecitab . Decitab Decitab Decitab Decitab
Decit ne R/R Decit ne R/R Decit ne R/R |nI3 llar;s ine IR I|:;1le ine IR ine ine ine
abine AML abine AML abine AML HR/VH HR/VH HR/VH
ND ND ND RMDS R MDS MDS R MDS MDS CMML CMML CMML
AML AML AML
Arm Arm Arm
2: 2: 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2-
MBG MBG MBG MBG45 MBG45 MBG4;5 MBG45 MBG45
453 453 453 3240 3400 3400 3 800 3800 Arm 2: Arm 2: Arm 2:
240 Arm 2: 400 Arm 2: 800 Arm 2: mg mg m mg mg MBG45 MBG45 MBG45
mg MBG453 mg MBG453 mg MBG453 Q2Win Q2Win Q2V\§/’ in Q4W in Q4W in 3240 3400 3800
Q2w 240 mg Q2w 400 mg Q4w 800 mg combin  combin combin combin combin mg mg mg
in Q2W in in Q2W in in Q4W in ation ation ation ation ation Q2Win Q2Win Q4Win
combi combinati combi combinati combi combinati with with with with with combin  combin  combin
Arm/G nation on with nation on with nation on with decitabi  decitabi decitabi decitabi decitabi ation ation ation
roup with decitabin with decitabin with decitabin ne ne ne ne ne with with with
Descri decita e decita e decita e 20mg/m  20mg/m 20mg/m 20mg/m 20mg/m decitabi  decitabi  decitabi
ption bine  20mg/m2  bine 20mg/m2  bine  20mg/m2 2in 2in 2in 2in 2in ne ne ne
20mg/ in 20mg/ in 20mg/ in high- high- interme high- interme 20mg/m  20mg/m  20mg/m
m2in relapsed/ m2in relapsed/ m2in relapsed/ Ivery Ivery diate- Ivery diate- 2in 2in 2in
newly refractory newly refractory newly refractory high- high- risk high- risk chronic  chronic  chronic
diagn acute diagn acute diagn acute risk risk myelod risk myelod myelom myelom myelom
osed myeloid osed myeloid osed myeloid myelod  myelod lasti myelod splasti onocytic onocytic onocytic
acute leukemia acute leukemia acute leukemia ysplasti ysplasti ysp ysplasti ysp leukemi  leukemi leukemi
myelo myelo myelo c c synC dro [ sync dro a a a
id id id syndro syndro me syndro me
leuke leuke leuke me me me
mia mia mia
Numb 5 0 4 0 1 0 1 1 0 2 0 0 0 0
er of

Page 107



(') NOVARTIS

Partici

pants

Analy

zed

[units:

partici

pants]

Arm

z . Med Medi Medi

to an Median an Median an Median Median Median Median Median Median Median Median Median

roar (95% (95% (95% (95% (95% (95% (95% (95% (95% (95% (95% (95% (95% (95%

prog Confi 7o Confi 7 Confi 7o Confid Confid Confid Confid Confid Confid Confid Confid

essio Confide Confide Confide

n denc hece denc hece denc hece ence ence ence ence ence ence ence ence

e e e Interval Interval Interval Interval Interval Interval Interval Interval

(TTP) Int Interval) Int Interval) I Interval)

(units:  Interv nterv nterv ) ) ) ) ) ) ) )

month al) al) al)

s)
13.4 16.9 1.3 13.4 NA 215
(?(‘)7 (?(‘)1 (’t\loA (NA to (NA to (NA to
NA)! NA)!1 NA)! NAJT NA)Y NA)I!

[1] Not estimable due to insufficient number of participants with events.

Arm 3: Time to progression (TTP)

Description Analysis of time to progression (TTP) is based on patients with Complete Remission (CR), regardless of confirmation. TTP is defined as the

time between date of first documented CR to the date of first documented Disease Progression (PD)/relapse or death due to any cause during
the CR or Partial Remission (PR), whichever occurs first. If a patient had not had an event, TTP was censored at the last adequate response
assessment date. TTP was analyzed using Kaplan-Meier estimates as defined in the protocol.

Time Frame Up to approximately 4.7 years

Analysis All patients from Arm 3 who received at least one dose of study treatment and had CR (regardless of confirmation).
Population

Description

MBG453 160mg MBG453
Q2W + PDRO001 + 240mg

MBG453 240mg
Q2W + PDR001 +

MBG453

400mg

MBG453 400mg MBG453 MBG453 MBG453
Q2W + PDR001 + 160mg Q2W + 240mg Q2W + 400mg Q2W +
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Decitabine R/R Q2w + Decitabine R/R Q2w + Decitabine R/R PDRO01 + PDRO001 + PDRO01 +
AML PDRO01 + AML PDRO00O1 + AML Decitabine Decitabine Decitabine
Decitabine Decitabine HR/VHRMDS HR/VHRMDS HR/VHR MDS
ND AML ND AML
Arm 3: Arm 3:
MBG453 MBG453
240 mg 400 mg Arm 3: Arm 3: Arm 3:
Arm 3: MBG453 Q2W in Arm 3: MBG453 Q2W in Arm 3: MBG453 MBG453 160 MBG453 240 MBG453 400
160 mg Q2W in combinatio 240 mg Q2W in combinatio 400 mg Q2W in mg Q2W in mg Q2W in mg Q2W in
combination with n with combination with n with combination with combination combination combination
PDRO001 400 mg PDRO001 PDR001 400 mg PDRO001 PDRO001 400 mg with PDR001 with PDR001 with PDR001
Arm/Group Q4W and 400 mg Q4W and 400 mg Q4W and 400 mg Q4W 400 mg Q4w 400 mg Q4W
Description decitabine Q4W and decitabine Q4W and decitabine and decitabine  and decitabine  and decitabine
20mg/m2 in decitabine 20mg/m2 in decitabine 20mg/m2 in 20mg/m2 in 20mg/m2 in 20mg/m2 in
relapsed/refractor 20mg/m2in relapsed/refractor 20mg/m2in relapsed/refractor high-/very high-/very high-/very
y acute myeloid newly y acute myeloid newly y acute myeloid high-risk high-risk high-risk
leukemia diagnosed leukemia diagnosed leukemia myelodysplasti  myelodysplasti  myelodysplasti
acute acute ¢ syndrome ¢ syndrome ¢ syndrome
myeloid myeloid
leukemia leukemia
Number of
Participants
Analyzed 0 0 1 0 0 0 2 0
[units:
participants
1
Arm 3: Time
to Median Median Median Median Median Median Median Median
progression (95% (95% (95% (95% (95% (95% (95% (95%
(TTP) Confidence Confidenc Confidence Confidenc Confidence Confidence Confidence Confidence
(units: Interval) e Interval) Interval) e Interval) Interval) Interval) Interval) Interval)
months)
NA 8.1
(NA to NA)M (NA to NA)M

[1] Not estimable due to insufficient number of participants with events.
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Arm 4: Time to progression (TTP)

Description

Time Frame

Analysis
Population
Description

Analysis of time to progression (TTP) is based on patients with Complete Remission (CR), regardless of confirmation. TTP is defined as the
time between date of first documented CR to the date of first documented Disease Progression (PD)/relapse or death due to any cause during
the CR or Partial Remission (PR), whichever occurs first. If a patient had not had an event, TTP was censored at the last adequate response

assessment date. TTP was analyzed using Kaplan-Meier estimates as defined in the protocol.

Up to approximately 1.3 years

All patients from Arm 4 who received at least one dose of study treatment and had CR (regardless of confirmation).

MBG453 400mg Q2W
R/R AML

MBG453 1200mg Q2W
R/R AML

MBG453 400mg

Q2W HR/VHR MDS

MBG453 1200mg
Q2W HR/VHR MDS

MBG453 1200mg
Q2W IR MDS

Arm/Group Description

Arm 4: MBG453 400 mg
Q2W in
relapsed/refractory
acute myeloid leukemia

Arm 4: MBG453 1200
mg Q2W in
relapsed/refractory
acute myeloid leukemia

mg Q2W in high-
/very high-risk
myelodysplastic

Arm 4: MBG453 400

Arm 4: MBG453
1200 mg Q2W in
high-/very high-risk
myelodysplastic

Arm 4: MBG453
1200 mg Q2W in
intermediate-risk
myelodysplastic

syndrome syndrome syndrome
Number of Participants
Analyzed [units: participants] 0 0 0 0 0
Arm 4: Time to progression Median Median Median Median Median
(TTP) (95% Confidence (95% Confidence (95% Confidence (95% Confidence (95% Confidence
(units: months) Interval) Interval) Interval) Interval) Interval)

Arm 5: Time to progression (TTP)

Description

Time Frame

Analysis of time to progression (TTP) is based on patients with Complete Remission (CR), regardless of confirmation. TTP is defined as the
time between date of first documented CR to the date of first documented Disease Progression (PD)/relapse or death due to any cause during
the CR or Partial Remission (PR), whichever occurs first. If a patient had not had an event, TTP was censored at the last adequate response

assessment date. TTP was analyzed using Kaplan-Meier estimates as defined in the protocol.

Up to approximately 0.9 years
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Analysis
Population
Description

MBG453 80mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W + PDR001
R/R AML

All patients from Arm 5 who received at least one dose of study treatment and had CR (regardless of confirmation).

MBG453 240mg Q2W +
PDR001 HR/VHR MDS

Arm/Group Description

Arm 5: MBG453 80 mg Q2W in
combination with PDR001 400 mg
Q4W in relapsed/refractory acute

myeloid leukemia

Arm 5: MBG453 240 mg Q2W in

combination with PDR001 400 mg

Q4W in relapsed/refractory acute
myeloid leukemia

Arm 5: MBG453 240 mg Q2W
in combination with PDR001
400 mg Q4W in high-/very
high-risk myelodysplastic

syndrome
Number of Participants Analyzed [units:
e 0 0 0
participants]
Arm 5: Time to progression (TTP) Median Median Median

(units: months)

(95% Confidence Interval)

(95% Confidence Interval)

(95% Confidence Interval)

Arm 6: Time to progression (TTP)

Description Analysis of time to progression (TTP) is based on patients with Complete Remission (CR), regardless of confirmation. TTP is defined as the
time between date of first documented CR to the date of first documented Disease Progression (PD)/relapse or death due to any cause during
the CR or Partial Remission (PR), whichever occurs first. If a patient had not had an event, TTP was censored at the last adequate response
assessment date. TTP was analyzed using Kaplan-Meier estimates as defined in the protocol.

Time Frame Up to approximately 4.6 years

Analysis All patients from Arm 6 who received at least one dose of study treatment and had CR (regardless of confirmation).

Population

Description

MBG45 MBG45 MBG45 MBG453 MBG453 MBG453  MBG453  MBG453
3 3 3 MBG453 240mg MBG453 400mg MBG453 800mg 400mg 800mg
240mg  400mg  800mg é“2°‘;v“g Q2w + ‘g’zwg Q2w + g‘m‘g Q4w + Q2w + Q4w +
Q2w + Q2W + Q4W + s Azacitidin s Azacitidin o Azacitidin  Azacitidin  Azacitidin
Azacitid Azacitid Azacitid Azacitidin e IR MDS Azacitidin e IR MDS Azacitidin e IR MDS e CMML e CMML
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ine ND ine ND ine ND e HR/VHR e HR/VHR e HR/VHR
AML AML AML MDS MDS MDS
MAE;g 4%'3 MAég 465'3 MAég 465'3 Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6:
240mg 400 mg 800 mg MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 Arm 6: Arm 6:
Q2W in Q2W in Q4W in 240 mg 240 mg 400 mg 400 mg 800 mg 800 mg MBG453 MBG453
combina combina  combina Q2W in Q2W in Q2W in Q2W in Q4W in Q4W in 400 mg 800 mg
tionwith  tion with  tion with combinatio combinatio combinatio combinatio combinatio = combinatio Q2W in Q4W in
Arm/Gro azacitidi  azacitidi  azacitidi n with n with n with n with n with n with combinatio  combinatio
up ne 75 ne 75 ne 75 azacitidine  azacitidine  azacitidine azacitidine azacitidine azacitidine n with n with
Descripti mg/m2 mg/m2 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 azacitidine  azacitidine
on innewly innewly in newly in high- in in high- in in high- in 75 mg/m2 75 mg/m2
diagnos  diagnos  diagnos /very high- intermediat  /very high- intermediat  /very high- intermediat  in chronic in chronic
ed acute ed acute  ed acute risk e-risk risk e-risk risk e-risk myelomono  myelomono
myeloid  myeloid  myeloid myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl myelodyspl cytic cytic
leukemi  leukemi leukemi astic astic astic astic astic astic leukemia leukemia
a a a syndrome syndrome syndrome syndrome syndrome syndrome
Number
of
Participa
Rtnsalyze 1 2 0 0 1 3 0 1 0 2 2
d [units:
participa
nts]
Arm 6: . . .
Time to Mgg;n M(eg?;n M&cg‘;n Median Median Median Median Median Median Median Median
progress Conﬁd°e Confi ;e Conﬁ&’e (95% (95% (95% (95% (95% (95% (95% (95%
ion (TTP) hee hce hece Confidenc Confidenc Confidenc Confidenc Confidenc Confidenc Confidenc Confidenc
(units: Interval) Interval) Interval) eInterval) elnterval) elnterval) elInterval) elinterval) elnterval) elnterval) e Interval)
months)
25.0 9.0 NA 6.5 NA 13.1 NA
(NA to (8.5t0 (NA to (38.7to (NA to (NA to (NA to
NA)!1 NA)!1 NA)!1 NA)I1 NA)1 NA)!1 NA)!

[1] Not estimable due to insufficient number of participants with events.
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Arm 1: Duration of Response (DOR)

Description Analysis of DOR is based on responders only (regardless of confirmation). DOR is defined as: * For AML patients: the time from the date of
first documented onset of CR, CRi or PR to the date of relapse or death due to AML. « For MDS patients: the time from the date of first
documented onset of CR, mCR or PR to the date of PD/relapse or death due to MDS. If the event occurred after the administration of any
new anti-cancer therapy, DOR was censored at the date of the last adequate assessment before administration of the new anti-cancer
therapy. In case a subject did not have an event, DOR was censored at the date of the last adequate assessment before administration of the
new anti-cancer therapy. DOR was analyzed using Kaplan-Meier estimates as defined in the protocol.

Time Frame Up to approximately 2.2 years

Analysis All patients from Arm 1 who received at least one dose of study treatment and were responders: participants with CR, CRi or PR for AML and

Population participants with CR, mCR or PR for MDS.

Description

PDR001 400mg Q4W +
Decitabine ND AML

PDR001 400mg Q4W + Decitabine
R/R AML

PDR001 400mg Q4W +
Decitabine HR/VHR MDS

Arm 1: PDR001 in
combination with decitabine

Arm/Group Description 20mg/m2 in newly diagnosed

Arm 1: PDROO01 in combination with
decitabine 20mg/m2 in
relapsed/refractory acute myeloid

Arm 1: PDRO01 in combination
with decitabine 20mg/m2 in
high-/very high-risk

acute myeloid leukemia leukemia myelodysplastic syndrome

Number of Participants Analyzed [units:
g 0 4 2
participants]
Arm 1: Duration of Response (DOR) Median Median Median
(units: months) (95% Confidence Interval) (95% Confidence Interval) (95% Confidence Interval)
2.7 NA
(1.6 to NA)M (11.3 to NA)"

[1] Not estimable due to insufficient number of participants with events.

Arm 2: Duration of Response (DOR)

Description

Analysis of DOR is based on responders only (regardless of confirmation). DOR is defined as: » For AML patients: the time from the date of

first documented onset of CR, CRi or PR to the date of relapse or death due to AML. * For MDS/CMML patients: the time from the date of first
documented onset of CR, mCR or PR to the date of PD/relapse or death due to MDS/CMML. If the event occurred after the administration of
any new anti-cancer therapy, DOR was censored at the date of the last adequate assessment before administration of the new anti-cancer
therapy. In case a subject did not have an event, DOR was censored at the date of the last adequate assessment before administration of the
new anti-cancer therapy. DOR was analyzed using Kaplan-Meier estimates as defined in the protocol.
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Time Frame Up to approximately 3.3 years
Analysis All patients from Arm 2 who received at least one dose of study treatment and were responders: participants with CR, CRi or PR for AML and
Population participants with CR, mCR or PR for MDS/CMML.
Description
MBG MBG MBG
453 453 453 MBG45 MBG45 MBG45
240m MBG453 400m MBG453 800m MBG453 3 3 MBB4S Ty MBBAS MBS4s MBS4s  MBS4S
240m 400m 800m 240m 400m 800m
@W  Q2W+ QW QW+ QAW QW+ Q2w+ QW+ oang Qaw : Sudmg  240mg  400Mmg  800mg
+  Decitabi +  Decitabi _+  Decitabi Decitab Decitab St Decitab ‘oot S2W+  QZW+  Q4Y
Decit ne R/R Decit ne R/R Decit ne R/R ine ine .eC|tab ine D_emtab De'C|tab De_cﬂab De_cnab
abine AML  abine AML  abine AML HRVH HRVH MR pyy  inelR ine ine ine
ND ND ND RMDS R MDS MDS R MDS MDS CMML CMML CMML
AML AML AML
Arm Arm Arm
2: 2: 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
MBG MBG MBG MBG45 MBG45 MBG45 MBG45 MBG45
453 453 453 3240 3400 3400 3800 3800 Arm 2: Arm 2: Arm 2:
240 Arm 2: 400 Arm 2: 800 Arm 2: mg mg m mg m MBG45 MBG45 MBG45
mg MBG453 mg MBG453 mg MBG453 Q2Win Q2Win Q2V\9 in Q4W in Q4V\§IJ in 3240 3400 3800
Q2w 240 mg Q2w 400 mg Q4w 800 mg combin  combin combin combin combin mg mg mg
in Q2W in in Q2W in in Q4W in ation ation ation ation ation Q2Win Q2Win Q4Win
combi combinati combi combinati combi combinati with with with with with combin  combin  combin
Arm/G nation on with nation on with nation on with decitabi  decitabi decitabi decitabi decitabi ation ation ation
roup with decitabin with decitabin with decitabin ne ne ne ne ne with with with
. decita e decita e decita e 20mg/m  20mg/m 20mg/m decitabi  decitabi  decitabi
Dt‘?sc” bine 20mg/m2 bine 20mg/m2  bine  20mg/m2  2in 2in 20;“.9/ m T oin 20;“.9/ m o he ne ne
PHON  50mg/ in 20mg/ in 20mg/ in high- high- ¢ :21 high- ¢ ;”m 20mg/m  20mg/m  20mg/m
m2in relapsed/ m2in relapsed/ m2in relapsed/ Ivery Ivery diZte-e Ivery di?ate-e 2in 2in 2in
newly refractory newly refractory newly refractory high- high- risk high- risk chronic  chronic  chronic
diagn acute diagn acute diagn acute risk risk myelod risk myelod myelom myelom myelom
osed myeloid osed myeloid osed myeloid myelod  myelod lasti myelod splasti onocytic onocytic onocytic
acute leukemia acute leukemia acute leukemia ysplasti ysplasti yspcas ysplasti y pc leukemi  leukemi leukemi
myelo myelo myelo c c c a a a
id id id syndro syndro syndro syndro syndro
leuke leuke leuke me me me me me
mia mia mia
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Numb
er of
Partici
pants
Analy 2 2 4 2 2 2 4 0 1
zed
[units:
partici
pants]
Arm
2: Medi Medi Medi
Durati an Median an Median an Median Median Median Median
on of (95% (95% (95% (95% (95% (95% (95% (95% (95%
Respo Confi 7o Confi i Confi 7o Confid Confid  Confid
nse denc Cc:::f;de denc Cc::;féde denc Cc:lr::f;de ence ence ence
(DOR) e e e Interval Interval Interval
(units:  Interv Interval) Interv Interval) Interv Interval) ) ) )
month al) al) al)
s)
(1172'97 23 (1172'13 NA (’;lg NA 16.1 3.0
to. (1.7 to to. (NA to t(.) (NA to (7.9 to (NA to
Nayn  NAT e NAT g NAY NA) NA)

[1] Not estimable due to insufficient number of participants with events.

Arm 3: Duration of Response (DOR)

Analysis of DOR is based on responders only (regardless of confirmation). DOR is defined as: » For AML patients: the time from the date of
first documented onset of CR, CRi or PR to the date of relapse or death due to AML. « For MDS patients: the time from the date of first
documented onset of CR, mCR or PR to the date of PD/relapse or death due to MDS. If the event occurred after the administration of any
new anti-cancer therapy, DOR was censored at the date of the last adequate assessment before administration of the new anti-cancer
therapy. In case a subject did not have an event, DOR was censored at the date of the last adequate assessment before administration of the

Description

Time Frame

Analysis
Population
Description

new anti-cancer therapy. DOR was analyzed using Kaplan-Meier estimates as defined in the protocol.

Up to approximately 4.7 years

All patients from Arm 3 who received at least one dose of study treatment and were responders: participants with CR, CRi or PR for AML and

participants with CR, mCR or PR for MDS.
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MBG453

MBG453

MBGA53160mg  240mg  MBG453240mg  400mg  MBGA53400mg G(IJVImBgG(;g?N . 3 4(')"':96323\, . 40(')“:9G323v .
Q2W + PDR001 + Q2w + Q2W + PDRO001 + Q2w + Q2W + PDRO001 + PDRO001 + PDRO001 + PDRO001 +
Decitabine R/R PDRO01 + Decitabine R/R PDRO001 + Decitabine R/R Decitabi s s
AML Decitabine AML Decitabine AML ecitabine  Decitabine ~ Decitabine
ND AML ND AML HR/VHRMDS HR/VHRMDS HR/VHR MDS
Arm 3: Arm 3:
MBG453 MBG453
240 mg 400 mg Arm 3: Arm 3: Arm 3:
Arm 3: MBG453 Q2W in Arm 3: MBG453 Q2W in Arm 3: MBG453 MBG453 160 MBG453 240 MBG453 400
160 mg Q2W in combinatio 240 mg Q2W in combinatio 400 mg Q2W in mg Q2W in mg Q2W in mg Q2W in
combination with n with combination with n with combination with combination combination combination
PDR001 400 mg PDRO001 PDR001 400 mg PDRO001 PDRO001 400 mg with PDR001 with PDR001 with PDR001
Arm/Group Q4W and 400 mg Q4W and 400 mg Q4W and 400 mg Q4W 400 mg Q4W 400 mg Q4W
Description decitabine Q4W and decitabine Q4W and decitabine and decitabine  and decitabine  and decitabine
20mg/m2in decitabine 20mg/m2in decitabine 20mg/m2 in 20mg/m2 in 20mg/m2in 20mg/m2 in
relapsed/refractor 20mg/m2in relapsed/refractor 20mg/m2in relapsed/refractor high-/very high-/very high-/very
y acute myeloid newly y acute myeloid newly y acute myeloid high-risk high-risk high-risk
leukemia diagnosed leukemia diagnosed leukemia myelodysplasti  myelodysplasti  myelodysplasti
acute acute ¢ syndrome ¢ syndrome ¢ syndrome
myeloid myeloid
leukemia leukemia
Number of
Participants
Analyzed 1 0 1 1 2 0 2 1
[units:
participants
1
Arm 3:
Duration of Median Median Median Median Median Median Median Median
Response (95% (95% (95% (95% (95% (95% (95% (95%
(DOR) Confidence Confidenc Confidence Confidenc Confidence Confidence Confidence Confidence
(units: Interval) e Interval) Interval) e Interval) Interval) Interval) Interval) Interval)
months)
6.6 NA (ﬁk‘t‘o 16 16.4 17.0
(NA to NA)I (NA to NA)M NA)!] (0.7 to NA)1 (NA to NA)M (NA to NA)I1

[1] Not estimable due to insufficient number of participants with events.
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Arm 4: Duration of Response (DOR)

Description

Time Frame

Analysis
Population
Description

Analysis of DOR is based on responders only (regardless of confirmation). DOR is defined as: « For AML patients: the time from the date of
first documented onset of CR, CRi or PR to the date of relapse or death due to AML. « For MDS patients: the time from the date of first
documented onset of CR, mCR or PR to the date of PD/relapse or death due to MDS. If the event occurred after the administration of any
new anti-cancer therapy, DOR was censored at the date of the last adequate assessment before administration of the new anti-cancer
therapy. In case a subject did not have an event, DOR was censored at the date of the last adequate assessment before administration of the
new anti-cancer therapy. DOR was analyzed using Kaplan-Meier estimates as defined in the protocol.

Up to approximately 1.3 years

All patients from Arm 4 who received at least one dose of study treatment and were responders: participants with CR, CRi or PR for AML and
participants with CR, mCR or PR for MDS.

MBG453 400mg Q2W  MBG453 1200mg Q2W MBG453 400mg MBG453 1200mg MBG453 1200mg

R/R AML R/R AML Q2W HR/VHR MDS Q2W HR/VHR MDS Q2w IR MDS
. . Arm 4: MBG453 400 Arm 4: MBG453 Arm 4: MBG453
Arm 4:MBG453 400 mg  Arm 4: MBG453 1200 ™" ooy i high- 1200 mg Q2W in 1200 mg Q2W in
o Q2W in mg Q2W in I . N . . .
Arm/Group Description Ivery high-risk high-/very high-risk intermediate-risk
relapsed/refractory relapsed/refractory . . ;
. . . . myelodysplastic myelodysplastic myelodysplastic
acute myeloid leukemia  acute myeloid leukemia
syndrome syndrome syndrome
Number of Participants
Analyzed [units: participants] 0 0 0 0 0
Arm 4: Duration of Response Median Median Median Median Median
(DOR) (95% Confidence (95% Confidence (95% Confidence (95% Confidence (95% Confidence
(units: months) Interval) Interval) Interval) Interval) Interval)

Arm 5: Duration of Response (DOR)

Description

Analysis of DOR is based on responders only (regardless of confirmation). DOR is defined as: * For AML patients: the time from the date of
first documented onset of CR, CRi or PR to the date of relapse or death due to AML. « For MDS patients: the time from the date of first
documented onset of CR, mCR or PR to the date of PD/relapse or death due to MDS. If the event occurred after the administration of any
new anti-cancer therapy, DOR was censored at the date of the last adequate assessment before administration of the new anti-cancer
therapy. In case a subject did not have an event, DOR was censored at the date of the last adequate assessment before administration of the
new anti-cancer therapy. DOR was analyzed using Kaplan-Meier estimates as defined in the protocol.
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Time Frame Up to approximately 0.9 years

Analysis All patients from Arm 5 who received at least one dose of study treatment and were responders: participants with CR, CRi or PR for AML and
Population participants with CR, mCR or PR for MDS.

Description

MBG453 80mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W + PDR001
R/R AML

MBG453 240mg Q2W +
PDR001 HR/VHR MDS

Arm 5: MBG453 80 mg Q2W in
combination with PDR001 400 mg
Q4W in relapsed/refractory acute

myeloid leukemia

Arm/Group Description

Arm 5: MBG453 240 mg Q2W in

combination with PDR001 400 mg

Q4W in relapsed/refractory acute
myeloid leukemia

Arm 5: MBG453 240 mg Q2W
in combination with PDR001
400 mg Q4W in high-/very
high-risk myelodysplastic

syndrome
Number of Participants Analyzed [units:
e 0 0 0
participants]
Arm 5: Duration of Response (DOR) Median Median Median
(units: months) (95% Confidence Interval) (95% Confidence Interval) (95% Confidence Interval)
Arm 6: Duration of Response (DOR)
Description Analysis of DOR is based on responders only (regardless of confirmation). DOR is defined as: * For AML patients: the time from the date of

first documented onset of CR, CRi or PR to the date of relapse or death due to AML. * For MDS/CMML patients: the time from the date of first
documented onset of CR, mCR or PR to the date of PD/relapse or death due to MDS/CMML. If the event occurred after the administration of
any new anti-cancer therapy, DOR was censored at the date of the last adequate assessment before administration of the new anti-cancer
therapy. In case a subject did not have an event, DOR was censored at the date of the last adequate assessment before administration of the
new anti-cancer therapy. DOR was analyzed using Kaplan-Meier estimates as defined in the protocol.

Time Frame Up to approximately 4.6 years

Analysis All patients from Arm 6 who received at least one dose of study treatment and were responders: participants with CR, CRi or PR for AML and
Population participants with CR, mCR or PR for MDS/CMML.

Description
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MBG45

MBG45

MBG45

3 3 3 '235:‘;3 MBG453 'ﬁ'g(?:‘? MBG453 "g‘gg:? MBG453  MBG453  MBGA453
240mg 400mg 800mg Q2W + 240mg Q2W + 400mg QAW + 800mg 400mg 800mg
Q2w + Q2w + Q4w + - Q2w + - Q2w + - Q4w + Q2w + Q4w +
Azacitid Azacitid Azacitid ~Z2SHdIn - aoocitidin  AZACHIdinG o acitidin  AZ3Ctidin o ocitidin Azacitidin - Azacitidin
) - ) e HR/VHR e HR/VHR e HR/VHR
ine ND ine ND ine ND e IR MDS e IR MDS e IR MDS e CMML e CMML
AML AML AML MDS MDS MDS
MAég 465'3 MAég 465'3 MAEIE 465'3 Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6:
240mg 400 mg 800 mg MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 Arm 6: Arm 6:
Q2W in Q2Win  Q4Win 240 mg 240 mg 400 mg 400 mg 800 mg 800 mg MBG453 MBG453
combina combina  combina QZW in_ Q2W in. QZW in. QZW in. Q4W in. Q4W in. 400 mg 800 mg
tion with  tion with  tion with combinatio combinatio combinatio combinatio combinatio combinatio Q2W in Q4W in
ArmiGro o acitidi  azacitidi  azacitidi " Wit n with n with n with n with nwith — combinatio  combinatio
up ne 75 ne 75 ne 75 azacitidine  azacitidine  azacitidine  azacitidine  azacitidine  azacitidine n W|th n W|th
Descripti mg/m2 mg/m2 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2 75 mg/m2  azacitidine  azacitidine
on innewly innewly innewly in high- in in high- in in high- in 75 mg/m2 75 mg/m2
diagnos  diagnos  diagnos /very high- intermediat  /very high- intermediat /very high- intermediat in chronic in chronic
ed acute ed acute ed acute risk e-risk risk e-risk risk e-risk myelomono myelomono
myeloid myeloid myeloid myelodyspl myelogiyspl myelo<_:|yspl myelo<_jyspl myelo<_jyspl myeloc_jyspl cytic cytic
leukemi leukemi leukemi astic astic astic astic astic astic leukemia leukemia
a a a syndrome syndrome syndrome syndrome syndrome syndrome
Number
of
Participa
Rt:alyze 2 5 2 2 1 3 3 8 2 3 4
d [units:
participa
nts]
Arm 6:
gfuratlon M((:g;n M(%%';)n M&?‘)a/(’n Median Median Median Median Median Median Median Median
Respons Confide Confide Confide (9.5% (9.5% (9.5% (9.5 % (9.5% (9.5% (9.5% (9.5%
e (DOR) nce nce nce Confidenc Confidenc Confidenc Confidenc Confidenc Confidenc Confidenc Confidenc
(units: Interval) Interval) Interval) e Interval) elnterval) elnterval) elInterval) elinterval) elinterval) elInterval) e Interval)
months)
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15.0 8.5 NA 6.7 NA

14.6 NA 9.4 NA 15.4 5.0
@2to  (52t0  (24to (NA to (NA to (12.1to (NA to (3.7 to (NA to (5.6 to (2.81to
NA)I1I NA)UI NA)I1I NA)I1I NA)UI NA)I1I NA)I1 NA)! NA)I1I NA)I1I NA)I1

[1] Not estimable due to insufficient number of participants with events.

Arms 1, 3 and 5: Maximum observed serum concentration (Cmax) of PDR001

Description Pharmacokinetic (PK) parameters were calculated based on PDR001 serum concentrations by using non-compartmental methods. Cmax is
defined as the maximum (peak) observed concentration following a dose.

Time Frame Pre-infusion and 1, 168, 336 and 648 hours after end of infusion on Cycle 1 Day 1 and Cycle 3 Day 1. The duration of the infusion was 30
minutes. 1 cycle=28 days

Analysis Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of

Population all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the

Description same study treatment at the same dose are pooled together.

PDR001 400 mg

MBG453 160 mg

MBG453 240 mg

MBG453 400 mg

Q4W + Q2W + PDR001 Q2W + PDR001 Q2W + PDR001 MBG453 80 mg MBG453 240 mg
Decitabine 20 400 mg Q4W + 400 mg Q4W + 400 mg Q4W + Q2W + PDRO001 Q2W + PDRO001
mg/m2 Decitabine 20 Decitabine 20 Decitabine 20 400 mg Q4W 400 mg Q4W
mg/m2 mg/m2 mg/m2
Arm 3: MBG453 Arm 3: MBG453 Arm 3: MBG453
Arm 1: PDR001 160 mg Q2W in 240 mg Q2W in 400 mg Q2W in Arm 5: MBG453 Arm 5: MBG453
400 mg Q4W in combination with combination with combination with 80 mg Q2W in 240 mg Q2W in
Arm/Group Description combination with PDRO001 400mg PDRO001 400mg PDRO001 400mg combination with combination with
decitabine Q4W and Q4W and Q4W and PDRO001 400mg PDR001 400mg
20mg/m2 decitabine decitabine decitabine Q4w Q4w
20mg/m2 20mg/m2 20mg/m2
Number of Participants
Analyzed [units: participants] 15 6 6 6 0 9
gl:r)r::r\:ég :2fursﬁ :\:n:::::tr:;tion Mean Mean Mean Mean Mean Mean
* Standard * Standard * Standard * Standard * Standard * Standard
(Cmax) of PDR001 Deviati L. i ‘. L. L
o eviation Deviation Deviation Deviation Deviation Deviation
(units: pg/mL)
Cycle 1 (n=13,6,4,4,0,8) 83.9+23.6 93.5+25.1 93.5+47.3 85.5+9.53 84.0+16.5
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Cycle 3 (n=8,1,2,4,0,3)

126 £ 19.6

101

149 £ 58.0

110+£12.3

Arms 1, 3 and 5: Time to reach maximum serum concentration (Tmax) of PDR001

Description

113 £23.9

Pharmacokinetic (PK) parameters were calculated based on PDR001 serum concentrations by using non-compartmental methods. Tmax is

defined as the time to reach maximum (peak) concentration following a dose. Actual recorded sampling times were considered for the

calculations.

Time Frame

minutes. 1 cycle=28 days

Analysis
Population
Description

PDR001 400 mg

MBG453 160 mg
Q2W + PDR001

MBG453 240 mg
Q2W + PDR001

MBG453 400 mg
Q2W + PDR001

MBG453 80 mg

Pre-infusion and 1, 168, 336 and 648 hours after end of infusion on Cycle 1 Day 1 and Cycle 3 Day 1. The duration of the infusion was 30

Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of
all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the
same study treatment at the same dose are pooled together.

MBG453 240 mg

Decﬁ:‘é‘:n"e ,0  400mgQ4W+  400mg QAW+  400mg QAW+  Q2W+PDRO0T  Q2W + PDROOT
Decitabine 20 Decitabine 20 Decitabine 20 400 mg Q4W 400 mg Q4W
mg/m2
mg/m2 mg/m2 mg/m2
Arm 3: MBG453 Arm 3: MBG453 Arm 3: MBG453
Arm 1: PDR00O1 160 mg Q2W in 240 mg Q2W in 400 mg Q2W in Arm 5: MBG453 Arm 5: MBG453

400 mg Q4W in combination with combination with combination with 80 mg Q2W in 240 mg Q2W in
Arm/Group Description combination with PDRO001 400mg PDRO001 400mg PDRO001 400mg combination with combination with
decitabine Q4W and Q4W and Q4W and PDRO001 400mg PDRO001 400mg
20mg/m2 decitabine decitabine decitabine Q4w Q4w
20mg/m2 20mg/m2 20mg/m2
Number of Participants
Analyzed [units: participants] 15 6 6 6 0 9
Arms 1, 3 and 5: Time to reach
maximum serum concentration Median Median Median Median Median Median
(Tmax) of PDR001 (Full Range) (Full Range) (Full Range) (Full Range) (Full Range) (Full Range)
(units: hours)
1.68 1.64 1.73 1.64 1.59

Cycle 1 (n=13,6,4,4,0,8)

(1.37 to 3.20)

(1.52 to 3.82)

(1.53 to 2.00)

(1.53 to 1.80)

(1.45 to 2.98)
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Cycle 3 (n=8,1,2,4,0,3)

1.57
(1.48 t0 2.92)

1.75
(1.75 to 1.75)

1.84
(1.65 to 2.03)

1.63
(1.00 to 1.82)

2.07
(1.50 to 3.23)

Arms 1, 3 and 5: Area under the serum concentration-time curve from time zero to the time of the last
quantifiable concentration (AUClast) of PDR001

Description

trapezoidal method was used for AUClast calculation.

Time Frame

minutes. 1 cycle=28 days

Analysis
Population
Description

PDR001 400 mg

MBG453 160 mg
Q2W + PDR001

MBG453 240 mg
Q2W + PDR001

MBG453 400 mg
Q2W + PDR001

MBG453 80 mg

Pharmacokinetic (PK) parameters were calculated based on PDR001 serum concentrations by using non-compartmental methods. The linear
Pre-infusion and 1, 168, 336 and 648 hours after end of infusion on Cycle 1 Day 1 and Cycle 3 Day 1. The duration of the infusion was 30

Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of
all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the
same study treatment at the same dose are pooled together.

MBG453 240 mg

Decﬁg‘tﬁ:e s  400mgQ4W+  400mg QAW+ 400 mg QAW+  Q2W+PDROOT  Q2W + PDROOT
Decitabine 20 Decitabine 20 Decitabine 20 400 mg Q4W 400 mg Q4W
mg/m2
mg/m2 mg/m2 mg/m2
Arm 3: MBG453 Arm 3: MBG453 Arm 3: MBG453
Arm 1: PDR001 160 mg Q2W in 240 mg Q2W in 400 mg Q2W in Arm 5: MBG453 Arm 5: MBG453
400 mg Q4W in combination with combination with combination with 80 mg Q2W in 240 mg Q2W in
Arm/Group Description combination with PDRO001 400mg PDRO001 400mg PDRO001 400mg combination with combination with
decitabine Q4W and Q4W and Q4W and PDRO001 400mg PDRO001 400mg
20mg/m2 decitabine decitabine decitabine Q4w Q4w
20mg/m2 20mg/m2 20mg/m2
Number of Participants
Analyzed [units: participants] - 6 6 6 0 °
Arms 1, 3 and 5: Area under
the serum concentration-time
curve from time zero to the Mean Mean Mean Mean Mean Mean
time of the last quantifiable * Standard * Standard * Standard * Standard * Standard * Standard
concentration (AUClast) of Deviation Deviation Deviation Deviation Deviation Deviation

PDR001
(units: day*ug/mL)
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Cycle 1 (n=15,6,5,6,0,8) 817 £ 284 948 + 483 826 + 489 950 * 307 1020 + 377

Cycle 3 (n=9,1,3,4,0,5) 1450 + 487 1940 2020 + 1320 1430 £ 613 1100 + 486

Arms 2 to 6: Maximum observed serum concentration (Cmax) of MBG453

Description Pharmacokinetic (PK) parameters were calculated based on MBG453 serum concentrations by using non-compartmental methods. Cmax is
defined as the maximum (peak) observed concentration following a dose.

Time Frame Pre-infusion and 1, 168, 336 and 648 hours after end of infusion on Cycle 1 Day 1 and Cycle 3 Day 1. The duration of the infusion was 30
minutes. 1 cycle=28 days

Analysis Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of

Population all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the

Description same study treatment at the same dose are pooled together.

MBG45 MBG45 MBG45

3160 3 240 3400 MBG45 MBG45

MBG45 MBG45 MBG45 mg mg mg 380 3 240 MBG45 MBG45 MBG45
3240 3400 3800 QW+ Q2W+ Q2w+ MBG4 MBG4 m m 3240 3400 3800
mg mg mg PDRO0 PDRO0 PDR0O0 53 53 szg . szs ., mg mg mg
Q2W+ Q2W+ Q4W + 1400 1400 1400 400 1200 PDR0O0 PDRO0 QW+ Q2W+ Q4W +
Decita Decita Decita mg mg mg mg mg 1400 1 400 Azaciti Azaciti Azaciti
bine 20 bine20 bine20 Q4W+ QAW+ QAW+ Q2W Q2w m m dine 75 dine75 dine75
mg/m2 mg/m2 mg/m2 Decita Decita Decita Q 43\, Q 43\, mg/m2 mg/m2 mg/m2
bine 20 bine 20 bine 20
mg/m2 mg/m2 mg/m2
Arm 2: Arm 2: Arm 2: Arm 3: Arm 3: Arm 3: Arm 5: Arm 5: . . .
MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 /M6 AmE:  Arm6:
3240 3400 3800 380 3240 MBG4S MBG4S  MBG4S
3160 3240 3400 A Am 3240 3400 3800
mg . mg Mg mg mg mg 4: 4: R I mg mg
ArmiGroup combin  combin  combin  comin combn oompry MBG4 MBG4 LT bin Q2Win Q2Win Q4w in
Description ation ation ation ng?or:n Cg;inor:n Cg?or:n 53 53 ation ation combin  combin  combin
defl';ab' def]';ab' deﬁ'éab' PD$OO PD1R°0 PD$OO QW Q2w PD'fOO PD'foo azacitid azacitid azacitid
20mg/  20mg/ 20mg/  400mg 400mg  400mg 400mg  400mg ::e/r?z r':e/r:fz rI:e/;SZ
m2 m2 m2 QAW QAW QAW Q4W Q4w 9 9 9
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and and and
decitabi decitabi decitabi
ne ne ne
20mg/ 20mg/ 20mg/
m2 m2 m2
Number of
Participants Analyzed 22 32 24 6 6 6 12 13 0 9 11 33 28

[units: participants]

Mean Mean Mean Mean Mean Mean Mean Mean Mean Mean Mean Mean Mean

ﬁ"".s‘ 2to 6;0 q + + + + + + + + + + + + +
sea:'ﬁlml;r:n?:ez?::ﬁon Standa Standa Standa Standa Standa Standa Stand Stand Standa Standa Standa Standa Standa
(Cmax) of MBG453 rd rd rd rd rd rd ard ard rd rd rd rd rd
(units: pg/mL) Deviati Deviati Deviati Deviati Deviati Deviati Devia Devia Deviati Deviati Deviati Deviati Deviati
- Mg on on on on on on tion tion on on on on on
o S124466121 599% 101%  214%  419: 586+ 993: 991 318% 660+ 621+ 105%¢ 208+
30.9 9 3:’3 2‘5)’ e 141 30.5 49.3 13.8 15.8 22.6 21.0 66.1 18.3 11.4 33.7 53.7
Cycle 3 93+ 159+ + 402+ 120+ 168+ 162+ 5274 104 + £ 164+ 247+
(n=15,2317,2,3,4,3,6,0 79.3+ 59 + 244 + 40.2 + 0+ 68 + 62+ 527+ 4 + 95.4 + 64 + 47 +
SRt 19.7 49.8 61.7 15.5 56.1 30.0 45.2 180 18.1 24.2 54.5 71.9

,5,10,26,17)

Arms 2 to 6: Time to reach maximum serum concentration (Tmax) of MBG453

Description

Time Frame

Analysis
Population
Description

Pharmacokinetic (PK) parameters were calculated based on MBG453 serum concentrations by using non-compartmental methods. Tmax is
defined as the time to reach maximum (peak) concentration following a dose. Actual recorded sampling times were considered for the
calculations.

Pre-infusion and 1, 168, 336 and 648 hours after end of infusion on Cycle 1 Day 1 and Cycle 3 Day 1. The duration of the infusion was 30
minutes. 1 cycle=28 days

Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of
all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the
same study treatment at the same dose are pooled together.

MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG MBG MBG45 MBG45 MBG45 MBG45 MBG45
3240 3400 3800 3160 3240 3400 453 453 380 3240 3 240 3400 3800
mg mg mg mg mg mg 400 1200 mg mg mg mg mg

Page 124



(') NOVARTIS

Q2W+ Q2W+ Q4W+ Q2W+ Q2W+ Q2W+ mg mg Q2w+ Q2W+ Q2W+ Q2W+ Q4W+
Decita Decita Decita PDR00 PDR00 PDR0O0 Q2W Q2W PDR00 PDRO0 Azaciti Azaciti Azaciti
bine 20 bine20 bine20 1400 1400 1400 1400 1400 dine75 dine75 dine 75
mg/m2 mg/m2 mg/m2 mg mg mg mg mg mg/m2 mg/m2 mg/m2
Q4W+ QAW+ Q4W + Q4w Q4w
Decita Decita Decita
bine 20 bine 20 bine 20
mg/m2 mg/m2 mg/m2
Arm 3: Arm 3: Arm 3:
MBG45 MBG45 MBG45
Arm 2: Arm 2: Arm 2: 3;80 3n21;0 3;’80 Arm 5: Arm 5: Arm 6: Arm 6: Arm 6:
N:ISBZCZA(')S “gBﬁJ?)S IV:ISB;%S Q2Win Q2Win Q2Win M:I;% Sg 5 N:LBS{A(')S MBG45 MBG45 MBG45
combin  combin  combin Arm Arm 3240 3400 3800
Arm/Group combin  combin  combin with with with MBG  MBG combin  combin Q2Win ~ Q2Win  Q4W in
e . . . PDRO0O PDRO0O PDRO0O 453 453 . . combin  combin  combin
Description ation ation ation 1 1 1 400 1200 ation ation ation ation ation
o e e . 400mg  400mg  400mg mg  mg oot MR with with  with
sobl depEbl e qaw Q4w Q4w Q2w Q2w ) ) azacitid azacitid  azacitid
and and and ine 75 ine 75 ine 75
20mg/ 20mg/ 20mg/ decitabi  decitabi decitabi 400mg  400mg mg/m2  mg/m2  mg/m2
m2 m2 m2 Q4w Q4w
ne ne ne
20mg/ 20mg/ 20mg/
m2 m2 m2
Number of
Participants Analyzed 22 32 24 6 6 6 12 13 0 9 11 33 28
[units: participants]
Arms 2 to 6: Time to Medi  Medi
reach maximum Median Median Median Median Median Median an an Median Median Median Median Median
serum concentration (Full (Full (Full (Full (Full (Full (Full  (Full (Full (Full (Full (Full (Full
(Tmax) of MBG453 Range) Range) Range) Range) Range) Range) Rang Rang Range) Range) Range) Range) Range)
(units: hours) e) e)
Cydle 1 163 172 159 1.7 167 163 (11'218 (11'63182 158 157 162 162
(n=21,31,24,4,6,6,12,13 (1.13to (1.35t0 (1.03to (147to (1.45t0 (1.42to t.o t.o (1.45t0 (1.50to (0.43to (1.08to
,0,9,9,33,25) 3.12) 3.33) 3.02) 2.93) 2.00) 3.43) 337) 3.48) 3.53) 3.00) 165.18) 3.30)
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1.58 1.54

Cycle 3 1.68 1.72 1.50 2.49 1.70 156 (%8 (143 2.17 1.53 1.60 1.60
(n=1523,17,2,3436,0, (0.42to (142to (058t (16310 (1.62t0 (1.0t o (050t0 (1.42to (1.48to (1.47to
5,10,26,17) 325) 320 208) 335  205) 158) g5 g0 323)  158)  2.15)  2.25)

Arms 2 to 6: Area under the serum concentration-time curve from time zero to the time of the last
quantifiable concentration (AUClast) of MBG453

Description Pharmacokinetic (PK) parameters were calculated based on MBG453 serum concentrations by using non-compartmental methods. The linear
trapezoidal method was used for AUClast calculation.

Time Frame Pre-infusion and 1, 168, 336 and 648 hours after end of infusion on Cycle 1 Day 1 and Cycle 3 Day 1. The duration of the infusion was 30
minutes. 1 cycle=28 days

Analysis Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of

Population all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the

Description same study treatment at the same dose are pooled together.

MBG45 MBG45 MBG45
3160 3240 3400

MBG45 MBG45 MBG45 mg mg mg MBG4S  MBG45

MBG45 MBG45 MBG45

3240 3400 3800 Q2W+ Q2W+ Q2W+ MBG4 MBG4 %0 3240 35450 3400 3800
mg mg mg PDRO0 PDR0O0 PDRO0O 53 53 szg . szg . mg mg mg
Q2W+ Q2W+ Q4W + 1400 1400 1400 400 1200 Q2W+ Q2W+ Q4W +
. . . PDR00 PDRO00 L i i
Decita Decita Decita mg mg mg mg mg 1 400 1400 Azaciti Azaciti Azaciti
bine 20 bine20 bine20 Q4W+ Q4W+ Q4W+ Q2W Q2w dine 75 dine75 dine75
. . . mg mg
mg/m2 mg/m2 mg/m2 Decita Decita Decita Q4W Q4W mg/m2 mg/m2 mg/m2
bine 20 bine 20 bine 20
mg/m2 mg/m2 mg/m2
Arm 2: Arm 2: Arm 2: Arm 3: Arm 3: Arm 3: Arm 5: Arm 5: Arm 6: Arm 6: Arm 6:
MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 Arm Arm MBG45 MBG45 MBG45 MBG45 MBG45
3240 3400 3800 3160 3240 3400 4. 4. 380 3240 3240 3400 3800
Arm/Group mg mg mg mg mg mg MBG4 MBG4 mg mg mg mg mg
Describti Q2Win Q2Win Q4Win Q2Win Q2Win Q2Win 53 53 Q2Win Q2Win Q2Win Q2Win Q4Win
ption X X . . , ; , , . . .
combin combin combin combin combin combin 400 1200  combin combin combin  combin  combin
ation ation ation ation ation ation mg mg ation ation ation ation ation
with with with with with with Q2w Q2w with with with with with
decitabi decitabi decitabi PDRO0 PDRO0 PDRO0O PDRO0 PDROO azacitid azacitid azacitid
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ne ne ne 1 1 1 1 1 ine 75 ine 75 ine 75
20mg/ 20mg/ 20mg/ 400mg 400mg 400mg 400mg 400mg mg/m2 mg/m2  mg/m2
m2 m2 m2 Q4w Q4w Q4w Q4w Q4w
and and and
decitabi decitabi decitabi
ne ne ne
20mg/ 20mg/ 20mg/
m2 m2 m2
Number of
Participants Analyzed 22 32 24 6 6 6 12 13 0 9 11 33 28
[units: participants]
Arms 2 to 6: Area
z:ggrart\lt‘;tsig:{:?me Mean Mean Mean Mean Mean Mean Mean Mean Mean Mean Mean Mean Mean
A + + + + + + + + + + + + +
f:xz ::::2 <t)lfrrt‘ﬁezfar:t Standa Standa Standa Standa Standa Standa Stand Stand Standa Standa Standa Standa Standa
uantifiable rd rd rd rd rd rd ard ard rd rd rd rd rd
goncentration Deviati Deviati Deviati Deviati Deviati Deviati Devia Devia Deviati Deviati Deviati Deviati Deviati
(AUClast) of MBG453 on on on on on on tion tion on on on on on
(units: day*ug/mL)
&yzczlez ;)2 244661213 416 697 2270 = 232 + 323+ 700 £ 666+ 2430 448 + 434 + 801 % 2190
0.9 1(’) 3é 26‘3), e 108 275 911 67.8 223 169 210 + 832 195 122 235 839
8]};‘31'2 23 172341213 692 + 1400+ 2930 275+ 1410+ 1470+ 1280 4920 811+ 893 1400+ 3640
0,5.10,26,19) 244 592 1600 148 909 426 + 334 1990 203 300 462 1950

Arms 1 to 3: Maximum observed serum concentration (Cmax) of decitabine

Description Pharmacokinetic (PK) parameters were calculated based on decitabine serum concentrations by using non-compartmental methods. Cmax is
defined as the maximum (peak) observed concentration following a dose.

Time Frame Pre-infusion, right after completion of infusion and 1 hour after completion of infusion on Cycle 1 Day 1 and Cycle 3 Day 1. The duration of the
infusion was 1 hour. 1 cycle=28 days

Analysis Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of

Population all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the

Description same study treatment at the same dose are pooled together.
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MBG453 160 MBG453 240 MBG453 400
PDRO001 400 MBG453 240 MBG453 400 MBG453 800 mg Q2W + mg Q2W + mg Q2W +
mg Q4W + mg Q2W + mg Q2W + mg Q4W + PDR001 400 PDR001 400 PDRO001 400
Decitabine 20  Decitabine 20  Decitabine 20 Decitabine 20 mg Q4W + mg Q4W + mg Q4W +
mg/m2 mg/m2 mg/m2 mg/m2 Decitabine 20 Decitabine 20 Decitabine 20
mg/m2 mg/m2 mg/m2
Arm 3: Arm 3: Arm 3:
Arm 1: PDR001 Arm 2: Arm 2: Arm 2: MBG453 1.60 MBG453 240 MBG453 4_00
’ . MBG453 240 MBG453 400 MBG453 800 mg Q2W in mg Q2W in mg Q2W in
400 mg Q4W in . . : S . .
Arm/Group Description combination mg Q.2W. in mg Q2W_ in mg Q.4W. in cpmblnatlon cpmblnatlon c_omblnatlon
with decitabine 9omb|qathn gomblqathn gomblqathn with PDR001 with PDR001 with PDR001
20mg/m2 with decitabine  with decitabine  with decitabine 400mg Q4w 400mg Q4w 400mg Q4W
20mg/m2 20mg/m2 20mg/m2 and decitabine  and decitabine  and decitabine
20mg/m2 20mg/m2 20mg/m2
Number of Participants
Analyzed [units: 15 22 32 24 6 6 6
participants]
Arms 1 to 3: Maximum
observed serum Mean Mean Mean Mean Mean Mean Mean
concentration (Cmax) of * Standard * Standard * Standard * Standard * Standard * Standard * Standard
decitabine Deviation Deviation Deviation Deviation Deviation Deviation Deviation
(units: ng/mL)
Cycle 1 136 + 144 99.7 + 80.5 135 + 150 164 £ 218 104 + 69.2 177 + 169 124 £ 26.3
(n=15,16,32,20,6,6,4) - e - - - - e
Cycle 3 (n=7,11,22,14,1,2,4) 290 + 407 225 + 323 112+77.3 279 + 676 84.9 186 + 74.2 186 + 53.8

Arms 1 to 3: Time to reach maximum serum concentration (Tmax) of decitabine

Description

Pharmacokinetic (PK) parameters were calculated based on decitabine serum concentrations by using non-compartmental methods. Tmax is

defined as the time to reach maximum (peak) concentration following a dose. Actual recorded sampling times were considered for the

calculations.

Time Frame

infusion was 1 hour. 1 cycle=28 days

Analysis
Population
Description

Pre-infusion, right after completion of infusion and 1 hour after completion of infusion on Cycle 1 Day 1 and Cycle 3 Day 1. The duration of the

Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of
all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the
same study treatment at the same dose are pooled together.
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MBG453 160 MBG453 240 MBG453 400
PDRO001 400 MBG453 240 MBG453 400 MBG453 800 mg Q2W + mg Q2W + mg Q2W +
mg Q4W + mg Q2W + mg Q2W + mg Q4W + PDRO001 400 PDRO001 400 PDRO001 400
Decitabine 20  Decitabine 20  Decitabine 20  Decitabine 20 mg Q4W + mg Q4W + mg Q4W +
mg/m2 mg/m2 mg/m2 mg/m2 Decitabine 20 Decitabine 20  Decitabine 20
mg/m2 mg/m2 mg/m2
Arm 3: Arm 3: Arm 3:
Arm 1: PDR001 Arm 2: Arm 2: Arm 2: MBG453 160 MBG453 240 MBG453 400
’ . MBG453 240 MBG453 400 MBG453 800 mg Q2W in mg Q2W in mg Q2W in
400 mg Q4W in . oW i : S S T
Arm/Group Description combination mg Q_2W_ in mg Q W_ in mg Q_4W_ in cpmblnatlon cpmblnatlon cpmblnatlon
with decitabine combination combination combination with PDR001 with PDR001 with PDR001
20ma/m2 with decitabine  with decitabine  with decitabine 400mg Q4W 400mg Q4W 400mg Q4W
9 20mg/m2 20mg/m2 20mg/m2 and decitabine  and decitabine  and decitabine
20mg/m2 20mg/m2 20mg/m2
Number of Participants
Analyzed [units: 15 22 32 24 6 6 6
participants]
Arms 1 to 3: Time to reach
?oa::;g:::'gtsigzu(?max) of Median Median Median Median Median Median Median
decitabine (Full Range) (Full Range) (Full Range) (Full Range) (Full Range) (Full Range) (Full Range)
(units: hours)
Cycle 1 1.13 1.10 1.28 1.18 1.29 1.20 1.25
(n=15,16,32,20,6,6,4) (0.95 to 1.58) (0.97 to 2.13) (0.97 to 4.12) (1.00 to 2.28) (1.25 t0 1.37) (1.02 to 1.45) (1.08 to 1.30)
1.17 1.15 1.21 1.13 1.17 1.17 1.10

Cycle 3 (n=7,11,22,14,1,2,4)

(1.03 to 1.45)

(1.00 to 1.30)

(0.00 to 2.55)

(1.00 to 1.48)

(117 to 1.17)

(1.02 to 1.32)

(1.00 to 1.25)

Arms 1 to 3: Area under the serum concentration-time curve from time zero to the time of the last
quantifiable concentration (AUClast) of decitabine

Description

Time Frame

Pharmacokinetic (PK) parameters were calculated based on decitabine serum concentrations by using non-compartmental methods. The
linear trapezoidal method was used for AUClast calculation.

Pre-infusion, right after completion of infusion and 1 hour after completion of infusion on Cycle 1 Day 1 and Cycle 3 Day 1. The duration of the
infusion was 1 hour. 1 cycle=28 days
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Analysis
Population
Description

Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of

all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the
same study treatment at the same dose are pooled together.

MBG453 160 MBG453 240 MBG453 400
PDRO001 400 MBG453 240 MBG453 400 MBG453 800 mg Q2W + mg Q2W + mg Q2W +
mg Q4W + mg Q2W + mg Q2W + mg Q4W + PDRO001 400 PDRO001 400 PDRO001 400
Decitabine 20  Decitabine 20  Decitabine 20  Decitabine 20 mg Q4W + mg Q4W + mg Q4W +
mg/m2 mg/m2 mg/m2 mg/m2 Decitabine 20 Decitabine 20 Decitabine 20
mg/m2 mg/m2 mg/m2
Arm 3: Arm 3: Arm 3:
Arm 1: PDR001 Arm 2: Arm 2: Arm 2: MBG453 1.60 MBG453 240 MBG453 4'00
400 ma QAW i MBG453 2_40 MBG453 4_00 MBG453 8_00 mg Q_2W_ in mg Q_2W_ in mg Q_2W_ in
g in
Arm/Group Description combination mg Q.2W. in mg Q.2W' in mg Q.4W. in cpmblnatlon cpmblnatlon cpmblnatlon
with decitabine _combln_atlo_n c_:ombln_atlo_n c_:ombln_atlo_n with PDR0O1 with PDR0O1 with PDR0O01
20mg/m2 with decitabine  with decitabine  with decitabine 400mg_Q4W 400mg_Q4W 400mg_Q4W
20mg/m2 20mg/m2 20mg/m2 and decitabine  and decitabine  and decitabine
20mg/m2 20mg/m2 20mg/m2
Number of Participants
Analyzed [units: 15 22 32 24 6 6 6
participants]
Arms 1 to 3: Area under
the serum concentration-
time curve from time zero Mean Mean Mean Mean Mean Mean Mean
to the time of the last * Standard * Standard * Standard * Standard * Standard * Standard * Standard
quantifiable concentration Deviation Deviation Deviation Deviation Deviation Deviation Deviation
(AUClast) of decitabine
(units: hr'ng/mL)
Cycle 1 145 + 153 104 + 88.6 139 + 132 182 + 235 120 + 79.6 179 + 173 133+30.5
(n=15,16,32,20,6,6,4) - T - - - - e
Cycle 3 (n=7,11,22,14,1,2,4) 315 £ 445 231 £ 307 120 £ 821 291 £ 681 97.5 214 £ 106 195 +45.2
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Arm 6: Maximum observed serum concentration (Cmax) of azacitidine

Description Pharmacokinetic (PK) parameters were calculated based on azacitidine serum concentrations by using non-compartmental methods. Cmax is
defined as the maximum (peak) observed concentration following a dose.
Time Frame Pre-infusion or subcutaneous (SC) injection, right after completion of infusion or 30 minutes after SC injection, 2 and 4 hours after completion
of infusion or SC injection on Cycle 1 Day 1 and Cycle 3 Day 1. 1 cycle=28 days
Analysis Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of
Population all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the
Description same study treatment at the same dose are pooled together.
MBG453 240 mg Q2W + MBG453 400 mg Q2W + MBG453 800 mg Q4W +
Azacitidine 75 mg/m2 Azacitidine 75 mg/m2 Azacitidine 75 mg/m2

Arm 6: MBG453 240 mg Q2W  Arm 6: MBG453 400 mg Q2W Arm 6: MBG453 800 mg Q4W

Arm/Group Description in combination with azacitidine  in combination with azacitidine  in combination with azacitidine
75 mg/m2 75 mg/m2 75 mg/m2
Nun?b_er of Participants Analyzed [units: 11 33 28
participants]
Arm 6: Maximum observed serum concentration
(Cmax) of azacitidine Mean Mean Mean
o * Standard Deviation * Standard Deviation * Standard Deviation

(units: ng/mL)
Cycle 1 (n=9,20,17) 1290 + 1260 1560 + 1430 587 + 337
Cycle 3 (n=8,21,17) 698 + 378 1440 + 1180 807 + 382

Arm 6: Time to reach maximum serum concentration (Tmax) of azacitidine

Description

Time Frame

Analysis
Population
Description

Pharmacokinetic (PK) parameters were calculated based on azacitidine serum concentrations by using non-compartmental methods. Tmax is
defined as the time to reach maximum (peak) concentration following a dose. Actual recorded sampling times were considered for the
calculations.

Pre-infusion or subcutaneous (SC) injection, right after completion of infusion or 30 minutes after SC injection, 2 and 4 hours after completion
of infusion or SC injection on Cycle 1 Day 1 and Cycle 3 Day 1. 1 cycle=28 days

Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of
all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the
same study treatment at the same dose are pooled together.
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MBG453 240 mg Q2W +
Azacitidine 75 mg/m2

MBG453 400 mg Q2W +
Azacitidine 75 mg/m2

MBG453 800 mg Q4W +
Azacitidine 75 mg/m2

Arm/Group Description

Arm 6: MBG453 240 mg Q2W
in combination with azacitidine

Arm 6: MBG453 400 mg Q2W
in combination with azacitidine

Arm 6: MBG453 800 mg Q4W
in combination with azacitidine

75 mg/m2 75 mg/m2 75 mg/m2

NunTb_er of Participants Analyzed [units: 11 33 o8
participants]
Arm 6: Time to_r_ez?ch maximum serum concentration Median Median Median
(Tmax) of azacitidine (Full Range) (Full Range) (Full Range)
(units: hours)

_ 0.55 0.41 0.62
Cycle 1 (n=9,20,17) (0.22 to 0.87) (0.17 to 0.65) (0.28 to 1.97)

_ 0.50 0.43 0.53
Cycle 3 (n=8,21,17) (0.03 to 0.90) (0.28 to 0.65) (0.25 to 0.80)

Arm 6: Area under the serum concentration-time curve from time zero to the time of the last quantifiable

concentration (AUClast) of azacitidine

Description
linear trapezoidal method was used for AUClast calculation.
Time Frame
of infusion or SC injection on Cycle 1 Day 1 and Cycle 3 Day 1. 1 cycle=28 days
Analysis
Population
Description same study treatment at the same dose are pooled together.

MBG453 240 mg Q2W +
Azacitidine 75 mg/m2

MBG453 400 mg Q2W +
Azacitidine 75 mg/m2

Pharmacokinetic (PK) parameters were calculated based on azacitidine serum concentrations by using non-compartmental methods. The
Pre-infusion or subcutaneous (SC) injection, right after completion of infusion or 30 minutes after SC injection, 2 and 4 hours after completion

Patients in the pharmacokinetic analysis set (PAS) who had an available value for the outcome measure at each timepoint. PAS consists of
all patients who received one of the planned treatments and provided at least one primary PK parameter. For each arm, patients receiving the

MBG453 800 mg Q4W +
Azacitidine 75 mg/m2

Arm/Group Description

Arm 6: MBG453 240 mg Q2W
in combination with azacitidine
75 mg/m2

Arm 6: MBG453 400 mg Q2W

in combination with azacitidine

75 mg/m2

Arm 6: MBG453 800 mg Q4W
in combination with azacitidine
75 mg/m2
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Number of Participants Analyzed [units:

participants] " 33 28
Arm 6: Area under the serum concentration-time
curve from time zero to the time of the last Mean Mean Mean

quantifiable concentration (AUClast) of azacitidine * Standard Deviation

(units: hr*ng/mL)
Cycle 1 (n=9,20,17)
Cycle 3 (n=8,22,19)

* Standard Deviation * Standard Deviation

1650 + 1470
969 + 457

1890 + 1670
1720 £ 1420

869 + 441
1100 + 548

Arms 1, 3 and 5: Number of participants with anti-PDR001 antibodies

Description PDRO001 immunogenicity was evaluated in serum samples. Anti-drug antibodies (ADA) status was defined as follows: « ADA-negative at

baseline: ADA-negative sample at baseline and PDR001 PK concentration at the time of sample collection is less than the drug tolerance
level « ADA-positive at baseline: ADA-positive sample at baseline « ADA-inconclusive at baseline: ADA-negative sample at baseline and
PDRO001 PK concentration at the time of sample collection is greater than or equal to the drug tolerance level or missing * ADA-negative post-
baseline: ADA-negative sample at baseline and at least 1 post-baseline sample, all of which are ADA-negative samples ¢« Treatment-induced
ADA-positive: ADA-negative sample at baseline and at least 1 treatment-induced ADA-positive sample « Treatment-boosted ADA-positive:
ADA-positive sample at baseline and at least 1 treatment-boosted ADA-positive sample « ADA-inconclusive post-baseline: patient who does
not qualify for any of the above definitions

Time Frame Baseline (before first dose) and post-baseline (assessed throughout the treatment, up to 1.8 years in Arm 1, 4.3 years in Arm 3 and 0.5 years

in Arm 5).

Analysis

Patients who received at least 1 dose of PDR001 and had a determinant baseline immunogenicity (IG) sample and at least 1 determinant
Population

post-baseline IG sample for assessing anti-PDR001 antibodies. For each arm, patients receiving the same study treatment at the same dose

Description are pooled together.

PDR001 400 mg MBG453 160 mg MBG453240 mg MBG453 400 mg
QAW + Q2W + PDR001 Q2W + PDR001 Q2W + PDR001 MBG453 80 mg MBGA453 240 mg
Decitabine 20 400 mg Q4W + 400 mg Q4W + 400 mg Q4W + Q2W + PDR001 Q2W + PDR001
mg/m2 Decitabine 20 Decitabine 20 Decitabine 20 400 mg Q4W 400 mg Q4W
mg/m2 mg/m2 mg/m2
Arm 1: PDR0O1 Arm 3: MBG453  Arm 3: MBG453  Arm 3: MBG453 ~ Arm 5: MBG453  Arm 5: MBG453
400 mg Q4W in 160 mg Q2W in 240 mg Q2W in 400 mg Q2W in 80 mg Q2W in 240 mg Q2W in
Arm/Group Description combination with combination with combination with combination with combination with combination with
decitabine PDR001400mg  PDR001400mg  PDR001400mg  PDRO001400mg  PDR001400mg
20mg/m2 Q4W and Q4W and Q4W and Q4w Q4w
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decitabine decitabine decitabine

20mg/m2 20mg/m2 20mg/m2
Number of Participants
Analyzed [units: participants] 15 5 4 5 L 8
A;:;: ’aifsn\cl’vift’; :ﬁ?_‘;‘gé’go 1 Count of Count of Count of Count of Count of Count of
p P Participants Participants Participants Participants Participants Participants

antibodies
(units: participants)

(Not Applicable)

(Not Applicable)

(Not Applicable)

(Not Applicable)

(Not Applicable)

(Not Applicable)

ADA-negative at baseline (66.1607%) (eg%) (73%) (10%%) (1010%) (87.75%)
ADA-inconclusive at baseline (26.:317%) (402%) (0(/1) ((2)) ((2)) (12'15%)
ADA-positive at baseline (6.617%) (0(/1) (251%) (0(/1) (0(/1) (090)
ADA-negative post-baseline (6.617%) (‘80) (0(/1) (‘80) (80) (37?5%)
ADA-inconclusive post-baseline (810%4) (8(‘)‘%) (72%) (8(‘)‘%) (102)%) (50%%)
Treatment-induced ADA-positive (13_53%) (23%) (251%) (23%) (0(/1) (12_15%)
Treatment-boosted ADA-positive (0(/1 ) (0(/1 ) (0(/1 ) (°(/1 ) (°(/1 ) (0(/1 )
Arms 2 to 6: Number of participants with anti-MBG453 antibodies
Description MBG453 immunogenicity was evaluated in serum samples. Anti-drug antibodies (ADA) status was defined as follows: « ADA-negative at

baseline: ADA-negative sample at baseline and MBG453 PK concentration at the time of sample collection is less than the drug tolerance
level « ADA-positive at baseline: ADA-positive sample at baseline + ADA-inconclusive at baseline: ADA-negative sample at baseline and
MBG453 PK concentration at the time of sample collection is greater than or equal to the drug tolerance level or missing * ADA-negative post-
baseline: ADA-negative sample at baseline and at least 1 post-baseline sample, all of which are ADA-negative samples « Treatment-induced
ADA-positive: ADA-negative sample at baseline and at least 1 treatment-induced ADA-positive sample ¢ Treatment-boosted ADA-positive:
ADA-positive sample at baseline and at least 1 treatment-boosted ADA-positive sample + ADA-inconclusive post-baseline: patient who does
not qualify for any of the above definitions

Time Frame Baseline (before first dose) and post-baseline (assessed throughout the treatment, up to 2.9 years in Arm 2, 4.3 years in Arm 3, 0.9 years in
Arm 4, 0.5 years in Arm 5 and 4.2 years in Arm 6).
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Patients who received at least 1 dose of MBG53 and had a determinant baseline immunogenicity (IG) sample and at least 1 determinant post-

Analysis
Population baseline IG sample for assessing anti-PDR001 antibodies. For each arm, patients receiving the same study treatment at the same dose are
Description pooled together.
MBG45 MBG45 MBG45
MBG45 MBG45 MBG45 3rr1130 3r§;0 3':30 MBG45 MBG45 MBG45 MBG45 MBG45
3 rﬁgo 3 r:go 3 nt:go Q2W + Q2W + Q2W + 380 mg 3 nﬁgo 3 nﬁgo 3 r:go 3 r:go
Q2w + Q2w + Q4W + PDR001  PDRO01  PDRO001 Q2w + Q2w + Q2w + Q2w + Q4w +
s P ... 400mg 400mg 400 mg PDRO001 o, . .
Decitabi Decitabi Decitabi PDR001 Azacitid Azacitid Azacitid
Q4W + Q4W + Q4w + 400 mg - . .
ne 20 ne 20 ne 20 s s s 400 mg ine 75 ine 75 ine 75
mg/m2 mg/m2 mg/m2 Decitabi  Decitabi  Decitabi Q4w Q4w mg/m2 mg/m2 mg/m2
9 9 9 ne 20 ne 20 ne 20 9 9 9
mg/m2 mg/m2 mg/m2
Arm 3: Arm 3: Arm 3:
MBG45 MBG45 MBG45
Arm 2: Arm 2: Arm 2: 3160 3240 3400 . . . .
MBG45 MBG45 MBG45  mg mg mg ams AT SO ATl o
3240 3400 3800 Q2Win Q2Win  Q2Win MBG45
. . . 3240 3240 3400 3800
mg mg mg combina combina combina 380 mg
AMmIGIO Qawin  Q2Win  Q4Win tionwith tionwith tion with QWin e M e e
p combina combina combina PDR001 PDR001 PDRO0O1 combina . . . .
Descript . : . : . : . combina combina combina combina
ion tion .Wlt|'.1 tion .Wlﬂ’.] tlon.wm) 400mg 400mg 400mg tion with tion with  tion with  tion with _ tion with
decitabi  decitabi  decitabi Q4w Q4w Q4w PDRO001 s e e
PDR0O01 azacitidi azacitidi  azacitidi
ne ne ne and and and 400mg 400m ne 75 ne 75 ne 75
20mg/m  20mg/m  20mg/m  decitabi  decitabi  decitabi Q4w 9
Q4w mg/m2 mg/m2 mg/m2
2 2 2 ne ne ne
20mg/m  20mg/m  20mg/m
2 2 2
Number
of
Particip
ants 21 31 23 5 4 6 1 9 11 33 27
Analyze
d [units:
particip
ants]
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Arms 2

to 6:

Number

o;rtici Count Count Count Count Count Count Count Count Count Count Count Count Count
gnts P of of of of of of of of of of of of of
with Particip Particip Particip Particip Particip Particip Particip Particip Particip Particip Particip Particip Particip
anti- ants ants ants ants ants ants ants ants ants ants ants ants ants
MBG453 (Not (Not (Not (Not (Not (Not (Not (Not (Not (Not (Not (Not (Not
antibodi Applica Applica Applica Applica Applica Applica Applica Applica Applica Applica Applica Applica Applica
es ble) ble) ble) ble) ble) ble) ble) ble) ble) ble) ble) ble) ble)
(units:

participa

nts)

ADA-

negative 18 27 17 3 4 4 10 12 1 8 10 25 23

at (85.71%)  (87.1%)  (73.91%) (60%) (100%)  (66.67%) (83.33%)  (92.31%)  (100%)  (88.89%) (90.91%) (75.76%)  (85.19%)
baseline

ADA-

inconclu 3 2 2 1 0 0 1 1 0 1 0 4 3
sive at (14.29%)  (6.45%) (8.7%) (20%) (%) (%) (8.33%) (7.69%) (%) (11.11%) (%) (12.12%)  (11.11%)
baseline

ADA-

positive 0 2 4 1 0 2 1 0 0 0 1 4 1

at (%) (6.45%)  (17.39%) (20%) (%) (33.33%)  (8.33%) (%) (%) (%) (9.09%)  (12.12%)  (3.7%)
baseline

ADA-

negative 0 0 0 0 1 0 0 0 0 0 0 0 0
post- (%) (%) (%) (%) (25%) (%) (%) (%) (%) (%) (%) (%) (%)
baseline

ADA-

's’}\fgnc'“ 20 28 20 4 1 6 8 10 1 8 8 28 23
post- (95.24%)  (90.32%)  (86.96%) (80%) (25%) (100%)  (66.67%) (76.92%)  (100%)  (88.89%) (72.73%) (84.85%)  (85.19%)
baseline

Treatme 1 2 1 1 2 0 3 3 0 1 3 2 4
.nt(-’ d (4.76%) (6.45%) (4.35%) (20%) (50%) (%) (25%) (23.08%) (%) (11.11%) (27.27%) (6.06%) (14.81%)
induce
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ADA
positive

Treatme

nt-
boosted 0 1 0 0 0 0 0 0 0 0 0 0 0

ADA (%) (3.23%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%) (%)
positive

Post-Hoc Outcome Result(s)
All-Collected Deaths

Description On-treatment and post-treatment safety follow-up (FU) deaths were collected from: (1) first dose of study medication to 150 days after last
dose of MBG453 or PDR001 or (2) 30 days after last dose of decitabine or azacitidine, whichever is the latest. Survival FU deaths were
collected from: (1) 151 days after last dose of MBG453 or PDR001, or (2) 31 days after last dose of decitabine or azacitidine, until end of
study. All deaths refer to the sum of on-treatment and post-treatment safety FU deaths plus survival FU deaths.

Time Frame On-treatment and safety FU deaths: up to 2.2 years (Arm 1), 3.3 years (Arm 2), 4.7 years (Arm 3), 1.3 years (Arm 4), 0.9 years (Arm 5), 4.6
years (Arm 6) and 4 months (HMA only). The same timeframe is applicable to the survival FU deaths.

Analysis All patients who received at least one dose of study treatment.
Population
Description

Arms 1 and 2

PD PDRO ppR MB MBG4 mB MBG4 mMB MBG4 MBG MBG MBG wMBG MBG MBG MBG MBG
R0O0 01 001 G45 53 G45 53 G45 53 453 453 453 453 453

453 453 453
400 240 400 800 400 800
1 m 400 3 m 3 m 3 m 240 400 800 240m 400m 800m

400 9 mg 240 9 400 g 800 9 mg mg Mg mg mg
mg Q4W QW mg Q@W mg QW mg Q4W Q2w Qw QW qw w3 3 9
Q4 + + Q2 + Q2 + Q4 + + + + + + Q Q Q

W+ Decita pecit W+ Decita w+ Decita W+ Decita pDecit Decit Decit Decit Decit . . i
Dec bine abin Dec bine Dec bine pDec bine abin abin abin apin abin Decit Decit Decit
itab RIR e itab RR jtab RR jtab RR e e elR e eIR abin abin  abin
ine AML HRV ine AML jne AML jne AML HRNVN HRV MDS HRN MDS € e e
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ND HR ND ND ND HR HR HR cCMM CMM CMM
AM MDS AM AM AM MDS MDS MDS L L L
L L L L
Arm Arm Arm
Arm MaG MBG MG
PBR 453 453 453 Azrf" Az”_“ Arm Azrf" Am A Am Am
001 A 240 Ama2 490 Ao 800 A2 mBG4 MBGA 2., MmBG4 2 2: 2: 2
. m  m me  m me m m e MBG4 MBG4 ' ' '
in  Am1: 1: 9  MBG4 9  MBG4 9 MBG4 53 53 53 MBG4 MBG4 MBG4
com PDRo0O PDRO 2V 53240 W2W 53400 AW 53500 240 400 22 800 oo 53 53 53
Toncombn combi M aawin ©T azwm ©M qavi dow w19 amw M mg  mo  mg
with ation nation nat— combin nat - combin nat combin in in ; in . Q2w Q2w Q4w
decit with with '931 ation '9{;‘ ation '9{;} ation combi  combi n bi combi in bi in in in
abin de-_citab de-pita c\inclalcit wi_th c\ingcit wi.th :gcit wi_th nat_ion nat_ion ﬁg;inonl nat_ion EZ{POI’: cor_nbi con_qbi combi
e ine bine abin decitab abin decitab abin decitab with with with with with nation  nation nation
Arm/Group 20m  20mg/  20mg/ ine ine ine decita  decita decit decita decit with with with
Description g/m2 m2in m2in 2§m 20mg/ ng 20mg/ 2gm 20mg/ bine bine ;ﬁ'ea bine t?i‘rilea decita  decita decita
in relapse  high- g/m2 m2in g/m2 m2in g/m2 m2in 20mg/  20mg/ 20mg/ 20mg/ 20mg/ bine bine bine
newl  d/refra Ivery in relapse in relapse in relapse  m2in  m2in m2in m2 in m2 in 20mg/ 20mg/  20mg/
y ctory high- nlewl d/refra newl d/refra newl d/refra high- high- interm high- interm m2in m2in m2in
diag acute risk y ctory y ctory y ctory Ivery Ivery ediate Ivery ediate chroni  chroni  chroni
nose myeloi myelo diag acute diag acute diag acute high- high- risk high- _risk c c c
d d dyspl nose myeloi nose myeloi nose myeloi risk risk myelo risk myelo myelo myelo myelo
acut  leukem astic d d d d d d myelo  myelo dyspl myelo dyspl mono  mono  mMono
e ia syndr leukem leukem leukem  dyspl dyspl ; dyspl h cytic cytic cytic
myel ome acut ia acut ia acut ia astic astic astic astic astic leuke leuke leuke
d e e e syndr syndr ) ; .
oid myel myel myel syndr  syndr ome syndr ome mia mia mia
leuk d d d ome ome ome
. oid oid oid
emia leuk leuk leuk
emia emia emia
Number of
Participants
Analyzed 1 12 3 3 9 12 11 7 9 9 4 5 6 2 1 3 1
[units:
participants]
On-treatment
and post-
treatment 1 6 1 1 7 5 9 4 6 1 0 1 1 0 1 1 1
safety FU
deaths
(n=1,12,3,3,9,1
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2,11,7,9,9,4,5,6
2,1,3,1)
Survival FU
(gzoéefféngz 2 2 0 1 2 0 1 0 5 1 1 0 0 0
2,0)
All deaths
(123397 8 3 1 8 7 9 5 6 6 1 2 1 0 1 1 1
2,1,3,1)
Arms 3,4 and 5
mMB mMB
Ggs G;‘r’ MBG MBG MBG
MBG4 ., MBG4 o MBG4 453 453 453 MBG
53 i 53 o 53  160m 240m 400m MBG MBG MBGa 453
160m Qg 240m Qg 400m g g g MBG4 MBG4 0 o7 MBG MBG4 . 240m
g W+ g W+ g Q2W Q2w Q2w 53 53 soom 1200 453 53 240m g
Q2w + PDR Q2w + PDR Q2w + + + + 400m 1200m m 1200 80mg Q2w
PDRO oo PDRO ' PDRO PDR PDR PDR g g ng Qzev mg Q2w + ngv .t
01+ . 01+ . 01+ 001+ 001+ 001+ Q2W QW ov on Q2W PDRO oo PDR
Decita Deci Decita Deci Decita Decit Decit Decit R/R R/R HR HR IR 01 R/IR 01 RIR 001
bine tabi bine tabi bine abine abine abine AML AML MDS MDS MDS AML AML HR/V
RR 00 RR "% RR  HRV HRV HRV HR
AML  F AML B AML  HR  HR  HR MDS
AM AM MDS MDS MDS
L L

Arm 3: Arm Arm 3: Arm Arm 3: Arm3: Arm3: Arm 3: Arm 4: Arm 4: Arm4: Arm4: Arm4: Arm 5: Arm 5: Arm 5:
MBG45 3: MBG45 3: MBG45 MBG4 MBG4 MBG4 MBG45 MBG45 MBG4 MBG4 MBG4 MBG45 MBG45 MBG4

3160 MBG 3240 MBG 3400 53 53 53 3400 31200 53 53 53 380 3240 53
mg 453 mg 453 mg 160 240 400 mg mg 400 1200 1200 mg mg 240
Arm/Group Q2Win 240 Q2Win 400 Q2Win mg mg mg Q2Win  Q2Win mg mg mg Q2Win  Q2Win mg
Description combin mg combin mg combin  Q2W Q2w Q2W  relapse relapse = Q2W Q2w Q2W  combin  combin Q2w
ation Q2w ation Q2w ation in in in d/refrac  direfrac in in in ation ation in
with in with in with combi  combi  combi tory tory high- high- interm with with combi
PDRO0O  com PDROO com PDROO nation nation nation acute acute Ivery Ivery ediate PDRO0O PDROO nation
1400 binati 1400 binati 1400 with with with myeloid  myeloid high- high- -risk 1400 1400 with
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mg on mg on mg PDRO PDRO PDRO leukemi leukemi risk risk myelo mg mg PDRO
Q4w with Q4w with Q4w 01 01 01 a a myelo myelo dyspla Q4Win Q4Win 01
and PDR and PDR and 400 400 400 dyspla dyspla stic relapse  relapse 400
decitabi 001 decitabi 001 decitabi mg mg mg stic stic syndr  d/refrac  d/refrac mg
ne 400 ne 400 ne Q4w Q4w Q4w syndr  syndr ome tory tory Q4w
20mg/ mg 20mg/ mg 20mg/ and and and ome ome acute acute in
m2in Q4w m2in Q4w m2in decita decita  decita myeloid  myeloid high-
relapse and relapse and relapse bine bine bine leukemi  leukemi Ivery
direfrac  decit d/refrac  decit d/refrac 20mg/ 20mg/  20mg/ a a high-
tory abin tory abin tory m2in m2in m2in risk
acute e acute e acute high- high- high- myelo
myeloid 20m  myeloid 20m  myeloid /very Ivery Ivery dyspla
leukemi g/m2 leukemi g/m2 leukemi high- high- high- stic
a in a in a risk risk risk syndr
newl| newl myelo  myelo myelo ome
y y dyspla dyspla dyspla
diag diag stic stic stic
nose nose syndr syndr syndr
d d ome ome ome
acut acut
e e
myel myel
oid oid
leuke leuke
mia mia
Number of
Participants
Analyzed 3 2 2 2 3 3 2 1 10 6 3 5 2 1 5 5
[units:
participants]
On-treatment
and post-
treatment
safety FU 2 2 0 1 2 1 0 0 10 3 0 2 0 1 5 2
deaths
(n=3,2,2,2,3,3,
2,1,10,6,3,5,2,
1,5,5)
Survival FU
(n=1,0,2,1,1,2,
2.1,0.3,3.3.2.0 1 0 1 0 0 1 0 1 2 0 0 0
,0,3)
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All deaths
(n=3,2,2,2,3,3,
21106352  ° o 2 2 1 1 10 4 2 2 0 5 2
1,5,5)
Arm 6 and HMA only
MBG4 MBG4 MBG4
53 53 53 MBG4S MBG45 MBGAS MBG45 MBG45 MBG45 MBG45 MBG45
240m 400m 800m 3 3 3 3 3 3 3 3
ng ng ng 2,42(:,':,"2 240mg gg"\’ng 400mg SQ(R'V“?_ 800mg 400mg 800mg De(:;abl Azacitid
.. Q2W + L. Q2W + L. QAW+ QW+ Q4W + ine 75
+ + + Azaciti ... Azaciti ... Azaciti " " ... 20mg/m
. . . . Azaciti . Azaciti . Azaciti  Azaciti = Azaciti mg/m2
Azacit Azacit Azacit dine © dine . dine . ] . 2
Ly ™ L g dine IR dine IR dine IR dine dine
idine idine idine HR/VH MDS HR/VH MDS HR/VH MDS CMML CMML
ND ND ND R MDS R MDS R MDS
AML AML AML
Arm 6: Arm 6: Arm 6:
MBG45 MBG45 MBG45
Arm 6: . Arm 6: . Arm 6: .
3540 3;00 Srﬁoo MBGA53 MAE;g465.3 MBGA53 Mggg?} MBGA453 MA|3|52465.3 Arm 6: Arm 6:
QWi Q2Win  Q4Win é“zc\’,vmig 240 mg ‘é"z(\’,vmig 400 mg g%?/vn}g 800mg MBG453 MBG453
°°'T‘b'” cor_nbln °°’T‘b'” combinat QZW. n combinat QZW. n combinat Q4W. n 400 mg 800 mg Hypomet  Hypomet
ation ation ation . h combinat . h combinat A . combinat Q2W in Q4W in . .
. . ) ion with : . ion with ; . ion with . . ; ; hylating hylating
with with with azacitidi ion with azacitidi ion with azacitidi ion with combinat  combinat agent agent
azacitid ~ azacitid  azacitid azacitidi azacitidi azacitidi  ionwith  ion with 9 9
Arm/Group ine75 ine75 ine7s M7°  ne7s ners  he7s ne75  he75  azacitidin azacidn  (IMA) - (HMA)
Description mg/m2  mg/m2  mg/m2 mg/m2 in mg/m2 in mg/m2 in mg/m2 in mg/m2 in mg/m2 in e75 e75 only: only:
4 g ? high- . . high- . . high- . . . . decitabin  azacitidin
in in in Ivery intermedi Ivery intermedi Ivery intermedi  mg/m2in  mg/m2 in e e 75
newly newly newly hiahrisk ate-risk hiahrisk ate-risk hiahrisk ate-risk chronic chronic 20ma/m2 ma/m2
diagnos diagnos diagnos mgelod myelody mgelod myelody mgelod myelody myelomo  myelomo 9 9
ed ed ed sylastiél splastic sylastiél splastic sylastig splastic nocytic nocytic
acute acute acute P syndrom P syndrom p syndrom  leukemia leukemia
: : : syndrom syndrom syndrom
myeloid myeloid myeloid e e e e e e
leukemi  leukemi  leukemi
a a a
Number of
Participants 6 14 6 3 2 14 5 17 2 5 5 5 4

Analyzed [units:
participants]
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On-treatment and
post-treatment

safety FU deaths 2
(n=6,14,6,3,2,14,5
,17,2,5,5,5,4)

Survival FU
(n=4,6,2,2,2,10,4, 2
13,2,4,5,3,4)

All deaths
(n=6,14,6,3,2,14,5 4
,17,2,5,5,5,4)

Safety Results

On-treatment and post-treatment safety follow-up: from (1) first dose of study medication to 150 days after last dose of MBG453 or
PDRO001 or (2) 30 days after last dose of decitabine or azacitidine, whichever is the latest, up to 2.2 years (Arm 1), 3.3 years (Arm 2),

Time Frame 4.7 years (Arm 3), 1.3 years (Arm 4), 0.9 years (Arm 5), 4.6 years (Arm 6) and 4 months (HMA only).

Deaths in survival period: from (1) 151 days after last dose of MBG453 or PDR001, or (2) 31 days after last dose of decitabine or

azacitidine, until end of study (maximum 4.6 years).

Additional
Description

Deaths in the survival period are not considered Adverse Events (AEs). No AEs were collected in the survival period.

Source Vocabulary
for Table Default

MedDRA (26.1)

Collection

Approach for Table Systematic Assessment

Default
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All-Cause Mortality

Arms 1and 2
PDRO001 PDRO001 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
400 mg 400 mg 240 mg 400 mg 800 mg 240 mg 400 mg 800 mg MBG453 MBG453 MBG453
Q4w + Q4W + Q2w + Q2w + Q4w + Q2w + Q2W + Q4W + 240 mg 400 mg 800 mg
Decitabin Decitabin Decitabin Decitabin Decitabin Decitabin Decitabin Decitabin Q2w + Q2w + Q4W +
e20 e 20 e20 e 20 e 20 e 20 e 20 e20 Dec 20 Dec 20 Dec 20
mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2
AML MDS AML AML AML MDS MDS MDS CMML CMML CMML
N=13 N=3 N=12 N=23 N=16 N=9 N=9 N=8 N=1 N=3 N=1
Arm 1: Arm 1: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety
dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto
150 days 150 days 150 days 150 days 150 days 150 days 150 days 150 days 150 days 150 days 150 days
after last after last after last after last after last after last after last after last after last after last after last
dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of
Arm/Grou PDRO001 PDRO001 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
p or30days or30days or30days or30days or30days or30days or30days or 30 days or 30 or 30 or 30
Descriptio after last after last after last after last after last after last after last after last  days after days after days after
n dose of dose of dose of dose of dose of dose of dose of dose of last dose last dose last dose
decitabine  decitabine decitabine decitabine decitabine decitabine decitabine decitabine of of of
, , , , , , , , decitabine decitabine decitabine
whichever  whichever whichever whichever whichever whichever whichever whichever , , ,
is the is the is the is the is the is the is the is the whichever whichever whichever
latest latest latest latest latest latest latest latest is the is the is the
latest latest latest
Total 7 1 8 14 10 1 1 1 1 1 1
Number
Affected
Total 13 3 12 23 16 9 9 8 1 3 1
Number At
Risk

Arms 3,4 and 5
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MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
3 3 3 3 3 3
160mg 240mg 400mg 160mg 240mg 400mg
Q2W+P Q2W+P Q2W+P Q2W+P Q2W+P Q2W+P MBG45 MBG45 MBG45
DRO001 DRO001 DRO001 DRO001 DRO001 DRO001 380 mg 3240 3240
400mg 400mg 400mg 400mg 400mg 400mg Q2W + mg mg
Q4W+D Q4W+D Q4W+D Q4W+D Q4W+D Q4W+D MBG45 MBG45 MBG45 MBG45 PDRO001 Q2W + Q2W +
ecitabin ecitabin ecitabin ecitabin ecitabin ecitabin 3 400 31200 3400 31200 400 mg PDR001 PDRO001
e e e e e e mg mg mg mg Q4w 400 mg 400 mg
20mg/m 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m Q2w Q2w Q2w Q2w R/IR Q4w Q4w
2 AML 2 AML 2 AML 2 MDS 2 MDS 2 MDS AML AML MDS MDS AML AML MDS
N=3 N=4 N=5 N=3 N=2 N=1 N=10 N=6 N=3 N=7 N=1 N=5 N=5
Arm 3: Arm 3: Arm 3: Arm 3: Arm 3: Arm 3: Arm 4: Arm 4: Arm 4: Arm 4: Arm 5: Arm 5: Arm 5:
Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety
data up data up data up data up data up data up data up data up data up data up data up data up data up
to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150
days days days days days days days days days days days days days
after last after last after last after last after last afterlast afterlast afterlast afterlast after last afterlast afterlast after last
dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of
MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
Arm/Gr
oup 3or 3or 3or 3or 3or 3or 3 3 3 3 3or 3or 3or
Descrip PDR001 PDR001 PDR001 PDR0O01 PDR001 PDRO001 PDR001 PDR001 PDRO001
tion or 30 or 30 or 30 or 30 or 30 or 30
days days days days days days
after last after last afterlast after last after last after last
dose of dose of dose of dose of dose of dose of
decitabi decitabi decitabi decitabi decitabi  decitabi
ne, ne, ne, ne, ne, ne,
whichev  whichev  whichev  whichev  whichev  whichev
eristhe eristhe eristhe eristhe eristhe eristhe
latest latest latest latest latest latest
Total 2 2 3 1 0 0 10 3 0 2 1 5 2
Number
Affecte
d
Total 3 4 5 3 2 1 10 6 3 7 1 5 5
Number
At Risk
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Arm 6, HMA only and survival period

MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 Deaths in
240 mg 400 mg 800 mg 240 mg 400 mg 800 mg 400 mg 800 mg Survival
Q2w + Q2w + Q4w + Q2w + Q2w + Q4w + Q2w + Q4W + period (All
Azacitidin  Azacitidin  Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin arms)
e75 e75 e75 e75 e75 e75 e75 e75 Decitabin  Azacitidi
mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 e 20 ne 75
AML AML AML MDS MDS MDS CMML CMML mg/m2 mg/m2
N=6 N=14 N=6 N=5 N=19 N=19 N=5 N=5 N=5 N=4
Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: HMA only: HMA Deaths
Safety Safety Safety Safety Safety Safety Safety Safety Safety only: collected in
dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto Safety the survival
150 days 150 days 150 days 150 days 150 days 150 days 150 days 150 days 30 days data up follow-up
after last after last after last after last after last after last after last after last after last to 30 period
dose of dose of dose of dose of dose of dose of dose of dose of dose of days (starting
MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453  decitabine  after last from Day
or30days or30days or30days or30days or30days or30days or30days or 30 days dose of 151 after
after last after last after last after last after last after last after last after last azacitidi  last dose of
Arm/Grou dose of dose of dose of dose of dose of dose of dose of dose of ne MBG453 or
p azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine PDRO001, or
Descripti , , , , , , , , Day 31
on whichever  whichever  whichever whichever whichever whichever whichever whichever days after
is the is the is the is the is the is the is the is the last dose of
latest latest latest latest latest latest latest latest decitabine
or
azacitidine).
No AEs
were
collected
during this
period.
Total 2 8 4 1 5 4 1 0 2 0 27
Number
Affected
Total 6 14 6 5 19 19 5 5 5 4 137
Number
At Risk
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Serious Adverse Events

Time Frame

On-treatment and post-treatment safety follow-up: from (1) first dose of study medication to 150 days after last dose of MBG453 or
PDRO001 or (2) 30 days after last dose of decitabine or azacitidine, whichever is the latest, up to 2.2 years (Arm 1), 3.3 years (Arm 2),
4.7 years (Arm 3), 1.3 years (Arm 4), 0.9 years (Arm 5), 4.6 years (Arm 6) and 4 months (HMA only).

Deaths in survival period: from (1) 151 days after last dose of MBG453 or PDR001, or (2) 31 days after last dose of decitabine or
azacitidine, until end of study (maximum 4.6 years).

Additional
Description

Deaths in the survival period are not considered Adverse Events (AEs). No AEs were collected in the survival period.

Source Vocabulary
for Table Default

MedDRA (26.1)

Collection

Approach for Table Systematic Assessment
Default
Arms 1 and 2
PDR001 PDR001 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
400 mg 400 mg 240 mg 400 mg 800 mg 240 mg 400 mg 800 mg MBG453 MBG453 MBG453
Q4W + Q4W + Q2W + Q2w + Q4W + Q2w + Q2w + Q4W + 240 mg 400 mg 800 mg
Decitabi Decitabin  Decitabi Decitabi Decitabi Decitabi Decitabi Decitabi Q2w + Q2w + Q4W +
ne 20 e 20 ne 20 ne 20 ne 20 ne 20 ne 20 ne 20 Dec 20 Dec 20 Dec 20
mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2
AML MDS AML AML AML MDS MDS MDS CMML CMML CMML
N=13 N=3 N=12 N =23 N =16 N=9 N=9 N=8 N=1 N=3 N=1
Arm 1: Arm 1: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
Arm/Group Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety
Description data up data up to data up data up data up data up data up data up data up data up data up to
to 150 150 days to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 150 days
days after  afterlast days after days after days after days after days after days after days days after last
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last dose dose of lastdose lastdose lastdose lastdose lastdose lastdose afterlast after last dose of
of PDRO001 of of of of of of dose of dose of MBG453
PDR001 or30days MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453  or 30 days
or 30 after last or 30 or 30 or 30 or 30 or 30 or 30 or 30 or 30 after last
days after dose of days after days after days after days after days after days after days days dose of
last dose  decitabine lastdose lastdose lastdose lastdose lastdose lastdose afterlast afterlast decitabine
of , of of of of of of dose of dose of ,
decitabin  whichever decitabin  decitabin decitabin  decitabin decitabin  decitabin  decitabin  decitabin  whichever
e, is the e, e, e, e, e, e, e, e, is the
whicheve latest whicheve  whicheve whicheve whicheve whicheve whicheve whicheve whicheve latest
ris the ris the ris the ris the ris the ris the ris the ris the ris the
latest latest latest latest latest latest latest latest latest
Total # Affected 12 3 1 18 13 8 8 5 0 3 1
by any Serious
Adverse Event
Total # at Risk by 13 3 12 23 16 9 9 8 1 3 1
any Serious
Adverse Event
Blood and
lymphatic system
disorders
Anaemia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )
Febrile 5(38.46 3(100.00 9 (75.00 8(34.78 6 (37.50 7(77.78 3(33.33 3(37.50 0(0.00% 0(0.00% 0 (0.00%)
neutropenia %) %) %) %) %) %) %) %) ) )
Leukocytosis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
Splenomegaly 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )
Thrombocytopen 0 (0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
ia ) )
Cardiac disorders
Acute coronary 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1 (11.11 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

syndrome

%)

)

)
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Acute 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
myocardial ) )
infarction

Angina pectoris 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0 (0.00% 0 (0.00%)
) )

Atrial fibrillation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

%) ) )
Atrial 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
tachycardia ) )
Atrioventricular 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
block ) )
Atrioventricular 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
block complete ) %)

Cardiac failure  0(0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Cardiac failure 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)

acute ) )
Cardiac failure  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
congestive ) )
Cardiovascular ~ 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) O0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
insufficiency ) )
Palpitations 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
Pericarditis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(12.50 0(0.00% 0 (0.00% 0 (0.00%)
%) ) )
Eye disorders
Diplopia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
Optic nerve 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
disorder ) )
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Retinal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
detachment ) )
Uveitis 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

) )

Gastrointestinal

disorders

Abdominal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
distension ) )

Abdominal pain  0(0.00%) 1(33.33% 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 2(22.22 1(1250 0(0.00% 0(0.00% 0 (0.00%)
) %) %) %) ) )

Anal fissure 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
%) ) )

Anal fistula 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Colitis 0(0.00%) 0(0.00%) 1(8.33%) 2(8.70%) 0(0.00%) 0(0.00%) 0(0.00%) 1(1250 0(0.00% 0(0.00% 0 (0.00%)
%) ) )

Constipation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Diarrhoea 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(12.50 0(0.00% 0(0.00% 0 (0.00%)
%) ) )

Gastric 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
haemorrhage ) )

Gastrointestinal 0 (0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00% 0(0.00% 0 (0.00%)
haemorrhage ) )

Gingival 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
bleeding ) )

Haematochezia  0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00% 0(0.00% 0 (0.00%)
) )

Large intestine 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00% 0(0.00% 0 (0.00%)

polyp ) )

Melaena 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
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Nausea 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1 (11.11 1(12.50 0(0.00% 0(0.00% 0 (0.00%)
%) %) ) )

Neutropenic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
colitis ) )

Oesophagitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Oral pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
%) ) )

Rectal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
haemorrhage %) ) %)

Small intestinal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
obstruction ) )

Stomatitis 0(0.00%) 0(0.00%) 1(8.33%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Subileus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
) %)

Terminal ileitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Toothache 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Upper 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
gastrointestinal ) %)

haemorrhage

Vomiting 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2(12.50 0(0.00%) 1 (11.11 1(12.50 0(0.00% 0(0.00% 0 (0.00%)

%) %) %) ) )
General

disorders and
administration
site conditions

Chest pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Chills 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
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Disease 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

progression ) )

Fatigue 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
) %)

General physical 1 (7.69%) 0(0.00%) 1(8.33%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

health ) )

deterioration

Influenza like 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)

illness ) )

Malaise 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Mucosal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

inflammation ) )

Mucosal 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

ulceration ) )

Non-cardiac 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

chest pain %) ) )

Oedema 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

peripheral ) )

Pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Peripheral 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

swelling ) )

Physical 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

deconditioning ) )

Pyrexia 2(15.38 0(0.00%) 0(0.00%) 3(13.04 4(25.00 0(0.00%) 1(11.11  0(0.00%) 0(0.00% 1(33.33 1 (100.00

%) %) %) %) ) %) %)
Hepatobiliary
disorders
Biliary colic 0(0.00%) 1(33.33% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

)

)

)
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Cholecystitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Hepatitis 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Immune system

disorders

Haemophagocyti 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
c ) )
lymphohistiocyto

sis

Infections and
infestations

Abdominal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
sepsis %) ) )

Abscess 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Abscess limb 1(7.69%) 1(33.33% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) ) )

Adenovirus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
infection ) )

Anal abscess 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Anal infection 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Anorectal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

infection ) )

Arthritis bacterial 0 (0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Aspergillus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

infection ) )

Atypical 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

pneumonia ) )
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Bacteraemia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(1250 0(0.00% 0(0.00% 0 (0.00%)
%) ) )

Bacterial 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
pyelonephritis ) )

Bacterial sepsis 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Bacteriuria 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Bronchopu_lmo_n 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
ary aspergillosis ) )

Cellulitis 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
%) ) %)

Clostridium 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
difficile colitis ) )

COVID-19 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )

COVID-19 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
pneumonia ) )

Device related 1(7.69%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
infection ) )

Diverticulitis 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Ear infection 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
bacterial ) )

Encephalitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Endocarditis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Enterococcal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
bacteraemia ) %)

Escherichia 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
sepsis ) )
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Fungal infection 1 (7.69%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

) )

Fungal sepsis 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Gastroenteritis 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 1 (11.11 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

norovirus %) ) )

Gastroenteritis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(1250 0(0.00% 0(0.00% 0(0.00%)

viral %) ) )

Infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Influenza 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Klebsiella sepsis 0 (0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Lower 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)

respiratory tract ) )

infection

Myelitis 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Neutropenic 2 (15.38 0(0.00%) 0(0.00%) 2(8.70%) 3(18.75 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

sepsis %) %) ) )

Osteomyelitis 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Otitis externa 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Parainfluenzae 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)

virus infection ) )

Periorbital 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)

cellulitis ) )

Peritonitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )
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Pharyngitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Pneumococcal 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
sepsis ) )

Pneumonia 2(15.38 0(0.00%) 1(8.33%) 4(17.39 3(18.75 0(0.00%) 2(22.22 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
%) %) %) %) ) )

Pneumonia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
fungal ) )

Pneumonia 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
staphylococcal ) )

Pseudomonal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
sepsis ) )

Pseudomonas 2(15.38 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
infection %) ) )

Pyelonephritis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )

Respiratory tract 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0 (0.00%)
infection ) %)

Sepsis 4(30.77 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
%) ) )

Septic shock 1(7.69%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

) )

Serratia sepsis ~ 1(7.69%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Sinusitis 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Skin infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
) %)

Staphylococcal 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)

sepsis ) )

Stenotrophomon 1 (7.69%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

as infection ) )
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Systemic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

mycosis ) )

Tooth abscess 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Upper 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(12.50 0(0.00% 0(0.00% 0 (0.00%)
respiratory tract %) ) )

infection

Urinary tract 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
infection ) %)

Vascular device 1 (7.69%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
infection ) )

Viral upper 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
respiratory tract ) )

infection

Wound infection 1 (7.69%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00% 0(0.00% 0 (0.00%)
) )

Injury, poisoning
and procedural
complications

Fall 1(7.69%) 0(0.00%) 1(8.33%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
) %)

Fat embolism 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Femoral neck 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

fracture ) )

Femur fracture 0 (0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Fracture 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )

Head injury 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Infusion related 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

reaction ) )
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Procedural pain 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00%) 0(0.00% 0 (0.00% 0 (0.00%)

%) ) )
Subdural 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
haemorrhage ) )
Transfusion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
reaction ) )
Transfusion 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
related ) )
complication
Investigations
Body 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
temperature ) )
increased
Gamma- 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
glutamyltransfer ) )

ase increased

Influenza A virus  1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

test positive ) )

SARS-CoV-2 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

test positive ) )

Troponin 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

increased ) )

Metabolism and

nutrition

disorders

Hyperglycaemia 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
%) ) )

Hyponatraemia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

) )
Tumour lysis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
syndrome ) )
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Musculoskeletal
and connective
tissue disorders

Arthritis 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
Back pain 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
%) ) )
Intervertebral 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
disc ) )
degeneration
Joint effusion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
Muscular 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 11250 0(0.00% 0(0.00% 0 (0.00%)
weakness %) ) )
Myositis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
Neoplasms
benign,
malignant and
unspecified (incl
cysts and polyps)
Acute myeloid 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
leukaemia %) ) )
Central nervous  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
system ) )
leukaemia
Chronic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
myelomonocytic ) %)
leukaemia
Colorectal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
adenoma ) )
Malignant 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
neoplasm ) )
progression
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Metastasesto 0 (0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

meninges ) )

Nervous system

disorders

Encephalitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)

autoimmune ) )

Haemorrhage 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

intracranial ) )

Headache 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Lethargy 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

) )
Subarachnoid 1(7.69%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

haemorrhage ) )

Syncope 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )

Transient 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

ischaemic attack ) )

Psychiatric

disorders

Confusional 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)

state ) %)

Hallucination 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
) %)

Mental status 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)

changes ) )

Suicide attempt 0 (0.00%) 0 (0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Renal and urinary

disorders
Acute kidney 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 11250 0(0.00% 0(0.00% 0 (0.00%)
injury %) ) )

Page 159



(') NOVARTIS

Renal colic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Respiratory,
thoracic and

mediastinal
disorders
Acute pulmonary 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
oedema ) )
Dyspnoea 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )
Dyspnoea 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
exertional ) )
Epistaxis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
Hiccups 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )
Hypoxia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
%) ) )
Immune- 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
mediated lung ) )
disease
Interstitial lung 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(6.25%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
disease ) )

Lung disorder 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Organising 1(7.69%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) 0(0.00%) O0(0.00%) 0(0.00% 0(0.00% O (0.00%)
pneumonia ) )

Painful 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
respiration ) )

Pleural effusion  0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
) )

Pneumonitis 2(15.38  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) 0 (0.00%) 0(0.00% 0(0.00% 0 (0.00%)
%) ) )
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Pulmonary 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
embolism ) )
Respiratory 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
distress ) )
Respiratory 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 1(100.00
failure ) ) %)
Skin and
subcutaneous
tissue disorders
Acute febrile 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
neutrophilic ) )
dermatosis
Rash 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )
Rash maculo- 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
papular %) ) )
Skin 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
haemorrhage ) )
Vascular
disorders
Deep vein 0(0.00%) 0(0.00%) 1(8.33%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
thrombosis ) )
Embolism 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0(0.00%)
) )
Haematoma 0(0.00%) 0(0.00%) 0(0.00%) 1(4.35%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00% 1(33.33 0(0.00%)
) %)
Hypotension 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 1(1250 0(0.00% 1(33.33 0(0.00%)
%) %) ) %)
Thrombophlebiti 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(11.11 0(0.00%) 0(0.00%) 0(0.00% 0(0.00% 0 (0.00%)
s %) ) )

Arms 2, 3and 4
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MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
3 3 3 3 3 3
160mg 240mg 400mg 160mg 240mg 400mg
Q2W+P Q2W+P Q2W+P Q2W+P Q2W+P Q2W+P MBG45 MBG45 MBG45
DRO001 DRO001 DRO001 DRO001 DRO001 DRO001 380 mg 3240 3240
400mg 400mg 400mg 400mg 400mg 400mg Q2W + mg mg
Q4W+D Q4W+D Q4W+D Q4W+D Q4W+D Q4W+D MBG45 MBG45 MBG45 MBG45 PDR001 Q2W + Q2W +
ecitabin ecitabin ecitabin ecitabin ecitabin ecitabin 3400 31200 3400 31200 400 mg PDRO001 PDRO001
e e e e e e mg mg mg mg Q4w 400 mg 400 mg
20mg/m 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m Q2w Q2w Q2w Q2w R/R Q4w Q4w
2 AML 2 AML 2 AML 2 MDS 2 MDS 2 MDS AML AML MDS MDS AML AML MDS
N=3 N=4 N=5 N=3 N=2 N=1 N=10 N=6 N=3 N=7 N= N=5 N=5
Arm 3: Arm 3: Arm 3: Arm 3: Arm 3: Arm 3: Arm 4: Arm 4: Arm 4: Arm 4: Arm 5: Arm 5: Arm 5:
Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety
dataup dataup dataup dataup dataup dataup dataup dataup dataup dataup dataup dataup dataup
to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150
days days days days days days days days days days days days days
after after after after after after after after after after after after after
last last last last last last last last last last last last last
dose of doseof doseof doseof doseof doseof doseof doseof doseof doseof doseof doseof dose of
MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
Arm/Group 3or 3or 3or 3or 3or 3or 3 3 3 3 3or 3or 3or
Description PDR0O0O1 PDRO00O1 PDR001 PDR001 PDRO001 PDRO001 PDR001 PDRO001 PDRO001
or 30 or 30 or 30 or 30 or 30 or 30
days days days days days days
after after after after after after
last last last last last last
dose of dose of doseof doseof doseof dose of
decitabi  decitabi  decitabi  decitabi decitabi  decitabi
ne, ne, ne, ne, ne, ne,
whichev  whichev whichev whichev whichev whichev
eristhe eristhe eristhe eristhe eristhe eristhe
latest latest latest latest latest latest
Total # 2 4 4 3 2 1 9 4 1 3 0 5 3
Affected by
any Serious
Adverse
Event
Total # at 3 4 5 3 2 1 10 6 3 7 1 5 5
Risk by any

Page 162



(') NOVARTIS

Serious
Adverse
Event

Blood and
lymphatic
system

disorders

Anaemia  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(1429 0(0.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

Febrile 1(33.33 4(100.0 3(60.00 3(100.0 1(50.00 0(0.00 4(40.00 1(16.67 0(0.00 1(1429 0(0.00 0(0.00 0 (0.00
neutropeni %) 0%) %) 0%) %) %) %) %) %) %) %) %) %)
a

Leukocyto  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 1(1667 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00

sis %) %) %) %) %) %) %) %) %) %) %) %) %)
Splenome 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
galy %) %) %) %) %) %) %) %) %) %) %) %) %)
Thromboc 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ytopenia %) %) %) %) %) %) %) %) %) %) %) %) %)
Cardiac
disorders
Acute 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
coronary %) %) %) %) %) %) %) %) %) %) %) %) %)
syndrome
Acute 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
myocardial %) %) %) %) %) %) %) %) %) %) %) %) %)
infarction
Angina 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(1429 0(0.00 0 (0.00 0 (0.00
pectoris %) %) %) %) %) %) %) %) %) %) %) %) %)
Atrial 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
fibrillation %) %) %) %) %) %) %) %) %) %) %) %) %)
Atrial 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
tachycardi %) %) %) %) %) %) %) %) %) %) %) %) %)
a
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Atrioventri 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

cular block %) %) %) %) %) %) %) %) %) %) %) %) %)

Atrioventri 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0¢(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

cular block %) %) %) %) %) %) %) %) %) %) %) %) %)

complete

Cardiac 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

failure %) %) %) %) %) %) %) %) %) %) %) %) %)

Cardiac 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

failure %) %) %) %) %) %) %) %) %) %) %) %) %)

acute

Cardiac 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(1429 0(0.00 0 (0.00 0 (0.00

failure %) %) %) %) %) %) %) %) %) %) %) %) %)

congestive

Cardiovas 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00

cular %) %) %) %) %) %) %) %) %) %) %) %) %)

insufficien

cy

Palpitation 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00

S %) %) %) %) %) %) %) %) %) %) %) %) %)

Pericarditi 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

s %) %) %) %) %) %) %) %) %) %) %) %) %)

Eye
disorders

Diplopia 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

Optic 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00

nerve %) %) %) %) %) %) %) %) %) %) %) %) %)

disorder

Retinal 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00

detachme %) %) %) %) %) %) %) %) %) %) %) %) %)

nt

Uveitis 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
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Gastrointes

tinal
disorders
Abdominal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
distension %) %) %) %) %) %) %) %) %) %) %) %) %)
Abdominal 0 (0.00 0 (0.00 0(0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 2(40.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Anal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
fissure %) %) %) %) %) %) %) %) %) %) %) %) %)
Anal 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
fistula %) %) %) %) %) %) %) %) %) %) %) %) %)
Colitis 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Constipati 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Diarrhoea 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00 1 (20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Gastric 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
haemorrha %) %) %) %) %) %) %) %) %) %) %) %) %)
ge
Gastrointe 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1 (20.00
stinal %) %) %) %) %) %) %) %) %) %) %) %) %)
haemorrha
ge
Gingival 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
bleeding %) %) %) %) %) %) %) %) %) %) %) %) %)
Haematoc 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
hezia %) %) %) %) %) %) %) %) %) %) %) %) %)
Large 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
intestine %) %) %) %) %) %) %) %) %) %) %) %) %)
polyp
Melaena 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
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Nausea 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 1(20.00

%) %) %) %) %) %) %) %) %) %) %) %) %)
Neutropen 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ic colitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Oesophagi 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
tis %) %) %) %) %) %) %) %) %) %) %) %) %)
Oral pain 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00

%) %) %) %) %) %) %) %) %) %) %) %) %)
Rectal 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00
haemorrha %) %) %) %) %) %) %) %) %) %) %) %) %)
ge
Small 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 1(33.33 0(0.00 0 (0.00 0(0.00 0(0.00
intestinal %) %) %) %) %) %) %) %) %) %) %) %) %)
obstructio

n
Stomatitis ~ 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00

%) %) %) %) %) %) %) %) %) %) %) %) %)
Subileus 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Terminal 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ileitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Toothache 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Upper 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
gastrointe %) %) %) %) %) %) %) %) %) %) %) %) %)
stinal
haemorrha
ge
Vomiting 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0¢(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
General
disorders
and
administrati
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on site
conditions

Chest pain 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0(0.00 1(14.29 0(0.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

Chills 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

Disease 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00

progressio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Fatigue 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0(0.00 1(20.00 1(20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

General 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 1(10.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0(0.00

physical %) %) %) %) %) %) %) %) %) %) %) %) %)

health

deteriorati

on

Influenza 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0(0.00

like illness %) %) %) %) %) %) %) %) %) %) %) %) %)

Malaise 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

Mucosal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

inflammati %) %) %) %) %) %) %) %) %) %) %) %) %)

on

Mucosal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

ulceration %) %) %) %) %) %) %) %) %) %) %) %) %)

Non- 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00

cardiac %) %) %) %) %) %) %) %) %) %) %) %) %)

chest pain

Oedema 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00

peripheral %) %) %) %) %) %) %) %) %) %) %) %) %)

Pain 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

Peripheral 0 (0.00 0 (0.00 0(0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

swelling %) %) %) %) %) %) %) %) %) %) %) %) %)
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Physical 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
deconditio %) %) %) %) %) %) %) %) %) %) %) %) %)
ning
Pyrexia 1(33.33 0(0.00 1(20.00 1(33.33 1(50.00 0(0.00 3(30.00 0¢(0.00 0 (0.00 0 (0.00 0(0.00 2(40.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Hepatobiliar
y disorders
Biliary 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
colic %) %) %) %) %) %) %) %) %) %) %) %) %)
Cholecysti 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
tis %) %) %) %) %) %) %) %) %) %) %) %) %)
Hepatitis 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Immune
system
disorders
Haemoph 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
agocytic %) %) %) %) %) %) %) %) %) %) %) %) %)
lymphohist
iocytosis
Infections
and
infestations
Abdominal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
sepsis %) %) %) %) %) %) %) %) %) %) %) %) %)
Abscess 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Abscess 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
limb %) %) %) %) %) %) %) %) %) %) %) %) %)
Adenoviru 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s infection %) %) %) %) %) %) %) %) %) %) %) %) %)
Anal 0(0.00 1(25.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
abscess %) %) %) %) %) %) %) %) %) %) %) %) %)
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Anal 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
infection %) %) %) %) %) %) %) %) %) %) %) %) %)
Anorectal 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00 0¢(0.00
infection %) %) %) %) %) %) %) %) %) %) %) %) %)
Arthritis 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
bacterial %) %) %) %) %) %) %) %) %) %) %) %) %)
Aspergillu 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s infection %) %) %) %) %) %) %) %) %) %) %) %) %)
Atypical 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pneumoni %) %) %) %) %) %) %) %) %) %) %) %) %)
a
Bacteraem 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
ia %) %) %) %) %) %) %) %) %) %) %) %) %)
Bacterial 0(0.00 0 (0.00 0(0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pyeloneph %) %) %) %) %) %) %) %) %) %) %) %) %)
ritis
Bacterial 0(0.00 1(25.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
sepsis %) %) %) %) %) %) %) %) %) %) %) %) %)
Bacteriuria 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00 0¢(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Bronchopu 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
Imonary %) %) %) %) %) %) %) %) %) %) %) %) %)
aspergillos
is
Cellulitis 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0¢(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Clostridiu 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
m difficile %) %) %) %) %) %) %) %) %) %) %) %) %)
colitis
COVID-19 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
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COVID-19 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pneumoni %) %) %) %) %) %) %) %) %) %) %) %) %)
a
Device 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
related %) %) %) %) %) %) %) %) %) %) %) %) %)
infection
Diverticuliti 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s %) %) %) %) %) %) %) %) %) %) %) %) %)
Ear 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
infection %) %) %) %) %) %) %) %) %) %) %) %) %)
bacterial
Encephalit 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0(0.00 1(20.00 0(0.00
is %) %) %) %) %) %) %) %) %) %) %) %) %)
Endocardit 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
is %) %) %) %) %) %) %) %) %) %) %) %) %)
Enterococ 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
cal %) %) %) %) %) %) %) %) %) %) %) %) %)
bacteraem
ia
Escherichi 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a sepsis %) %) %) %) %) %) %) %) %) %) %) %) %)
Fungal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
infection %) %) %) %) %) %) %) %) %) %) %) %) %)
Fungal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
sepsis %) %) %) %) %) %) %) %) %) %) %) %) %)
Gastroent 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
eritis %) %) %) %) %) %) %) %) %) %) %) %) %)
norovirus
Gastroent 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
eritis viral %) %) %) %) %) %) %) %) %) %) %) %) %)
Infection 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
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Influenza 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(1429 0(0.00 0(0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Klebsiella 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
sepsis %) %) %) %) %) %) %) %) %) %) %) %) %)
Lower 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
respiratory %) %) %) %) %) %) %) %) %) %) %) %) %)
tract
infection
Myelitis 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Neutropen 1(33.33 0(0.00 2(40.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00
ic sepsis %) %) %) %) %) %) %) %) %) %) %) %) %)
Osteomyel 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
itis %) %) %) %) %) %) %) %) %) %) %) %) %)
Otitis 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
externa %) %) %) %) %) %) %) %) %) %) %) %) %)
Parainflue 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
nzae virus %) %) %) %) %) %) %) %) %) %) %) %) %)
infection
Periorbital 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
cellulitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Peritonitis 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Pharyngiti 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s %) %) %) %) %) %) %) %) %) %) %) %) %)
Pneumoco 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ccal %) %) %) %) %) %) %) %) %) %) %) %) %)
sepsis
Pneumoni 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 1(16.67 0(0.00 1(1429 0(0.00 1(20.00 2(40.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Pneumoni 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a fungal %) %) %) %) %) %) %) %) %) %) %) %) %)
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Pneumoni 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
staphyloco
ccal
Pseudomo 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
nal sepsis %) %) %) %) %) %) %) %) %) %) %) %) %)
Pseudomo 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
nas %) %) %) %) %) %) %) %) %) %) %) %) %)
infection
Pyeloneph 0 (0.00 0 (0.00 0(0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ritis %) %) %) %) %) %) %) %) %) %) %) %) %)
Respirator 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00
y tract %) %) %) %) %) %) %) %) %) %) %) %) %)
infection
Sepsis 1(33.33 0(0.00 1(20.00 0(0.00 0 (0.00 0(0.00 1(10.00 0¢(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Septic 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
shock %) %) %) %) %) %) %) %) %) %) %) %) %)
Serratia 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
sepsis %) %) %) %) %) %) %) %) %) %) %) %) %)
Sinusitis 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Skin 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00
infection %) %) %) %) %) %) %) %) %) %) %) %) %)
Staphyloc 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
occal %) %) %) %) %) %) %) %) %) %) %) %) %)
sepsis
Stenotrop 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
homonas %) %) %) %) %) %) %) %) %) %) %) %) %)
infection
Systemic 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0¢(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mycosis %) %) %) %) %) %) %) %) %) %) %) %) %)
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Tooth 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
abscess %) %) %) %) %) %) %) %) %) %) %) %) %)
Upper 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
respiratory %) %) %) %) %) %) %) %) %) %) %) %) %)
tract
infection
Urinary 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
tract %) %) %) %) %) %) %) %) %) %) %) %) %)
infection
Vascular 0(0.00 1(25.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
device %) %) %) %) %) %) %) %) %) %) %) %) %)
infection
Viral upper 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
respiratory %) %) %) %) %) %) %) %) %) %) %) %) %)
tract
infection
Wound 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
infection %) %) %) %) %) %) %) %) %) %) %) %) %)

Injury,

poisoning

and

procedural

complicatio

ns
Fall 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

%) %) %) %) %) %) %) %) %) %) %) %) %)
Fat 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
embolism %) %) %) %) %) %) %) %) %) %) %) %) %)
Femoral 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
neck %) %) %) %) %) %) %) %) %) %) %) %) %)
fracture
Femur 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
fracture %) %) %) %) %) %) %) %) %) %) %) %) %)
Fracture 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
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Head 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
injury %) %) %) %) %) %) %) %) %) %) %) %) %)
Infusion 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
related %) %) %) %) %) %) %) %) %) %) %) %) %)
reaction
Procedural 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Subdural 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
haemorrha %) %) %) %) %) %) %) %) %) %) %) %) %)
ge
Transfusio 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
n reaction %) %) %) %) %) %) %) %) %) %) %) %) %)
Transfusio 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
n related %) %) %) %) %) %) %) %) %) %) %) %) %)
complicati
on

Investigatio

ns
Body 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
temperatur %) %) %) %) %) %) %) %) %) %) %) %) %)
e
increased
Gamma- 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
glutamyltr %) %) %) %) %) %) %) %) %) %) %) %) %)
ansferase
increased
Influenza 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
A virus %) %) %) %) %) %) %) %) %) %) %) %) %)
test
positive
SARS- 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
CoV-2 test %) %) %) %) %) %) %) %) %) %) %) %) %)
positive
Troponin 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
increased %) %) %) %) %) %) %) %) %) %) %) %) %)
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Metabolism
and
nutrition
disorders
Hyperglyc 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
aemia %) %) %) %) %) %) %) %) %) %) %) %) %)
Hyponatra 0 (0.00 0 (0.00 0(0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
emia %) %) %) %) %) %) %) %) %) %) %) %) %)
Tumour 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
lysis %) %) %) %) %) %) %) %) %) %) %) %) %)
syndrome
Musculoske
letal and
connective
tissue
disorders
Arthritis 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Back pain 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Interverteb 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ral disc %) %) %) %) %) %) %) %) %) %) %) %) %)
degenerati
on
Joint 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
effusion %) %) %) %) %) %) %) %) %) %) %) %) %)
Muscular 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
weakness %) %) %) %) %) %) %) %) %) %) %) %) %)
Myositis 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0¢(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Neoplasms
benign,
malignant
and
unspecified
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(incl cysts

and polyps)
Acute 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
myeloid %) %) %) %) %) %) %) %) %) %) %) %) %)
leukaemia
Central 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
nervous %) %) %) %) %) %) %) %) %) %) %) %) %)
system
leukaemia
Chronic 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
myelomon %) %) %) %) %) %) %) %) %) %) %) %) %)
ocytic
leukaemia
Colorectal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
adenoma %) %) %) %) %) %) %) %) %) %) %) %) %)
Malignant 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
neoplasm %) %) %) %) %) %) %) %) %) %) %) %) %)
progressio

n

Metastase 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
sto %) %) %) %) %) %) %) %) %) %) %) %) %)
meninges

Nervous
system
disorders

Encephalit 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 1(20.00
is %) %) %) %) %) %) %) %) %) %) %) %) %)
autoimmu

ne

Haemorrh 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0(0.00 0(0.00 1(16.67 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00
age %) %) %) %) %) %) %) %) %) %) %) %) %)
intracrania

|

Headache 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 1(20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
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Lethargy 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Subarachn 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
oid %) %) %) %) %) %) %) %) %) %) %) %) %)
haemorrha
ge
Syncope 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

Transient 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ischaemic %) %) %) %) %) %) %) %) %) %) %) %) %)
attack

Psychiatric

disorders
Confusion 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
al state %) %) %) %) %) %) %) %) %) %) %) %) %)
Hallucinati 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Mental 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
status %) %) %) %) %) %) %) %) %) %) %) %) %)
changes
Suicide 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
attempt %) %) %) %) %) %) %) %) %) %) %) %) %)

Renal and

urinary

disorders
Acute 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
kidney %) %) %) %) %) %) %) %) %) %) %) %) %)
injury
Renal 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
colic %) %) %) %) %) %) %) %) %) %) %) %) %)

Respiratory,

thoracic

and
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mediastinal
disorders
Acute 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pulmonary %) %) %) %) %) %) %) %) %) %) %) %) %)
oedema
Dyspnoea 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Dyspnoea 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
exertional %) %) %) %) %) %) %) %) %) %) %) %) %)
Epistaxis 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Hiccups 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(100.0 0¢(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) 0%) %) %) %) %) %) %) %)
Hypoxia 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Immune- 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mediated %) %) %) %) %) %) %) %) %) %) %) %) %)
lung
disease
Interstitial 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
lung %) %) %) %) %) %) %) %) %) %) %) %) %)
disease
Lung 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
disorder %) %) %) %) %) %) %) %) %) %) %) %) %)
Organising 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pneumoni %) %) %) %) %) %) %) %) %) %) %) %) %)
a
Painful 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
respiration %) %) %) %) %) %) %) %) %) %) %) %) %)
Pleural 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
effusion %) %) %) %) %) %) %) %) %) %) %) %) %)
Pneumonit 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
is %) %) %) %) %) %) %) %) %) %) %) %) %)
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Pulmonary 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
embolism %) %) %) %) %) %) %) %) %) %) %) %) %)
Respirator 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
y distress %) %) %) %) %) %) %) %) %) %) %) %) %)
Respirator 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
y failure %) %) %) %) %) %) %) %) %) %) %) %) %)

Skin and

subcutaneo

us tissue

disorders
Acute 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
febrile %) %) %) %) %) %) %) %) %) %) %) %) %)
neutrophili
c
dermatosi
s
Rash 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00 0¢(0.00

%) %) %) %) %) %) %) %) %) %) %) %) %)

Rash 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
maculo- %) %) %) %) %) %) %) %) %) %) %) %) %)
papular
Skin 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
haemorrha %) %) %) %) %) %) %) %) %) %) %) %) %)
ge

Vascular

disorders
Deep vein 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
thrombosi %) %) %) %) %) %) %) %) %) %) %) %) %)
s
Embolism 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(100.0 0¢(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

%) %) %) %) %) 0%) %) %) %) %) %) %) %)

Haemato 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00
ma %) %) %) %) %) %) %) %) %) %) %) %) %)
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Hypotensi 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00 0¢(0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Thrombop 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
hlebitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Arm 6 and HMA only
MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
240 mg 400 mg 800 mg 240 mg 400 mg 800 mg 400 mg 800 mg
Q2w + Q2w + Q4w + Q2w + Q2w + Q4W + Q2w + Q4W +
Azacitidin  Azacitidin  Azacitidin  Azacitidin  Azacitidin Azacitidin  Azacitidin  Azacitidin
e75 e75 e75 e75 e75 e75 e75 e75 Decitabin  Azacitidin
mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 e 20 e75
AML AML AML MDS MDS MDS CMML CMML mg/m2 mg/m2
N=6 N=14 N=6 N=5 N=19 N=19 N=5 N=5 N=5 N=4
Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: HMA only:  HMA only:
Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety
dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto
150 days 150 days 150 days 150 days 150 days 150 days 150 days 150 days 30 days 30 days
after last after last after last after last after last after last after last after last after last after last
dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of
Arm/Group MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 decitabine  azacitidine
Description or30days or30days or30days or30days or30days or30days or30days or 30 days
after last after last after last after last after last after last after last after last
dose of dose of dose of dose of dose of dose of dose of dose of
azacitidine  azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine azacitidine
whichever  whichever  whichever  whichever  whichever  whichever  whichever  whichever
is the is the is the is the is the is the is the is the
latest latest latest latest latest latest latest latest
Total # Affected by 3 10 5 1 8 13 3 1 4 4
any Serious
Adverse Event
6 14 6 5 19 19 5 5 5 4

Total # at Risk by
any Serious
Adverse Event
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Blood and

lymphatic system

disorders
Anaemia 2(33.33%) 1(7.14%) 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Febrile 3(50.00%) 2(14.29%) 2(33.33%) 1(20.00%) 1(5.26%) 7 (36.84%) 0(0.00%) 0(0.00%) 1(20.00% 1 (25.00%)
neutropenia )
Leukocytosis 0(0.00%) 0(0.00%) 1(16.67%) 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Splenomegaly 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Thrombocytopeni 0 (0.00%)  1(7.14%)  0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
a

Cardiac disorders

Acute coronary 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
syndrome

Acute myocardial 0 (0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

infarction

Angina pectoris 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Atrial fibrillation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(25.00%)

Atrial tachycardia 0(0.00%) 0(0.00%) 0(0.00%) 1(20.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

ﬁltriolzlentricular 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
oc

Atrioventricular 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

block complete

Cardiac failure 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2 (50.00%)

Cardiac failure 0(0.00%) 0(0.00%) 1(16.67%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(20.00% 0 (0.00%)

acute )

Cardiac failure 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

congestive

Qarc#pyascular 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

insufficiency
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Palpitations 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pericarditis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Eye disorders

Diplopia 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Optic nerve 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
disorder
Retinal 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1(20.00%) 0 (0.00%) 0 (0.00%)
detachment
Uveitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Gastrointestinal
disorders
Abdominal 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
distension
Abdominal pain 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Anal fissure 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Anal fistula 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Colitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Constipation 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (5.26%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Diarrhoea 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Gastric 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
haemorrhage
Gastrointestinal 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
haemorrhage

Gingival bleeding 0 (0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Haematochezia 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Large intestine 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
polyp
Melaena 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Nausea 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Neutropenic colitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (5.26%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Oesophagitis 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Oral pain 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Rectal 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
haemorrhage
Small intestinal 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
obstruction
Stomatitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Subileus 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Terminal ileitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Toothache 1(16.67%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Upper 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1(20.00% 0 (0.00%)
gastrointestinal )
haemorrhage
Vomiting 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

General disorders

and administration

site conditions
Chest pain 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Chills 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Disease 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
progression
Fatigue 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

General physical 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
health

deterioration

Influenza like 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
iliness

Malaise 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
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Mucosal 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

inflammation

Mucosal 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

ulceration

Non-cardiac chest 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

pain

Oedema 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

peripheral

Pain 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Peripheral 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

swelling

Physical 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

deconditioning

Pyrexia 0(0.00%) 2(14.29%) 2(33.33%) 0(0.00%) 3(15.79%) 2(10.53%) 1(20.00%) 0(0.00%) 2 (40.00% 1 (25.00%)
)

Hepatobiliary

disorders

Biliary colic 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Cholecystitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Hepatitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Immune system

disorders

Haemophagocytic 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

lymphohistiocytosi

s

Infections and

infestations

Abdominal sepsis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Abscess 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1(20.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Abscess limb 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Adenovirus 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
infection

Anal abscess 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Anal infection 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Anorectal 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
infection

Arthritis bacterial 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Aspergillus 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
infection

Atypical 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1(20.00% 0 (0.00%)
pneumonia )

Bacteraemia 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Bacterial 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
pyelonephritis

Bacterial sepsis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Bacteriuria 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Bronchopulmonar 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
y aspergillosis

Cellulitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)

Clostridium 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)

difficile colitis

COVID-19 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1 (25.00%)

COVID-19 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)

pneumonia

Device related 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)

infection

Diverticulitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (5.26%) 0 (0.00%) 0(0.00%) 1(20.00% 0 (0.00%)
)

Ear infection 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)

bacterial
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Encephalitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Endocarditis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Enterococcal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
bacteraemia

Escherichia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
sepsis

Fungal infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Fungal sepsis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
G%@mmmS 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
norovirus

Qa:sltroenteritis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
vira

Infection 0(0.00%) 0(0.00%) 1(16.67%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Influenza 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Klebsiella sepsis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lower respiratory 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
tract infection

Myelitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Neutropenic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
sepsis

Osteomyelitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Otitis externa 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Parainfluenzae 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
virus infection

Periorbital 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
cellulitis

Peritonitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Pharyngitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Pneumococcal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
sepsis

Pneumonia 1(16.67%) 4(28.57%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pneumonia fungal 0 (0.00%) 0(0.00%) 1(16.67%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pneumonia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
staphylococcal

Pseudomonal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
sepsis

Pseudomonas 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
infection

Pyelonephritis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Respiratory tract 0(0.00%) 1(7.14%) 1(16.67%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2 (50.00%)
infection

Sepsis 0(0.00%) 0(0.00%) 1(16.67%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Septic shock 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 1(5.26%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Serratia sepsis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Sinusitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Skin infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Staphylococcal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
sepsis

Stenotrophomona 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
s infection

Systemic mycosis 0 (0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Tooth abscess 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Upper respiratory 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
tract infection

Urinary tract 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0(0.00%) 0(0.00%) 1 (25.00%)
infection
Vascular device 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
infection
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Viral upper 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
respiratory tract
infection

Wound infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Injury, poisoning
and procedural
complications

Fall 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Fat embolism 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Femoral neck 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
fracture

Femur fracture 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Fracture 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Head injury 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Infusion related 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
reaction

Procedural pain 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Subdural 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
haemorrhage

Transfusion 0 (0.00%) 0(0.00%) 1(16.67%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
reaction

Transfusion 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
related

complication

Investigations

Body temperature 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
increased

Gamma- 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
glutamyltransferas
e increased
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Influenza A virus 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
test positive

SARS-CoV-2 test 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (5.26%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
positive

Troponin 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1(20.00% 0 (0.00%)
increased )

Metabolism and

nutrition disorders

Hyperglycaemia 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hyponatraemia 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Tumour lysis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
syndrome

Musculoskeletal

and connective

tissue disorders

Arthritis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Back pain 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1(20.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Intervertebral disc 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (5.26%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
degeneration

Joint effusion 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Muscular 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
weakness

Myositis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Neoplasms benign,

malignant and

unspecified (incl

cysts and polyps)

Acute myeloid 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
leukaemia

Central nervous 1(16.67%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

system leukaemia
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Chronic 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
myelomonocytic

leukaemia

Colorectal 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
adenoma

Malignant 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (5.26%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
neoplasm

progression

Metastases to 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
meninges

Nervous system

disorders

Encephalitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
autoimmune

Haemorrhage 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
intracranial

Headache 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lethargy 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Subarachnoid 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
haemorrhage

Syncope 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1(20.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Transient 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
ischaemic attack

Psychiatric

disorders

Confusional state 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hallucination 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Mental status 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
changes

Suicide attempt 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Renal and urinary

disorders
Acute kidney 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
injury
Renal colic 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)

Respiratory,

thoracic and

mediastinal

disorders
Acute pulmonary 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1(20.00% 0 (0.00%)
oedema )
Dyspnoea 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (5.26%) 0(0.00%) 1(20.00%) 0 (0.00%) 0 (0.00%)
Dyspnoea 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
exertional
Epistaxis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 1(20.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Hiccups 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Hypoxia 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Immune-mediated 1 (16.67%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
lung disease
Interstitial lung 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
disease
Lung disorder 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Organising 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
pneumonia
Painful respiration 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Pleural effusion 0 (0.00%) 1(7.14%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Pneumonitis 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1(5.26%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Pulmonary 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
embolism
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Respiratory 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
distress

Respiratory failure 0 (0.00%)  0(0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1 (25.00%)

Skin and
subcutaneous
tissue disorders

Acute febrile 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 1 (5.26%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
neutrophilic
dermatosis

Rash 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Rash maculo- 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
papular

Skin haemorrhage 0 (0.00%)  0(0.00%)  0(0.00%)  0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Vascular disorders

Deep vein 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
thrombosis

Embolism 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Haematoma 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hypotension 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Thrombophlebitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Other (Not Including Serious) Adverse Events
Time Frame On-treatment and post-treatment safety follow-up: from (1) first dose of study medication to 150 days after last dose of MBG453 or

PDRO001 or (2) 30 days after last dose of decitabine or azacitidine, whichever is the latest, up to 2.2 years (Arm 1), 3.3 years (Arm 2),
4.7 years (Arm 3), 1.3 years (Arm 4), 0.9 years (Arm 5), 4.6 years (Arm 6) and 4 months (HMA only).
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Deaths in survival period: from (1) 151 days after last dose of MBG453 or PDRO0O01, or (2) 31 days after last dose of decitabine or
azacitidine, until end of study (maximum 4.6 years).

Additional Deaths in the survival period are not considered Adverse Events (AEs). No AEs were collected in the survival period.
Description

Source Vocabulary

for Table Default MedDRA (26.1)

Collection
Approach for Table Systematic Assessment
Default
Frequent Event Reporting Threshold 5%
Arm 1 and 2
PDRO001 PDR001 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
400 mg 400 mg 240 mg 400 mg 800 mg 240 mg 400 mg 800 mg MBG453 MBG453 MBG453
Q4W + Q4W + Q2w + Q2w + Q4W + Q2w + Q2w + Q4W + 240 mg 400 mg 800 mg
Decitabi Decitabin Decitabi Decitabi Decitabi Decitabi Decitabi Decitabi Q2w + Q2w + Q4w +
ne 20 e 20 ne 20 ne 20 ne 20 ne 20 ne 20 ne 20 Dec 20 Dec 20 Dec 20
mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2
AML MDS AML AML AML MDS MDS MDS CMML CMML CMML
N=13 N=3 N=12 N =23 N =16 N=9 N=9 N=8 N=1 N=3 N=1
Arm 1: Arm 1: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2: Arm 2:
Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety
data up data up to data up data up data up data up data up data up dataupto dataup dataupto
Arm/Group to 150 150 days to 150 to 150 to 150 to 150 to 150 to 150 150 days to 150 150 days
Description days after last days days days days days days after last days after last

after last dose of after last  afterlast  afterlast afterlast afterlast after last dose of after last dose of
dose of PDRO001 dose of dose of dose of dose of dose of dose of MBG453 dose of MBG453
PDRO001 or 30 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 or 30 MBG453 or 30
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or 30 days after or 30 or 30 or 30 or 30 or 30 or 30 days after or 30 days after
days last dose days days days days days days last dose days last dose
after last of after last  afterlast  afterlast afterlast afterlast after last of after last of
dose of  decitabine dose of dose of dose of dose of dose of dose of  decitabine  dose of  decitabine
decitabin , decitabin  decitabin  decitabin  decitabin  decitabin  decitabin , decitabin ,
e, whichever e, e, e, e, e, e, whichever e, whichever
whicheve is the whicheve whicheve whicheve whicheve whicheve whicheve is the whichev is the
ris the latest ris the ris the ris the ris the ris the ris the latest eris the latest
latest latest latest latest latest latest latest latest
Total # Affected by
any Other Adverse 12 3 12 23 16 9 9 8 1 3 1
Event
Total # at Risk by
any Other Adverse 13 3 12 23 16 9 9 8 1 3 1
Event
Blood and
lymphatic system
disorders
Anaemia 1(7.69% 2(66.67% 3 (25.00 9(39.13 6 (37.50 5 (55.56 3(33.33 2 (25.00 1(100.00 2(66.67 1 (100.00
) ) %) %) %) %) %) %) %) %) %)
0, 0, 0, 0, 0, 0, 0,
Bgne marrow 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 1 (21.11 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
failure ) ) ) ) %) ) ) )
0, 0, 0, 0, 0, 0, [
Coagulopathy 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 1 (1/:).11 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Disseminated o o o o o o o o
intravascular w%ma 0 (0.00%) owgm 1@?& O@WA 0@?& 0@?& OQWA 0 (0.00%) Omwk 0 (0.00%)
coagulation
Febrile 0(0.00% 1(33.33% 1(8.33% 2(8.70% 2(12.50 1(11.11 0(0.00% 0 (0.00% o 0 (0.00% o
neutropenia ) ) ) ) %) %) ) ) 0 (0.00%) ) 0 (0.00%)
H 0, 0, 0, 0, 0, 0, 0,
Haemorrhaglc 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 1 (:33.33 0 (0.00%)
diathesis ) ) ) ) ) ) ) %)
0, 0, 0, 0, 0, 0,
Leukocytosis 2 (1/?).38 0 (0.00%) 1 (8.)33A: 0 (0.)00 % 1 (6.)25 % 1 (2/:).11 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, [ 0, 0, 0, 0, [
Leukopenia 0 (0.)00/0 0 (0.00%) 1 (8.)33& 3 ((1)/(’:*»).04 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
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0 (0.00% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

Lymph node pain ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Lymphadenitis 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 1 (6.)25% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,
Lymphadenopathy 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Lymphadenopathy 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
mediastinal ) e ) ) ) ) ) ) R ) e
Neutropenia 3(23.08 1(33.33% 5(41.67 9(39.13 7(43.75 6(66.67 2(22.22 1(1250 1(100.00 2(66.67 1 (100.00
P %) ) %) %) %) %) %) %) %) %) %)
Pancytopenia 1 (7.)69% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
0, 0, 0, 0, 0, 0,
Splenomegaly 1 (7.)69& 0 (0.00%) 0 (0.)OOA; 0 (O.)OOA; 0 (0.)OOA) 1 (2/:).11 0 (O.)OOA 0 (0.)OOA; 1 (1(2)()).00 1 (I;’)S).SS 0 (0.00%)

. 3(23.08 2(66.67% 4(33.33 8(34.78 8(50.00 6(66.67 2(22.22 1(12.50 1(100.00 2 (66.67 1 (100.00
Thrombocytopenia

%) ) %) %) %) %) %) %) %) %) %)
Thrombocytosis 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 1 (1/;1).11 2 (3/02).22 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Cardiac disorders

Acute myocardial - 0(0.00% o ooy 0(0.00% 1(4.35% 0(000% 0(0.00% 0(0.00% 0(0.00% 00y 0(0-00% 5000
infarction ) ) ) ) ) ) ) )

Angina pectoris 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Q\tc;rr:i(;:s\i/salve 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Arrhythmia 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Atrial fibrillation 0 (O.)OO% 0 (0.00%) 1 (8.)33% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 1 (;I/f).SO 0 (0.00%) 1 (\’3/:’)3).33 0 (0.00%)
Bradycardia 0(0.00% oo, ©(000% 0(0.00% 0(000% 0(0.00% 0(0.00% 1(1250 o500 0(0.00% 5000,

) ) ) ) ) %) )
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0 (0.00% 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

Cardiac failure ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
0, 0, 0, 0, 0, 0, 0,
Cardiomyopathy 0 (O.)OO% 0 (0.00%) 0 (0.)OOA: 0 (0.)00A: 1 (6.)25A) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0,
Cpronary artery 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
disease ) ) ) ) ) ) ) )
U%Mp 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
dysfunction ) ) ) ) ) ) ) )
MWNMW 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
incompetence ) ) ) ) ) ) ) )
Mmm@m 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
ischaemia ) ) ) ) ) ) ) )
0, 0, 0, 0, 0, 0, 0,
Palpitations 0 (O.)OO% 0 (0.00%) 1 (8.)33A: 0 (0.)00A: 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
1 H 0, 0, 0, 0, 0, 0,
Perl.c.ardllal 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
calcification ) ) ) ) ) ) ) )
PMQMM 1(7.69% 2(66.67% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0 (0.00% H?SO 0 (0.00%) 0 (0.00% 0 (0.00%)
effusion ) ) ) ) ) ) ) %) )
0, 0, 0, 0, 0,
Sinus tachycardia Omy% 0 (0.00%) omgm owgm Owg% Ow$M> H¥ﬂ1 M%mﬁ 0 (0.00%) O&Wé 0 (0.00%)
&mmmmww 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
tachycardia ) ) ) ) ) ) ) )
0, 0, 0, 0, 0, 0, 0,
Tachycardia N%mb Omm%)(M%MA M%m& 1@?6 owfms H¥f1 M%m& omm%)(M%MA 0 (0.00%)
wmmmr 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
arrhythmia ) ) ) ) ) ) ) )
Congenital, familial
and genetic
disorders
Cerebrovascular
arteriovenous 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
malformation ) ) ) ) ) ) ) )
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Ear and labyrinth

disorders
Deafness 0 (0.)00% 00.00%) (8.)33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) © (o.)oo% 0 (0.00%)
Deafness bilateral  © (o.)oo% 00.00%) ° (o.)oo% 1 (4.)35% 1 (6.)25% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0(0.00%) °© (o.)oo% 0 (0.00%)
Ear congestion 0 (0.)00% 00.00%) ° (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
Ear discomfort 0 (0.)00% 00.00%) °© (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) © (0.)00% 0 (0.00%)
Ear haemorrhage (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) © (o.)oo% 0 (0.00%)
Ear pain 0 (0.)00% 00.00% © (o.)oo% 1 (4.)35% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (o.)oo% 00.00%) © (o.)oo% 0 (0.00%)
Extornal ear pain © (o.)oo% 00.00%) ° (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 1 ((1)/3).50 00.00%) ° (o.)oo% 0 (0.00%)
Tinnitus 0 (0.)00% 00.00%) ° (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 1 (1/:).11 0 (0.)00% 00.00%) © (0.)00% 1(1 02?.00
Vertigo 1 (7.)69% 00.00%) °© (0.)00% 2 (8.)70% 0 (0.)00% 0 (0.)00% 1 (1/:).11 1 (jyf).so 00.00%) © (0.)00% 0 (0.00%)
Vertigo positional (0.)00% 00.00%) °© (o.)oo% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) © (o.)oo% 0 (0.00%)
disorders
Adrer!a.l 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
insufficiency ) ) ) ) ) ) ) )
Hypothyroidism 0 (0.)00% 2 (66).67% 1 (8.)33% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) © (0.)00% 0 (0.00%)
E;ig:)?%midism 1 (7.)69% 00.00%) °© (0.)00% 0 (0.)00% 0 (0.)00% 1 (1/:)'11 0 (0.)00% 0 (0.)00% 00.00%) © (0.)00% 0 (0.00%)

Eye disorders
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0(0.00% 1(33.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

Anisocoria ) ) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
0, 0,
Blindness 0 (O.)OO% 0 (0.00%) 1 (8.)33% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0, [
Cataract 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 1 (4.)35A; 0 (0.)00/0 1 (2/:).11 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Conjunctival 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
haemorrhage ) ) ) ) ) ) ) )
_anjl_mctival 1(7.69% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
irritation ) ) ) ) ) ) ) )
0,
Dry eye 0 (O.)OO% 0 (0.00%) 1 (8.)33% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00/o 0 (0.00%)
0, 0,
Eye haemorrhage 1 (7.)69% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, [
Eye irritation 0 (0.)00% 0 (0.00%) 1 (8.)33% 0 (O.)OO% 0 (O.)OO% 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0,
Eye pain 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOA) 0 (0.00%)
0, 0, 0,
Eyelid disorder 0 (0.)00% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOA) 0 (0.00%)
0, 0,
Eyelid oedema 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,
Glaucoma 0 (O.)OOA 0 (0.00%) 0 (0.)OOA; 0 (O.)OOA; 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Ocular . 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
hyperaemia ) ) ) ) ) ) ) )
Retinal 1(7.69% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
detachment ) ) ) ) ) ) ) )
Retinal 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
haemorrhage ) ) ) ) ) ) ) )
0, 0,
Retinopathy 0 (O.)OO% 0 (0.00%) 1 (8.)33% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
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0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

Uveitis ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Vision blurred 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Visual field defect 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Visual impairment 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Vitreous floaters 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) ) ) ) ‘ ) '
Gastrointestinal
disorders
Abdominal 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
discomfort ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Abdominal 0 (0.00% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
distension ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Abdominal hernia 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) e ) ) ) ) ) ) e ) R
Abdominal pain 2 (1/5).38 0 (0.00%) 2 (1/6).67 1 (4.)35% 1 (6.)25% 1 (2/1).11 1 (;|/1).11 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Abdominal pain 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 1(11.11 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
lower ) ' ) ) ) ) %) ) ‘ ) ‘
Abdominal pain 1(7.69% 0 (0.00%) 0(0.00% 1(4.35% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0(0.00% 1 (100.00
upper ) ' ) ) ) ) ) ) ’ ) %)
Aerophagia 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0 (0.00% 1(11.11 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) %) ) ) ’ ) ’
Anal erythema 1(7.69% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) e ) ) ) ) ) ) e ) R
Anal fissure 1 (7.)69% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Anal incontinence 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

) ) ) ) ) ) )
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0 (0.00%

1(8.33%

1(4.35%

0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

Aphthous ulcer ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Ascitos 0 (0.)00% 00.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
Coliis 0 (o.)oo% 0000%) ° (o.)oo% 1 (4.)35% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 00.00% © (o.)oo% 0 (0.00%)
Constipation 4 (32())).77 2 (66).67% 4 (3‘/(::,).33 5 (3/:).74 2 (1/02).50 3 ('323).33 3 (325).33 3 (g,/z).so 0000%) | (32).33 0 (0.00%)
Dental caries 0 (0.)00% 0000%) (8.)33% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Diarrhoo 4 (g,/i)).w 2 (66).67% 6 (g;/(())).oo 7 (52)).43 5 (g/:).zs 3 (33).33 4 (;:1).44 2 (g/f).oo 1(1 02()).00 1 (3,/(::,).33 0 (0.00%)
Dry mouth 0 (0.)00% 0(0.00%) ° (o.)oo% 1 (4.)35% 1 (6.)25% 0 (0.)00% 1 (1/:).11 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
Dyspepsia 0 (o.)oo% 1 (33).33% 0 (o.)oo% 1 (4.)35% 0 (o.)oo% 0 (o.)oo% 1 (1/:).11 1 ((1)/3).50 00.00%) © (o.)oo% 0 (0.00%)
Dysphagia 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Faccaloma 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Flatulonce 0 (0.)00% 00.00%) © (o.)oo% 1 (4.)35% 0 (0.)00% 1 (2/:).11 1 (1/:).11 0 (o.)oo% 00.00%) ° (o.)oo% 0 (0.00%)
Gastric 0(0.00% 000y ©©00% 0(000% 0(0.00% 0(000% 0(0.00% 0(0.00% oo 0(000% oo
aemorrhage ) ) ) ) ) ) ) )
Eastrointestinal 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
aemorrhage ) ) ) ) ) ) ) )
Gastrooesophage 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 1 (6.)25% 1 (1/:)'11 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Gingival bleeding  ° (0.)00% 0000%) (8.)33% 2 (8.)70% 2 ((1)/3).50 0 (0.)00% 0 (0.)00% 0 (0.)00% 0000%) | (3/:')3).33 0 (0.00%)
Gingival pain 1769% (0005 O0(000% 0(000% 0(0.00% 0(0.00% 0(000% 0(0.00% g ooe 000.00% o000

)

)

)

)

)

)

)

)
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0 (0.00% 1(8.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

Gingival swelling ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Glossodynia 0 (0.)00% 00.00%) ° (o.)oo% 1 (4.)35% 0 (0.)00% 1 (2/:).11 0 (0.)00% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
Haematochezia 0 (o.)oo% 00.00%) ° (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0(0.00%) °© (o.)oo% 0 (0.00%)
Haemorthoids 1 (7.)69% 1 (33).33% 1 (8.)33% 1 (4.)35% 1 (6.)25% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0(0.00%) O (0.)00% 0 (0.00%)
mfgmggrsh;dlds 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) (3‘/3).33 0.(0.00%)
A
g}gl)oaesthesia 0 (0.)00% 00.00%) ° (o.)oo% 1 (4.)35% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
lous 0 (0.)00% 00.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
;slrgg intestine 0 (o.)oo% 00.00%) ° (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0(0.00%) O (o.)oo% 0 (0.00%)
Lip dry 0 (0.)00% 00.00%) © (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
Lip erythema 0 (0.)00% 00.00%) © (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
Lip swelling 0 (0.)00% 00.00%) © (o.)oo% 1 (4.)35% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 00.00%) ° (o.)oo% 0 (0.00%)
Lip ulceration 0 (0.)00% 00.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 1 (jyf).so 0(0.00%) ° (o.)oo% 0 (0.00%)
Melaena 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0(0.00%) O (0.)00% 0 (0.00%)
'r\m/laoeur:qhorrhage 0 (0.)00% 1 (33).33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (1/:)'11 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0.(0.00%)
Mouth ulceration  © (0.)00% 00.00%) © (0.)00% 0 (0.)00% 2 ((1)/3).50 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
Nauses 8(61.54 1(33.33% 5(4167 6(2609 7(4375 3(3333  4(4444  4(50.00 o0 0000% o000

%) ) %) %) %) %) %) %) )
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0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

Odynophagia ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Oesophageal pain (0.)00% 00.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
Oral disorder 0 (o.)oo% 0000%) ° (o.)oo% 1 (4.)35% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 00.00% © (o.)oo% 0 (0.00%)
Oral mucosa 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) ° (0.)00% 0 (0.00%)
Srl;lat:ﬂl:r:(a:osd 0 (0.)00% 0 (0.00%) 1 (8.)33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
oral pain 0 (0.)00% 1 (33).33% 0 (o.)oo% 0 (0.)00% 0 (0.)00% 1 ((1)/:).11 1 ((1)/:).11 1 (1/3).50 0 (0.00%) ° (o.)oo% 0 (0.00%)
palatal swellng (0.)00% 0(0.00%) ° (o.)oo% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
Pancreatits 0 (o.)oo% 0000%) ° (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 00.00%) © (o.)oo% 0 (0.00%)
gizggcsigntal 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Proctalgia 2 (1/?).38 0000%) (8.)33% 1 (4.)35% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Rectal e 0 (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 0000%) (3,/(::,).33 0 (0.00%)
Rectal polyp 0 (0.)00% 00.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
Regurgitation 0 (0.)00% 00.00%) © (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
Stomatits 1 (7.)69% 00.00%) © (0.)00% 2 (8.)70% 1 (6.)25% 0 (0.)00% 1 ((1)/:).11 1 (3/3).50 0(0.00%) ° (0.)00% 0 (0.00%)
Tongue discomfort (0.)00% 00.00%) © (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Tongue 0(0.00% 000y ©©00% 1(435% 0(0.00% 0(000% 0(0.00% 0(0.00% oo 0000% oo
aemorrhage ) ) ) ) ) ) ) )
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0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

Tongue ulceration ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Toothache 0 (O.)OO% 1 (33).33% 0 (0.)00% 1 (4.)35% 1 (6.)25% 1 (2/:).11 0 (O.)OO% 1 (;I/f).SO 0 (0.00%) 0 (0.)00% 0 (0.00%)
. 4 (30.77 2(16.67 4(17.39 4 (25.00 1(11.11 1(11.11 1(12.50 1(33.33
Vomiting %) 0 (0.00%) %) %) %) %) %) %) 0 (0.00%) %) 0 (0.00%)
General disorders
and administration
site conditions
Administration site 0 (0.00% 0 (0.00%) 1(8.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
extravasation ) ) ) ) ) ) ) ) ) ) ’
Adrginistration site 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
ras ) ) ) ) ) ) ) )

. 0 (0.00% o 1(8.33% 2(8.70% 4 (25.00 2(2222 0(0.00% 1(12.50 1(100.00 2(66.67 1 (100.00
Asthenia ) 0 (0.00%) ) ) %) %) ) %) %) %) %)
Catheter site 0 (0.00% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 1 (12.50 0 (0.00%
haemorrhage ) 0 (0.00%) ) ) ) ) ) %) 0 (0.00%) ) 0 (0.00%)
Catheter site 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
inflammation ) i ) ) ) ) ) ) e ) e
Catheter site pain 1 (7.)69% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Catheter site 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
pruritus ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Catl?lgter site 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
swelling ) ) ) ) ) ) ) )

H 0, 0, 0, 0, 0, 0, 0, 0,
Cathcleter site 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
vesicles ) ) ) ) ) ) ) )
Chest discomfort 0 (0.)00% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Chest pain 0 (0.00% 0 (0.00%) 1(8.33% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

) ) ) ) ) ) )
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1(7.69% 0(0.00% 0(0.00% 0(0.00% 1(11.11 1(11.11  0(0.00% 0 (0.00%

H 0, 0, 0,
Chills | 0 (0.00%) | | | % o | 0 (0.00%) | 0 (0.00%)
Device related 0 (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0.0.00%) ° (o.)oo% 0 (0.00%)

0, 0, 0, 0, 0, 0, 0, [
Face cedema 0 (o.)oo % 00.00%) ° (o.)oo % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 0000%) ° (o.)oo % 0.0.00%)
Facial pain 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) ° (0.)00% 0 (0.00%)

. 4(30.77 2(66.67% 5(4167 B8(3478 T7(4375 0(0.00% 4 (4444 3 (37.50 .. 1(33.33 .
Fatigue o) ; o o e | o0 s 000%) AP 0(.00%)
Gait disurbance © (0.)00% 00.00%) © (o.)oo% 1 (4.)35% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 0.00%) ° (o.)oo% 0 (0.00%)
General physical
Sener 0 (0.)00% 00.00%) °© (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 1 (1/ 1).11 0 (o.)oo% 0 0.00%) ° (o.)oo% 0 (0.00%)
deterioration °

H 0, [ 0, 0, 0, 0, 0, [

g;:;;;a;sed 0 (o.)oo % 0000%) | (8.)33 % 0 (o.)oo % 1 (6.)25 % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 0000%) ° (o.)oo % 0.0.00%)
nduration 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) ° (0.)00% 0 (0.00%)
ammation 1 (7.)69% 00.00%) © (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 1 ((1)/:).11 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Influenza like 0(0.00% oo ©(000% 0(0.00% 0(000% 0(0.00% 0(0.00% 0(000% o oge 0000% o a0
illness ) ) ) ) ) ) ) )
infusion ste 0 (0.)00% 00.00%) (8.)33% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)

H H H 0, 0, 0, 0, 0, 0, 0, 0, [
Injection site 0(0.00% 1(33.33% 0(0.00% 0(0.00% 0(000% 0(0.00% 0(0.00% 0(000% o o00 0000% ooy
bruising ) ) ) ) ) ) ) ) )
Injection site 0 (0.00% 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
omontage | 0 (0.00%) | | ; | | | 0 (0.00%) | 0 (0.00%)
Injection sit 1(7.69% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
injection ste ( | 0(0.00%) 9 | ( | ( | ( | ( | ( | 0(0.00%) ¢ | 0 (0.00%)
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0 (0.00%
0 (0.00%
6 0(0.00%
6 0(0
(0.00% 0(0.00% 0(0.00% 0
.00% 0 (0.00%
0 (0.00%

Injection site pain
Ini ) 0 (0.00%)
njection site rash 0 (0.00% ) ) )
- ) 0(0.00%) 9 (000
Injection site ) po%  0(000% 0000 ) ) 0 (0.00°
reaction 0 (0.00% ) % 0(0.00% 0(0 ) .00%) .
N ) 0(0.00%) ©(0:00% 0(0.00% ) ) ( .)00% 0 (0.00% ) (0.00%)
Lithiasis 0 (0.00% ) ) b 0(0.00% 0(0.00% 1(1 ) 0(0.00%) °©00%
. . ) 0 (0.00%) 0(0.00% 0 (0.00% ) ) (0/:).11 0 (0.00% ) (0.00%)
ocalised oedema | (7-69% ) ) 0(0.00% 0(0.00% 0(0 ) 0(0.00%) ©° (0.00%
Valai ) 0(0.00%) ©(0-00% 0(000% ) ) ( .)00% 0 (0.00% ) (0.00%)
alaise 0 (0.00% ) o0k 0O 0% 00 00% g 000 0@00%
il dou ) 0(000%) ©(0.00% 0(0.00% ) ) ( -)00% 0 (0.00% ) (0.00%)
oain vice 0 (0.00% ) ) s 0(0.00% 1(11.11 0 ) 0 (0.00%) 0 (0.00%
" ) 0 (0.00%) 0(0.00% 1 (4.35% ) %) (0.)00% 0 (0.00% ) 0 (0.00%)
ucosal dryness  © (0-00% ) ) o 0 (0.)00% 00.00% 00 ) 0(0.00%) 0000% 4
0,
Mucosal ) 0(0.00%) ©(0:00% 0 (0.00% ) ')OOA’ 0 (0.00% ) (0.00%)
. : (o)
inflammation 0 (0.00% ) ) 0(0.00% 0(0.00% 0(0 ) 00.00%) ©000%
) 0(000%) 1(833% 1(435% ) ) ( .)00% 0 (0.00% ) (0.00%)
Nodule 0 (0.00% ) 0o 0(000% 1(11.11 1 ) 0(0.00%) °000% 4
Non-cardia ) 0 (0.00%) 0(0.00% 0 (0.00% ) %) (;l/:)-“ 0 (0.00% ) (0.00%)
pain cchest  0(0.00% ) ) o 0(0.00% 0(0.00% O ) 0(0.00%) 0(0:00%
) 0(0.00%) ©(000% 0(0.00% ) ) (0.)00% 0 (0.00% ) 0 (0.00%)
Oedema 0 (0.00% ) ') o 0 (0.)00% 0 000% 222 ) 0 (0.00%) 0(0.00%
peripheral 0(0.00% 2 (66 ) ) (0.00% 0(0.00% 0 ) 0(0.00%) ° 0%
) )-67% (1667 2(8.70° ) ) (O.)oo% 0 10.00% ) 0 (0.00%)
: 0% :
e 0(0.00% %) ) 5(?/1)'25 0(0.00% 6 (66 ) 00.00%) °OP% o
(o)
—— ) 0(0.00%) ©(0:00% 0(0.00% ) % )'67 3(37.50 ) (0.00%)
swelling 0 (0.00% ) ) 0(0.00% 0(0.00% O %) 0(0.00%) ©(0:00%
; ) 0(0.00%) ©°(0.00° ) (0.00% 0 (0.00° ) 0 (0.00%)
PhYS|ca| ) %o 2 (870% 0 ) ) ( 00%
deconditioning 0 (0.00% ) ) 0.00% 1(11.11  1(1 ) 0(0.00%) 9000%
) 0(0.00%) ©0(0:00% 0(0.00% ) %) (0/:)-11 0 (0.00% ) (0.00%)
) 6 1(6.25% 0 . ) 0 (0.00%) 0 (0.00%
) (0.00% 0 (0 0
) ) (0.00% 0 (0.00% ) (0.00%)
) ) 0 (0.00%) 0 (0.00%
) 0 (0.00%)
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Puncture site 0 (0.00% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

erythema ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Pyrexia 2 (1/?).38 0 (0.00%) 2 (;IAE)S).67 1 (4.)35% 2 (:/3).50 0 (0.)00% 1 (1/:).11 2 (g/f).oo 0 (0.00%) 0 (0.)00% 0 (0.00%)
Swelling face 0 (o.)oo% 0(0.00%) ©° (o.)oo% 1 (4.)35% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0(0.00%) © (o.)oo% 0 (0.00%)

Hepatobiliary

disorders
ﬁs;(;itrir:i?une 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 ((1)/:).11 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Bile duct stone 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Biliary colic 0 (O.)OO% 1 (33).33% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Cholecystitis 0 (o.)oo% 0(0.00%) ©° (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0(0.00%) © (o.)oo% 0 (0.00%)
Hepatic lesion 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (;I/:).ﬂ 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Hepatitis 0 (0.)00% 0 (0.00%) 1 (8.)33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Hepatomegaly 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 1 (1(2)()).00 0 (0.)00% 0 (0.00%)
;I;patosplenomeg 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
gyperbilirubinaemi 0 (0.)00% 1 (33).33% 0 (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Jaundice 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (10(/1()).00 0 (0.)00% 0 (0.00%)
Periportal oedema 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

) ) ) ) ) ) )

Immune system
disorders
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Drug 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

hypersensitivity ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Qraft versus host 0 (0.00% 0 (0.00%) 1(8.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
disease in skin ) ) ) ) ) ) ) )
0, 0, 0, 0, 0, 0, 0, [
Hypersensitivity 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 0 (O.)OOA; 1 (6.)25/0 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Immune system 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
disorder ) ) ) ) ) ) ) )
Infusion related
hypersensitivity 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
reaction ) ) ) ) ) ) ) )
Seasonal allergy 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (;I/:).11 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Infections and
infestations
Abscess limb 1(7.69% 1(33.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ) ) ) ) ) ) ) ’ ) ’
Abscess oral 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Anal abscess 1 (7.)69% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Anal infection 2 ((1)/05).38 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
H 0, 0, 0, 0, 0, 0, 0, 0,
s;};ﬂtrf(lania 0 (O.)OOA 0 (0.00%) 0 (0.)OOA: 0 (O.)OOA: 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, [ 0, 0, 0, 0, 0, [
Bacteraemia 0 (0.)00/0 0 (0.00%) 1 (8.)33& 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
CB::rcr}eerrial disease 1 (7.)69% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Bacterial infection 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

) ) ) ) ) ) )
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0 (0.00% 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

Bacterial sepsis ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
ilfe:esctt(i)gzstis 0 (0.)00% 00.00%) ° (o.)oo% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) °© (o.)oo% 0.(0.00%)
Bronchiolits 0 (o.)oo% 00.00%) ° (o.)oo% 1 (4.)35% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 00.00%) °© (o.)oo% 0 (0.00%)
Bronchitis 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1(1 o(/1()).00 0 (0.)00% 0 (0.00%)
Erssn;;cémggnar 1 (7.)69% 00.00%) °© (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) O (0.)00% 0.(0.00%)
Candida infection  © (0.)00% 00.00%) ° (o.)oo% 0 (0.)00% 2 ((1)/3).50 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) °© (o.)oo% 0 (0.00%)
ﬁ?et:ﬁf;r site 1 (7.)69% 00.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) °© (o.)oo% 0.(0.00%)
Collulits 1 (7.)69% 00.00%) ° (o.)oo% 0 (o.)oo% 3 (1/?).75 0 (o.)oo% 1 (1/:).11 0 (o.)oo% 00.00%) ° (o.)oo% 0 (0.00%)
Chronic sinusitis~ © (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 1 (1/:).1 1.0 (0.)00% 0 (0.)00% 0(0.00%) O (0.)00% 0 (0.00%)
ﬁlfc;itt:fr:um difficile 0 (0.)00% 00.00%) (8.)33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) O (0.)00% 0.(0.00%)
Conjunciviis 0 (0.)00% 1 (33).33% 1 (8.)33% 0 (0.)00% 0 (0.)00% 1 (2/:).11 0 (0.)00% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0.(0.00%)
COVID-A9 0 (0.)00% 00.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) ° (o.)oo% 0 (0.00%)
Cystitis 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 2 (1/02).50 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) O (0.)00% 0 (0.00%)
ﬁ}’éz?oenga""’"us 0(0.00% ooy ©@000% 1(435% 0(0.00% 0(0.00% 0(0.00% 0(0.00% a0 00.00% ¢ o006
reactivation ) ) ) ) ) ) ) )

E:(;/tigfa;ilqail;ed 0 (0.)00% 00.00%) (8.)33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) O (0.)00% 0.(0.00%)
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0 (0.00% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

Diverticulitis ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
0, 0, 0, 0,
Encephalitis 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0,
!Enterpcoccal 1(7.69% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
infection ) ) ) ) ) ) ) )
Escherichig 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 1 (11.11 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
bacteraemia ) ) ) ) %) ) ) )
_Esch(_erichia 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
infection ) ) ) ) ) ) ) )
Escherichia o o o
urinary tract 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00A> 1 ((1)/1).11 0 (0.)OOA: 0 (0.00%) 0 (0.)00/o 0 (0.00%)
infection °
0, 0, 0,
Folliculitis 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 1 (6.)25% 0 (0.)00A> 1 (1/:).11 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0,
Fungaemia 1 (7.)69% 0 (0.00%) 0 (O.)OO% 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Fungal infection 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
_Funggl skin 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
infection ) ) ) ) ) ) ) )
0, 0, 0, 0,
Furuncle 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/o 0 (0.00%)
0, 0, 0, 0,
Gastroenteritis 0 (O.)OO% 0 (0.00%) 1 (8.)33% 0 (O.)OO% 0 (0.)00% 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
141 0, 0, 0,
Qastroenterltls 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 1 (:33.33 0 (0.00%)
viral ) ) ) ) ) ) ) %)
0, 0,
Gingivitis 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (;I/:).11 0 (O.)OOA: 0 (0.00%) 0 (O.)OOAa 0 (0.00%)
Haematoma 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
infection ) ) ) ) ) ) ) )
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Helicobacter 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 1(11.11  0(0.00% 0 (0.00%

rielicobz | 0 (0.00%) | | | | o | 0 (0.00%) | 0 (0.00%)
Herpes simplex  © (0.)00% 00.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 00.00%) (::,/(::,).33 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, [

Herpes zoster 1 (7.)69/0 00.00%) ° (o.)ow, 0 (o.)oo % 0 (o.)oo % 0 (o.)00/o 0 (o.)00/o 0 (o.)ooa 0 (0.00%) ° (o.)00/o 0 (0.00%)
iuenza 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0 (0.)00% 0 (0.00%) ° (0.)00% 0 (0.00%)
Loint abscess 1 (7.)69% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Latent 0 (0.00% 0(0.00% 1(435% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

. 0 (0.00%) 0 (0.00%) 0 (0.00%)
tuberculosis ) ) ) ) ) ) ) )
Lip infection 0 (0.)00% 0(0.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
| ocaliced infection © (o.)oo% 00.00%) ° (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 1 (l/:).ﬂ 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
L irat 0 (0.00% 0(0.00% 1(435% 1(625% 0(0.00% 2(22.22 0 (0.00% 0 (0.00%
power tespiratory ( | 0(0.00%) 9 | ( | ( ; ( | (% ) ( | 0(0.00%) °f | 0 (0.00%)
Lower respiratory 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
tract infection viral ) 0(0.00%) ) ) ) ) ) ) 0(0.00%) ) 0(0.00%)
Medical device 0(0.00% oo ©(000% 0(0.00% 0(000% 0(0.00% 0(0.00% 0(000% oo 0000% o a0
site pustule ) ) ) ) ) ) ) ) ’ ) )
Metapneumovirus  1(7.69% o (o oo 0(0.00% 0(0.00% 1(625% 0(0.00% 0(000% 0(0.00% 000 0(0.00% o000
infection ) ) ) ) ) ) ) ) ) ) )
Mucosal infection © (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
Nail infoction 1 (7.)69% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Nasophayngits  0(©00% 0 0oosy 1(833% 1(435% 0(0.00% T(ILAT (1141 0(0.00% oo one 00.00% oo o0

) ) ) ) %) %) ) )

Ossophageal 0 (0.)00% 0.(0.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
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0 (0.00% 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

Onychomycosis ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Ophthalmic 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
herpes simplex ) ) ) ) ) ) ) )
0, 0, 0, 0, 0, 0,
Oral candidiasis 1 (7.)69/0 0 (0.00%) 0 (O.)OOA; 2 (8.)70A; 0 (0.)00/0 1 (3/:).11 2 (3/02).22 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 1 (102()).00
Oral herpes 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 1 (%2).33 0 (0.00%)
Oral infection 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 1 ((1)/:).11 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Orchitis 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Osteomyelitis 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
T 0, 0, 0, 0, 0, 0, 0, 0,
Osteqmyelltls 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
chronic ) ) ) ) ) ) ) )
Otitis externa 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Parainfluenzae 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 1(11.11  0(0.00% 0 (0.00% 0 (0.00%
virus infection ) 0 (0.00%) ) ) ) %) ) ) 0 (0.00%) ) 0 (0.00%)
Paronychia 0 (O.)OO% 0 (0.00%) 2 (;IAE)S).67 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,
Parotitis 0 (O.)OOA 0 (0.00%) 0 (0.)OOA: 0 (0.)00A: 0 (0.)OOA; 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Periodontitis 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Periorbital cellulitis 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) o ) ) ) ) ) ) o ) o
Pharyngitis 0 (0.)00% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 1 (6.)25% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
H 1 0, 0, 0, 0, 0, 0, 0, 0,
il:r’llfc(:ec:;?;\l/lrus 1 (7.)69A> 0 (0.00%) 0 (0.)OOA: 0 (0.)00A: 0 (0.)OOA; 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
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1(7.69% 0(0.00% 0(0.00% 3(18.75 0(0.00% 2(22.22 0(0.00% 0 (0.00%

Pneumonia ) 0 (0.00%) ) ) %) ) %) ) 0 (0.00%) ) 0 (0.00%)
Pneumonia fungal  ° (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
H 0, 0, 0, 0, 0, 0, [
EQ:&:E%?] 3 0 (o.)oo % 0000%) ° (o.)oo % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 1 (1/:).11 0 (o.)oo % 0000%) °© (o.)oo %0 (0.00%)
Preumonia viral 0 (0.)00% 00.00%) ° (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
Post procedural 1(769% ( 0ggo 0(000% 1(435% 0(0.00% 0(0.00% 0(0.00% 0(0.00% (00 0(000% o000
infection ) : ) ) ) ) ) ) ' ) '
Pseudomonas 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 1(11.11 0 (0.00% 0 (0.00%
o ) 0 (0.00%) ) ) ) ) %) ) 0 (0.00%) ) 0 (0.00%)
Pyelonephritis 0(0.00% 0% ©(000% 0(0.00% 0(0.00% 0(000% 0(0.00% 0(0.00% a0 0000% 5000
acute ) ' ) ) ) ) ) ) ‘ ) '
SRenSfi[iaatf\:iyms 0(0.00% ooy 1(833% 0(0.00% 0(0.00% 0(000% 0(0.00% 0(0.00% oo 163333 (6000
o ) aath ) ) ) ) ) ) Rt %) Rt
Respiratory tract  0(0.00% ) 500,y 0(000% 0(0.00% 0(0.00% 1(11.41 0(0.00% 0(0.00% 1(100.00 0(0.00% (500
infection ) ' ) ) ) %) ) ) %) ) ’
Rhinitis 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
Sepsis 0 (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) ° (o.)oo% 0.(0.00%)
o 2(15.38 o 0(0.00% 2(870% 1(625% 1(11.11 1(11.11 1 (12.50 o 1(33.33 .
Sinusitis %) 0 (0.00%) ) ) ) %) %) %) 0 (0.00%) %) 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, [
Skin candida 0 (o.)oo % 0000%) ° (o.)oo % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 0000%) ° (o.)oo %0 (0.00%)
Skin infection 1 (7.)69% 1 (33).33% 0 (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 1 (1/ 1).11 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
icf);tcttllziue 0 (0.)00% 1 (33).33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
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Staphylococcal 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

abSCEss ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
H 0, 0, 0, 0, 0, 0, 0, 0,
itfc;r;i)fllte 0 (O.)OOA 0 (0.00%) 0 (0.)OOA; 0 (O.)OO % O (0.)00 % O (0.)00A> 0 (O.)OOA 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
H 0, 0, 0, 0, 0, 0, 0, 0,
SE:(E):erSOSteaI 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 0 (O.)OOA; 1 (6.)25/0 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Superinfection 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Tonsilitis 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Tooth abscess 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Tooth infection 0 (O.)OO% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Upper respiratory 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 1(11.11 0(0.00% 1(100.00 1(33.33 1(100.00
tract infection ) i ) ) ) ) %) ) %) %) %)
Urethritis 0(0.00% 1(33.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ) ) ) ) ) ) ) )
1 0, 0, 0, 0, 0, 0, 0,
il:];g;irgr:ract 0 (0.)00/0 0 (0.00%) 1 (8.)33A: 1 (4.)35A: 1 (6.)25/0 0 (0.)OOA> 1 (;I/:).11 0 (O.)OOA: 0 (0.00%) 0 (O.)OOA) 0 (0.00%)
1 0, 0, 0, 0, 0, 0, 0, 0,
tngg](i:’gr:rggéterial 0 (O.)OOA 0 (0.00%) 0 (0.)OOA; 0 (O.)OOA; 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
1 0, 0, 0, 0, 0, 0, 0, 0,
i\ﬁ;gt?(ljir device 1 (7.)69& 0 (0.00%) 0 (0.)OOA; 0 (O.)OOA; 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Viral infection 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Viral upper
.refspitr.atory tract 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
infection
1 0, 0, 0, 0, 0, 0, 0, 0,
:J/:rlm\:jci)c\jlgiligal 1 (7.)69 Yo 0 (0.00%) 0 (O.)OO % O (0.)00 % O (0.)00 % O (0.)00 % 0 (0.)00 % 0 (O.)OO % 0 (0.00%) 0 (O.)OO % 0 (0.00%)
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1(7.69% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

Wound infection ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Injury, poisoning
and procedural
complications
0, 0, 0, 0,
Animal scratch 0 (o.)oo% 0(0.00%) (8.)33% 0 (o.)oo% 0 (o.)oo% 0 (o.)00/o 0 (o.)00/o 0 (O.)OOA; 0(0.00%) © (o.)00/o 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,
Ankle fracture 0 (o.)00/o 0 (0.00%) 0 (o.)ow, 0 (o.)OOA, 0 (o.)00/0 0 (o.)00/o 0 (o.)00/o 0 (O.)OOA; 0 (0.00%) 0 (o.)00/o 0 (0.00%)
0, 0, 0, 0, 0,
Arthropod bite 0 (0.)00% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 0 (0.)00/0 0 (0.)00A> 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOAa 0 (0.00%)
0, 0, 0, 0,
Avulsion fracture 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00A> 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOAa 0 (0.00%)
0, 0, 0, 0,
Bone fissure 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0,
Contusion 0 (o.)00/o 0 (0.00%) 1 (8.)33A, 2 (8.)70A, 2 (1/02).50 1 (1/:).11 0 (o.)00/o 1 ((1)/3).50 0 (0.00%) 0 (o.)00/o 0 (0.00%)
Craniofacial 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
fracture ) ) ) ) ) ) ) )
Extra-axial 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
haemorrhage ) ) ) ) ) ) ) )
Extradural 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
haematoma ) ) ) ) ) ) ) )
0, 0, 0,
Eye contusion 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00A> 0 (O.)OOA 1 (;I/f).SO 0 (0.00%) 0 (0.)00/0 0 (0.00%)
1 (7.69% 2 (16.67 5(21.74 3(18.75 0 (0.00% 1(11.11 1(12.50 0 (0.00%
Fall ( ) °  0(0.00%) (%) (%) (%) ( ) ° (%) (%) 0 (0.00%) ( ) °  0(0.00%)
0, 0, 0, 0, 0,
Gingival injury 0 (0.)00% 1 (33).33% 0 (O.)OO% 0 (0.)00% 0 (0.)00/0 0 (0.)00A> 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOAa 0 (0.00%)
0, 0, 0, 0,
Head injury 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

) ) ) ) ) ) )
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0 (0.00%
0 (0.00%

-35%  0(0.009
% 0(0.00% 0(0.0

00%

o 0(0.00%

0 (0.00%

Humerus fracture
| .
roacti nisation ) 0(0.00%)
- ion 0 (0_)00% ) ) ;
nfusion rel (0.00% 0
reacti ated py 0 (0.00% )
action 1(7.69% ) ° (O')OO% 0 (0.00% ) )
—_ ) 0(0 00% 0
Joint injury 0 (0.009 0% ° (O')O 0% 0 (0.00% ) (0')00% 0 (0.00% ) 0(0.00%)
.00% . 00% 0
Limb i ) ° 0(0.00%) ° ) b 0(0.00% 0(0 ) (0.00% ) 0(0.00%)
imb injury -00%) (0.00% ) .00% 0 ) 0 (0.00% 0(0
0 (0.00% 0% 0(@00% 0 ) (0.00% 1(1 o 0 000%
Lumbar verteb ) 00.00%) © (0007 ) (0.)00% 0 (0.00% ) o/f).so 00 ) 0 (0.00%)
fracture ral 0 (0.00% ) % 1(4.35% ) 6 0(0.00% O 00%) © (0.00%
Meni ) 0(0.00%) 0(00 ) 0(0.00%  0(0.00% ) (0.)00% 0 : 0 (0:00%)
n _— . .00¢ .
iscus injury 0(0.00% o ) 0% 1(4.35% O (0) ) s 0(0.00% 0(0.0 (0.00%) 0 (0.)00%
0 ) .00% ) .00% 0 (0.009
Overdose ) (0.00%) 0(0:00% ) o 0(0.00% ) 0(0.00%) © *)
1 0(0 % (0.007
1(7.69% ) (435% 0 ) (0.00% 0 (0 o) .00%
Periorbi y 00 ) (0.00% 0 ) 00% ) 0000
iy oo%) 0 (0:00% ) (0.00% 0 2% 000w 0 i
emorrhage 0 (0.00% ) b 0(0.00% 0 ) (0.00% 0(0 00%) 0(0:00%
Post pr ) 0 (0.00° ) (0.00% 0 ) (0.00% ) 0(0.00%)
dis ocedural .00%) 1(8.33% ) (0.00% 0 ) 0 (0.00% 0(0
comfort 0 (0.00% ) 0(0.00% 0 ) (0.00% 0(0 o 0(000%
Post pr 2% o@o0%) ° ) (0.00% 0 ) (0.00% ) 0000
Post procedural o0%) 0(0.00% ) (0.00% 0 7% 000w 00
morrhage 0 (0.00% ) 0(0.00% 0 (0.0 ) (O-)OO% 0(0.00 2 ')00% 0
Po 0 ) .00% .00% (0.009
o st procedural ) (0.00%) 0 (0.00% ) 0(0.00% O ) 0 (0.00% 0(0 )
ne leak 1(7.69% 00%  0(000% 1 ) (0.00% 0(0 p 0000%
Proced % 0000 ) (6.25% 0 ) 00% ) 0(000%)
he ural .00%) 0 (0.00% ) (0.00% 0O ) 0 (0.00% 0 (0
adache 0 (0.00% ) 0(0.00% 00 ) (0.00% 0 (0.00 0) ( .)00% .
0 ) -00% ) .00% (0.00%
Proc ) (0.00%) (3 0 (0.007 ) ° "
eduralpain 0 (0-00% i ) 3% 0(0.00% ! ) % 0(0.00% 0O (0.00%) ©(©-00%
Proced y 000 ) 0(0.00% 0 ) (0.00% ) 0(0.00%)
pn ural o0%) ©0(0:00% ) (0.00% 0 ) 0(0.00%) °©
eumothorax 0 (0.00% ) 1(435% 0 ) (0.00% 0 (0 p 0(0:00%
Road traffi ) 0 (0.00% ) (0.00% 1 ) (0.00% ) 0 (0.00%)
Road traffic 00%) 0(0:00% ) (11110 ) 0(0.00%) ©©
cident 0 (000% ) 0 (000% 0 %) (000% 0 (0 0) ( .00%
) 0(0.00%) © ) (0.00% 0 (0 ) 00% ) 0(0.00%)
00%) 0(0:00% ) 00% 0 ) 0(0.00%) °O
) 0 (0.00% ) (0.00% 0 0) .00%
) 0(0.00% 0 ) (0.00% ) 0 (0.00%)
) (0.00% 1 ) 00.00%) °0O
) (1111 0 0) .00%
%) (0.00% ) 0 (0.00%)
) 0(0.00%) 0 (0:00%
) 0 (0.00%)
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0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

Skin abrasion ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Skin injury 0 (0.00% 0 (0.00% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00% 0 (0.00% 0 (0.00%
) ) ) ) ) ) ) )

0, 0, 0, 0, 0, 0, [
SKin laceration 0 (o.)oo % 0000%) ° (o.)oo % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 1 ((1)/3).50 00.00%) ° (o.)oo % 0(0.00%)
Splnal 0, [ 0, 0, 0, 0, [
compression 0 (o.)00/o 0000%) (8.)33A; 1 (4.)354, 0 (o.)00/0 0 (o.)00/o 1 (1/ 1).11 0 (O.)OOA; 00.00%) ° (o.)00/o 0 (0.00%)
fracture °
Stoma site ulcer 0 (O.)OO% 0 (0.00%) 1 (8.)33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Subcutaneous 0 (0.00% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
haematoma ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Subdural 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 1 (533.33 0 (0.00%)
haematoma ) ) ) ) ) ) ) %)

0, 0, 0, 0, 0, 0, 0, [
Synovial rupture 0 (o.)oo % 0000%) ° (o.)oo % 0 (o.)oo % 1 (6.)25 % 0 (o.)oo % 0 (o.)oo % 0 (o.)oo % 0000%) ° (o.)oo % 0(0.00%)
Thermal burn 1 (7.)69% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Thoracic vertebral 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
fracture ) ) ) ) ) ) ) )
Tooth fracture 0 (O.)OO% 0 (0.00%) 1 (8.)33% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Transfusion 0 (0.00% 0 (0.00%) 1(8.33% 2(8.70% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
reaction ) ) ) ) ) ) ) )
Transfusion 0 o o o 0 o o,
olatod 0(0.00% ooy ©(000% 0(0.00% 0(0.00% 0(000% 1(1141 0(0.00% o550, 0(0:00% 500
complication ) ) ) ) ) %) ) )
I;zt:nn;eti(t)ircna 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Wound 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
dehiscence ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
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Investigations

Activated partial

0, 0, 0, 0, 0, 0, 0,
thromboplastin 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 0 (O.)OO % 0 (O.)OO % 0 (0.)00/0 0 (0.)00/0 1 (1/3).50 0 (0.00%) 0 (0.)00/0 0 (0.00%)
time prolonged
Alanine
aminotransferase 1 (7.)69% 1 (33).33% 3 (g/f).OO 0 (0.)00% 0 (0.)00% 2 (%/02).22 1 (1/:).11 3 (::;/Z).SO 0 (0.00%) 0 (0.)00% 0 (0.00%)
increased
Amylase 0 (0.00% 0(0.00% 1(4.35% 0(0.00% 1(11.11  0(0.00% 1 (12.50 0 (0.00%
increased ) 0 (0.00%) ) ) ) %) ) %) 0 (0.00%) ) 0 (0.00%)
Aspartate
aminotransferase 0 (O.)OO% 1 (33).33% 0 (0.)00% 2 (8.)70% 0 (0.)00% 1 ((1)/:).11 1 ((1)/:).11 2 (g/f).oo 0 (0.00%) 0 (0.)00% 0 (0.00%)
increased
Aspgrgillus test 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
positive ) ) ) ) ) ) ) )

0, 0, 0, 0, 0, 0, 0, 0,
5:3% ::;:gss 0 (o.)00/o 0(0.00%) ©° (O.)OOA; 1 (4.)35A, 0 (o.)oo % 0 (o.)00/o 0 (o.)00/o 0 (O.)OOA; 0(0.00%) © (o.)00/o 0 (0.00%)
(E;Iood albgmin 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

ecrease

Blood alkaline
phosphatase 0 (0.)00% 1 (33).33% 0 (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 1 (jyf).SO 1 (10(/1()).00 1 (C:E).SB 0 (0.00%)
increased
Blood bilirubin 0(0.00% 1(33.33% 0(0.00% 1(4.35% 1(6.25% 1(11.11 0(0.00% 3(37.50 0 (0.00%) 1(33.33 1(100.00
increased ) ) ) ) ) %) ) %) e %) %)
Blood calcium 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
decreased ) e ) ) ) ) ) ) e ) e
!3Iood ch((j)lesterol 0 (0.)00% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 1 (2/2).50 0 (0.00%) 0 (O.)OO% 0 (0.00%)
increase o
ﬁlg;i:;zatine 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Blood tini 0 (0.00% 2(16.67 0(0.00% 0 (0.00% 1(11.11  0(0.00% 0 (0.00% 1(33.33
Blood creatinine ( PO 0(0.00%) (%) ( o ( o (%) ( o ( PO 0(0.00%) (%) 0 (0.00%)
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Blood folate 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 1(11.11  0(0.00% 0 (0.00%

decreased ) 0 (0.00%) ) ) ) ) %) ) 0 (0.00%) ) 0 (0.00%)
0, 0, 0, 0, 0, 0, 0,
algrc;ig(l;écose 0 (O.)OO % 0 (0.00%) 0 (0.)00 % 0 (O.)OO % 0 (0.)00 % 0 (0.)00 % 1 (1/:).1 1 0 (0.)00 % 0 (0.00%) 0 (0.)00 % 0 (0.00%)
Blood lactate o o o o o o o o
dehydrogenase 0 (0.)00/0 0 (0.00%) 0 (0.)00A; 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (0.)00A; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
decreased
Blood lactate
dehydrogenase 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
increased
H 0, 0, 0, 0, 0, 0, 0,
(I?(Iac:::gagggnesmm 0 (0.)00/0 0 (0.00%) 0 (0.)00A: 0 (0.)00A: 0 (0.)OOA: 1 (1/:).11 0 (0.)00/0 0 (0.)00A: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,
Sé%?gaF;Zd 0 (0.)00 %o 0 (0.00%) 0 (O.)OO % 1 (4.)35 % 0 (0.)00 % 0 (0.)00 % 0 (0.)00 % 0 (O.)OO % 0 (0.00%) 0 (O.)OO % 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,
géc;?gazl"é%sphorus 0 (O.)OOA 0 (0.00%) 0 (0.)OOA: 0 (O.)OOA: 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/o 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, [
:E:‘Ig;isggsphorus 0 (0.)00/0 0 (0.00%) 0 (0.)00A; 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (0.)00A; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0, 0,
ﬁlg;ig;zssure 0 (0.)00 % 0 (0.00%) 2 (1/23).67 0 (0.)00 % 1 (6.)25 % 0 (0.)00 % 0 (0.)00 % 0 (0.)00 % 0 (0.00%) 0 (0.)00 % 0 (0.00%)
Blood thyroid
1 1 0, 0, 0, 0, 0, 0, 0, 0,
Et(l)Tn:Jcl)e:;ng 0 (0.)00/0 0 (0.00%) 0 (0.)00A: 1 (4.)35A: 0 (0.)OOA: 0 (0.)00/0 0 (0.)00/0 0 (0.)00A: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
decreased
Blood thyroid
1 1 0, 0, 0, 0, 0, 0, 0, 0,
Et(l)r?nzjcl)a::;ng 0 (0.)00/0 0 (0.00%) 0 (O.)OOA: 0 (0.)OOA: 0 (0.)OOA: 0 (0.)OOA> 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOA 0 (0.00%)
increased
1 1 0, 0, 0, 0, 0, 0, 0,
E]I;oei::é: acid 0 (0.)00/0 0 (0.00%) 0 (O.)OOA: 0 (0.)OOA: 0 (0.)OOA: 1 ((1%;1).11 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOA 0 (0.00%)
2 H 0, 0, 0, 0, 0, 0, 0, 0,
F()Z(I)c;istticglum test 0 (O.)OOA 0 (0.00%) 0 (0.)OOA: 0 (O.)OOA: 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
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Coagulation factor

Xl level 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
decreased
i H H 0, 0, 0, 0, 0, 0, 0, 0,
i(rZ]Cr:aee;cStg/c? protein 0 (O.)OOA 0 (0.00%) 0 (0.)OOA; 2 (8.)70A; 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA; 0 (0.00%) 0 (0.)00/o 0 (0.00%)
55;?222 ef;action 0 (o.)oo% 0(0.00%) ©° (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0(0.00%) © (o.)oo% 0 (0.00%)
H 0, 0, 0, 0, 0, 0, 0, [
gl_?(;;;glc;ar:g;%gram 0 (o.)00/o 0(0.00%) ° (o.)ow, 0 (o.)oo % 0 (o.)oo % 0 (o.)00/o 0 (o.)00/o 0 (O.)OOA; 0(0.00%) © (o.)00/o 0 (0.00%)
in- i 00 . 00 . 00 . 00 . 00 . 00 . 00 . OO
Eep;?tscl)r;iﬁjér virus 0 (0.)00 %o 0 (0.00%) 0( )00 % 0(0 )OO % 0(0 )OO % 0(0 )00 % 0(0 )00 % 0(0 )00 % 0 (0.00%) 0(0 )00 % 0 (0.00%)
H 0, 0, 0, 0, 0, 0, 0,
Elou;ic:i\?slance 0 (0.)00/0 0 (0.00%) 0 (O.)OOA: 0 (0.)OOA: 0 (0.)00/0 0 (0.)00A> 1 (;I/:).11 0 (O.)OOA: 0 (0.00%) 0 (O.)OOA) 0 (0.00%)
Gamma- 0 (0.00% 0(0.00% 2(8.70% 0(0.00% 0(0.00% 1(11.11 0(0.00% 1 (100.00 0 (0.00%
glutamyltransferas | 0 (0.00%) | I i | o/ \ o | 0 (0.00%)
e increased ) ) ) ) ) %) ) %) )
General physical 0 0 0 0 ) ) 0 0
condition 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
abnormal ) ) ) ) ) ) ) )
Glomerular o o o o o o o o
gltration rgte 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 0 (O.)OO % 0 (O.)OO % 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
ecrease
Glycosylated
haemoglobin 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
increased ) ) ) ) ) ) ) )
Human
metapneumovirus 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
test positive ) ) ) ) ) ) ) )
Lipase increased 1 (7.)69% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 1 (6.)25% 2 (%/02).22 0 (O.)OO% 2 (E/SS).OO 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Liver function test 1(7.69% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 1 (11.11 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

abnormal )

) ) ) %) ) ) )
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Lymphocyte count 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

decreased ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
H 0, 0, 0, 0, 0, 0,

gl:grtézzgg count 0 (O.)OOA 1 (33).33& 0 (0.)OOA: 2 (8.)70A: 1 (6.)25A) 1 (2/:).11 1 (1/:).11 1 (;I/f).SO 0 (0.00%) 0 (0.)00/0 0 (0.00%)
H 0, 0, 0, 0, 0, 0, 0, [

il\rl](e;?et;zp::jll count 0 (0.)00/0 0 (0.00%) 0 (0.)00A; 0 (0.)00A; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (0.)00A; 0 (0.00%) 0 (0.)00/0 0 (0.00%)

N-terminal

prohormone brain 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

natriuretic peptide ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)

increased

Platelet count 0 (0.00% 0(0.00% 2(8.70% 0 (0.00% 1(11.11 1(11.11 2 (25.00 1(33.33

decreased ) 0 (0.00%) ) ) ) %) %) %) 0 (0.00%) %) 0 (0.00%)

z;%zfrt]i?nsc?::giecd 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)

E:g;zigturine 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

Z:g?;?:dbin time 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

Red blood cell 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

count increased ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)

SAR_S-CoV-Z test 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

positive ) ) ) ) ) ) ) )

ii::rgsziritin 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)

Smear site

unspecified 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

abnormal

;I;}g;;gr;sz 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

Viral test positive 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 1 (11.11 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

) ) ) ) ) %) ) )
1 H 0, 0, 0, 0, 0, 0, 0, 0,
;/ggg;nsgg2 0 (0.)00/0 0 (0.00%) 0 (O.)OOA: 0 (0.)OOA: 0 (0.)00/0 0 (0.)00A> 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOAa 0 (0.00%)
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Vitamin B6 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

decreased ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
;/ietsrrg;nseDd 0 (O.)OO% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Weight decreased 0 (0.)00% 1 (33).33% 1 (8.)33% 0 (0.)00% 2 (1/02).50 0 (0.)00% 2 (3/02).22 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Weight increased 0 (0.)00% 0 (0.00%) 1 (8.)33% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
\é\c/;ﬁi:ﬁ gg):;?gaiiij 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 2 (3/02).22 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
\é\cl,tirtﬁ izlg;iscgljl 1 (7.)69% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
White blood cells 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
urine positive ) ) ) ) ) ) ) )

Metabolism and

nutrition disorders
Cachexia 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (;I/:).ﬂ 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
g):;:gtai?:ed 1 (7.)69% 3 (102()).00 2 (1/?).67 7 (32)).43 7 (2;()3).75 2 (%/02).22 3 (IEAC)’>).33 2 (E/SS).OO 0 (0.00%) 2 (603/06).67 0 (0.00%)
Dehydration 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Gout 0 (O.)OO% 1 (33).33% 0 (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 1 (I;’)S).SS 0 (0.00%)
Hyperglycaemia 0 (0.)00% 1 (33).33% 0 (0.)00% 0 (0.)00% 3 (1/08).75 1 (1/:).11 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Hyperkalaemia 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 1 ((1)/:).11 0 (O.)OO% 1 (2/3)50 0 (0.00%) 0 (0.)00% 0 (0.00%)
Hyperlipidaemia 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Hypernatraemia 0 (O.)OO% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
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Hyperphosphatae 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

) 0 (0.00% 0 (0.00% 0 (0.00%
mia ) (0.00%) ) ) ) ) ) ) (0.00%) =7 (0.00%)
:;i/;)ertriglyceridae 0 (O.)OO% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 1 (2/:).11 1 (1/:).11 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

0, 0, 0, 0, 0, 0,
Hyperuricacmia 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 1 ((1)/3).50 0 (0.00%) 1 (:;)3).33 0 (0.00%)
Hypervolaemia 1 (7.)69% 0 (0.00%) 0 (0.)00% 0 (0.)00% 2 (1/02).50 0 (0.)00% 1 (1/:).11 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Hypoalbuminaemi 1 (7.69% 0 (0.00%) 0(0.00% 0(0.00% 2 (12.50 1 (11.11 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
a ) ) ) %) %) ) ) )
Hypocalcaemia 1 (7.)69% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 1 (6.)25% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (102()).00
. 5(38.46 2(66.67% 3(25.00 5(21.74 1(6.25% 0(0.00% 3(33.33 2(25.00 o 0 (0.00% o
Hypokalaemia %) ) %) %) ) ) %) %) 0 (0.00%) ) 0 (0.00%)
Hypomagnesaemi 2 (15.38 1(833% 2(8.70% 3(1875 1(11.11 0(0.00% 3 (37.50 1(33.33
a %) 0 (0.00%) ) ) %) %) ) %) 0 (0.00%) %) 0 (0.00%)
Hyponatraemia 2 (1/?).38 2 (66).67% 0 (O.)OO% 2 (8.)70% 1 (6.)25% 0 (0.)00% 0 (O.)OO% 1 (jyf).SO 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Hypophagia 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Hypophosphatae 1(769% 1(33.33% 0(0.00% 1(4.35% 1(6.25% 2(22.22 1(11.11 2 (25.00 o 0 (0.00% o
mia ) ) ) ) ) %) %) %) 0 (0.00%) ) 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,

Malnutrition 0 (O.)OOA 0 (0.00%) 0 (0.)OOA: 0 (O.)OOA: 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Metabolic acidosis 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Z;?:dohyponatra 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Steroid diabetes 0 (0.)00% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)

H 0, 0, 0, 0, 0, 0, 0,
'Sl';r?;?grrr:él&s 0 (O.)OOA 0 (0.00%) 0 (0.)OOA: 0 (O.)OOA: 0 (0.)OOA) 0 (0.)00A> 1 (1/:).11 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
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Vitamin D 0(0.00% 1(33.33% 1(8.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

0, 0,
deficiency ) ) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
gitgmin K 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
eficiency ) ) ) ) ) ) ) )
Musculoskeletal
and connective
tissue disorders
. 1(7.69% 1(33.33% 1(8.33% 3(13.04 4(25.00 0(0.00% 4 (44.44 1(12.50 2 (66.67
Arthralgia ) ) ) %) %) ) %) %) 0 (0.00%) %) 0 (0.00%)
Arthritis 0 (0.)00% 0 (0.00%) 1 (8.)33% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
. 0 (0.00% 2(16.67 2(8.70% 2(12.50 2 (22.22 2(22.22 0(0.00% o 0 (0.00% o
Back pain ) 0 (0.00%) %) ) %) %) %) ) 0 (0.00%) ) 0 (0.00%)
Bone lesion 1(7.69% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) ) ) ) ' ) '
Bone pain 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) ) ) ) ’ ) ’
Bone swelling 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) ) ) ) ’ ) ’
Flank pain 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) ) ) ) ‘ ) '
Gouty arthritis 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) ) ) ) ' ) '
Groin pain 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) ) ) ) ' ) '
Haemarthrosis 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) ) ) ) ’ ) ’
Joint contracture 0 (0.)00% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
\:r?g?it):]agggrggsed 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
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0 (0.00% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

Joint swelling | 0 (0.00%) | | | | | | 0 (0.00%) | 0 (0.00%)

Limb mass 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
0, 0, 0, 0, 0, 0, [

Muscle spasms (o.)00/o 0000%) ° (O.)OOA; 0 (o.)OOA, 1 (6.)25/0 0 (o.)00/o 0 (o.)00/o 2 (3/05).00 00.00% © (o.)00/o 0 (0.00%)

Muscle twitching © (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) ° (0.)00% 0 (0.00%)

Muscular 1(7.69% 1(33.33% 1(8.33% 1(4.35% 1(6.25% 2 (22.22 0 (0.00% 1(12.50 o 1(33.33 o

Musaular | ) | | ; o0 | w0 0©00%) 3% 0(.00%)

Musculoskeletal 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

Shost pain | 0 (0.00%) | | | ) | | 0 (0.00%) | 0 (0.00%)

Musculoskeletal  1(7.69% o o oo 1(833% 0(000% 0(0.00% 0(0.00% 1(11.41  1(1250 o0 oo0 0(0.00% o000

pain ) ' ) ) ) ) %) %) ’ ) ’

. 1(7.69% 1(33.33% 0(0.00% 1(435% 0(0.00% 1(11.41 1(11.11  0(0.00% 0 (0.00%

Myalgia | ; | | | o o | 0 (0.00%) | 0 (0.00%)
0, 0, 0, 0, 0, 0, 0,

Myopathy 0 (0.)00 % 0000%) O (o.)oo % 1 (4.)35 % 0 (0.)00 % 0 (0.)00 % 0 (0.)00 % 0 (o.)oo % 0000%) (3/03).33 0 (0.00%)

Myosits 1 (7.)69% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)

Neck pain 0 (0.)00% 00.00%) © (o.)oo% 1 (4.)35% 3 (:/?).75 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) ° (o.)oo% 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,

Nodal 0(0.00% 000y ©©00% 0(000% 0(0.00% 0(000% 0(0.00% 0(0.00% oo 0(000% oo

osteoarthritis ) ) ) ) ) ) ) )

Osteoarthits 0 (0.)00% 0000%) (8.)33% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)

Osteopenia 0 (0.)00% 0 (0.00%) 1 (8.)33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

Osteoporosis 0 (0.)00% 0 (0.00%) 0 (0.)00% 2 (8.)70% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

painnoxtromity | (7.)69% 1 (33).33% 1 (8.)33% 1 (4.)35% 21250 0(000% 1(1111  0(0.00% o0 0(0.00% o0

%) ) %) ) )
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0 (0.00%

0 (0.00%

1(4.35%

0(0.00% 0(0.00%

0 (0.00%

0 (0.00%

0 (0.00%

Pain in jaw ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Plantar fasciitis 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Polymyalgia 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
rheumatica ) : ) ) ) ) ) ) ' ) '
Sacral pain 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Seronegative 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 1(12.50 0 (0.00%
" 0 (0.00%) 0 (0.00%) 0 (0.00%)
arthritis ) ) ) ) ) ) %) )
Spinal 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
" 0 (0.00%) 0 (0.00%) 0 (0.00%)
osteoarthritis ) ) ) ) ) ) ) )
Spinal pain 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Synovial cyst 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Tendon pain 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Tenosynovitis 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Neoplasms benign,
malignant and
unspecified (incl
cysts and polyps)
Acute myeloid 0 (0.00% 0 (0.00%) 1(8.33% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
leukaemia ) ) ) ) ) ) ) )
Angiolipoma 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Angiomyolipoma 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
0, 0, [s) 0, 0, 0, 0, 0,
E:r:sc?r:gﬂla 0 (0.)00/0 0 (0.00%) 0 (0.)00A: 0 (0.)00A: 0 (0.)00Aa 0 (0.)00/0 0 (0.)00/0 0 (0.)00A: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
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0 (0.00% 1(8.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

Chloroma ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
0, 0, 0, 0, 0, 0,
Leukaemia cutis 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00A: 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
H 0, 0, 0, 0, 0, 0, 0,
!_eyka(?mlc 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
infiltration ) ) ) ) ) ) ) )
Melanocytic 0 (0.00% 0 (0.00%) 1(8.33% 0(0.00% 0(0.00% 1 (21.11 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
naevus ) ) ) ) %) ) ) )
[s) 0, 0, 0, 0,
Meningioma 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00A: 0 (0.)00A: 1 ((1)/:).11 0 (0.)00/0 0 (0.)00A: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0,
Renal hamartoma 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00A: 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/o 0 (0.00%)
Nervous system
disorders
0, 0, 0, 0, 0, 0, 0,
Amnesia 0 (0.)00% 0 (0.00%) 0 (O.)OOA; 0 (O.)OOA; 0 (0.)00/0 0 (O.)OO/o 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0,
Axonal neuropathy 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)OOA: 0 (0.)00/0 0 (0.)OOA> 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 1 (:;03).33 0 (0.00%)
0, 0, 0, 0, 0, 0,
Balance disorder 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)OOA: 0 (0.)00/0 0 (0.)OOA> 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOAa 0 (0.00%)
0, 0, 0, 0, 0, 0,
Bumning sensation 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00A: 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0,
Carpal tunnel 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
syndrome ) ) ) ) ) ) ) )
Cerebral 1(7.69% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
haemorrhage ) ) ) ) ) ) ) )
_Cerebral_ 0(0.00% 1(33.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
ischaemia ) ) ) ) ) ) ) ) )
0, 0, 0, 0, 0, 0,
Cognitive disorder 0 (0.)00% 1 (33).33% 0 (O.)OO% 0 (0.)OOA: 0 (0.)00/0 0 (0.)OOA> 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOAa 0 (0.00%)
0,
Dizziness 1(7.69% 0 (0.00%) 1(8.33% 3(13.04 2(12.50 1(11.11 3(33.33 1(12.50 0 (0.00%) 0 (0.00% 0 (0.00%)

) %) %) %) %) %) )
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0 (0.00%

1(33.33%

0 (0.00%

1(4.35%

2 (12.50

0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

Dysgeusia | ) | | s | | | 0 (0.00%) | 0 (0.00%)
Encephalopathy  © (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0.0.00%) ° (o.)oo% 0 (0.00%)
Facil nerve 0 (o.)oo% 0000%) (8.)33% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 00.00%) ° (o.)oo% 0 (0.00%)
Headache 3 (32).08 0000% 2 ('f/f).oo 0 (0.)00% 5 ('3‘/:).25 2 (3/02).22 5 (f/f)'% 2 ('f/f).oo 0000%) | (32).33 0 (0.00%)
Hypoaesthesia 0 (0.)00% 00.00%) © (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Hypogeusia 0 (0.)00% 00.00%) © (o.)oo% 1 (4.)35% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 0.00%) ° (o.)oo% 0 (0.00%)
Hypotonia 0 (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
;”Ctgl':‘(lsrg’g care unit (o.)oo% 0000%) ° (o.)oo% 0 (o.)oo% 1 (6.)25% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 00.00%) © (o.)oo% 0 (0.00%)
weakness

Lnr:;icr;a;rrl]iqal 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) © (0.)00% 0 (0.00%)
Lethargy 3 (3/?).08 0000%) (8.)33% 1 (4.)35% 1 (6.)25% 1 (1/:)'11 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Neuralgia 0 (0.)00% 00.00%) (8.)33% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 0.00%) ° (o.)oo% 0 (0.00%)
E:#;Eﬁ?;?y 0 (0.)00% 1 (33).33% 1 (8.)33% 0 (0.)00% 0 (0.)00% 0 (o.)00% 1 (1/:).11 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
Nystagmus 0 (o.)oo% 0000%) (8.)33% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 00.00%) ° (o.)oo% 0 (0.00%)
baracsthosia 1 (7.)69% 0000 20 2).67 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) © (0.)00% 0 (0.00%)
Barosmia 0(0.00% o000y ©O000% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% o ane 0(000% o ooe

)

)

)

)

)

)

)

)
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Peripheral sensory 1 (7.69% 1(8.33% 1(4.35% 0(0.00% 0(0.00% 1(11.11 1(12.50 0 (0.00%

neuropathy ) 0 (0.00%) ) ) ) ) %) %) 0 (0.00%) ) 0 (0.00%)
Presyncope 0 (O.)OO% 0 (0.00%) 1 (8.)33% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
0, 0, 0, 0, 0, 0, 0,
SR;nsc:Ir%sns];egs 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 0 (O.)OOA; 1 (6.)25/0 0 (0.)00/0 1 (1/:).11 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Retinal migraine 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Sciatica 1 (7.)69% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Seizure 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Somnolence 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 1 (;I/f).SO 0 (0.00%) 0 (0.)00% 0 (0.00%)
0, 0, 0, 0, 0, 0,
Syncope 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 1 (4.)35A; 0 (0.)00/0 0 (0.)00/0 1 (1/:).11 1 ((1)/3).50 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Taste disorder 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 1 (jyf).SO 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Tremor 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Psychiatric
disorders
0, 0, 0, 0, 0, 0, 0, 0,
Agitation 0 (O.)OOA 1 (33).33& 0 (0.)OOA: 0 (0.)00A: 0 (0.)OOA; 0 (0.)00A> 1 (1/:).11 0 (0.)OOA: 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Anxiety 1 (7.)69% 1 (33).33% 1 (8.)33% 0 (0.)00% 1 (6.)25% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0 (0.00%) 1 (Cg‘/;B).SB 0 (0.00%)
Confusional state 1 (7.)69% 1 (33).33% 0 (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Delirium 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 1 (6.)25% 0 (0.)00% 1 (;I/:).11 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Depressed mood 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

Page 228



(') NOVARTIS

0 (0.00%

2 (66.67%

0 (0.00%

0 (0.00%

1 (6.25%

0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

D i 0 (0.00% 0 (0.00%

epression ) ) ) ) ) ) ) ) ( o) ) ( o)
Disorientation 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Hallucination 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 1 (6.)25% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Hallucination, 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
olfactory ) ) ) ) ) ) ) )

. 1(7.69% 2(66.67% 2 (16.67 3(13.04 3(18.75 1(11.11 1(11.11  0(0.00% o 0 (0.00% o
Insomnia ) ) %) %) %) %) %) ) 0 (0.00%) ) 0 (0.00%)
Mania 0(0.00% 1(33.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

) ) ) ) ) ) ) ) ' ) '
Mood altered 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,
Nightmare 0 (0.)00/0 0 (0.00%) 0 (0.)00A; 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (0.)00A; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Restlessness 1 (7.)69% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Sleep disorder 0 (0.)00% 0 (0.00%) 0 (O.)OO% 2 (8.)70% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Renal and urinary
disorders
Acute kidney 0 (0.00% 0(0.00% 2(8.70% 2(12.50 1(11.11 1(11.11  0(0.00% 0 (0.00%
injury ) 0 (0.00%) ) ) %) %) %) ) 0 (0.00%) ) 0 (0.00%)
Anuria 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Cystitis 1(7.69% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
noninfective ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
0, 0, 0, 0, 0, 0, 0,
Dysuria 0 (0.)00/0 0 (0.00%) 0 (O.)OOA: 1 (4.)35A: 1 (6.)25/0 0 (0.)00A> 1 (;I/:).11 0 (O.)OOA: 0 (0.00%) 0 (O.)OOAa 0 (0.00%)
Haematuria 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 2 (:/3)50 0 (0.)00% 1 (1/:).11 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
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0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

Hydronephrosis ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)
Micturition 0(0.00% 0% ©(000% 0(0.00% 0(0.00% 0(000% 0(0.00% 0(0.00% a0 0000% 5000
urgency ) ) ) ) ) ) ) )
Nephrolithiasis 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (0.)00% 1 (l/:).ﬂ 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Nocturia 0(0.00% 1(33.33% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ) ) ) ) ) ) ) ’ ) ’
Pollakiuria 0 (0.)00% 1 (33).33% 0 (0.)00% 0 (0.)00% 1 (6.)25% 1 (:/1).11 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
(o]
Polyuria 0(0.00% oo ©@00% 1(435% 1(625% 0(000% 0(0.00% 0(0.00% a0 0(0.00% 5000
) ' ) ) ) ) ) ) ' ) '
Renal colic 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 1(33.33 0 (0.00%)
) ' ) ) ) ) ) ) ' %) '
. 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 1(11.11 0 (0.00% 0 (0.00%
Renal failure ) 0 (0.00%) ) ) ) ) %) ) 0 (0.00%) ) 0 (0.00%)
Renal impairment 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 1(11.11 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) R ) ) ) ) %) ) R ) R
Renal mass 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
) ' ) ) ) ) ) ) ' ) '
Renal pain 1(7.69% o000y 0(000% 0(0.00% 0(000% 0(0.00% 0(0.00% 0(0.00% o ag, ©(000% 00
) ' ) ) ) ) ) ) ' ) '
Tubulointerstitial  0(0.00% g go0) 0(0.00% 0(0.00% 0(000% 0(0.00% 0(0.00% 0(0.00% 050 0(0.00% 6000
nephritis ) ' ) ) ) ) ) ) ' ) '
Urethral pain 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Urinary 0(0.00% ooy ©(000% 0(0.00% 0(0.00% 0(000% 0(0.00% 0(0.00% g0 0(0-00% g o00
incontinence ) e ) ) ) ) ) ) e ) e
Urinary retention © (0.)00% 00.00%) ° (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (3%2).50 00.00%) ° (0.)00% 0 (0.00%)
Urinary tract pain~ © (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (o.)oo% 00.00%) ° (o.)oo% 0.(0.00%)
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Reproductive
system and breast

disorders
Benign prostatic 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
hyperplasia ) ' ) ) ) ) ) ) ' ) '
0, 0, 0,
Pelvic pain 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (0.)00% 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
H 0, 0, 0,
Prostatic 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
haemorrhage ) ) ) ) ) ) ) )
0, 0, 0, 0, 0, 0,
Prostatomegaly 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00 % 0 (0.)00 % 0 (0.)00 % 0 (0.)00 % 0 (O.)OO % 0 (0.00%) 0 (O.)OO % 0 (0.00%)
0, 0, 0, 0, 0,
Scrotal erythema 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 1 (6.)25/0 0 (0.)OOA> 0 (O.)OOA 0 (O.)OOA: 0 (0.00%) 0 (O.)OOAa 0 (0.00%)
0, 0, 0, 0, 0,
Scrotal oedema 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
0, 0, 0, 0, 0, 0,
Testicular swelling 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)
Respiratory,
thoracic and
mediastinal
disorders
Chroni
obsr?r:Icctive 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 1(100.00 0 (0.00% o
0 (0.00%) o 0 (0.00%)
pulmonary ) ) ) ) ) ) ) %) )
disease
1(7.69% 1(33.33% 3(25.00 4(17.39 1(6.25% 1(11.11 3(33.33 2(25.00 0 (0.00%
Cough ( | oo A ; 4 (%) (%) ( ; (%) (%) (%) 0(0.00%) °f | 0 (0.00%)
0, 0, 0, 0, 0,
Dysphonia 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)OOA) 0 (0.)00A> 0 (O.)OOA 0 (0.)OOA; 0 (0.00%) 0 (0.)00/o 0 (0.00%)
3(23.08 1(33.33% 1(833% 3(13.04 4 (25.00 1(11.11 2(22.22 1(12.50 1(100.00 1 (33.33 o
Dyspnoea %) ) ) %) %) %) %) %) %) %) 0 (0.00%)
Dyspnoea 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 1(6.25% 0(0.00% 1(11.11  0(0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
exertional ) ' ) ) ) ) %) ) ’ ) ’
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2(15.38 1(8.33% 6(26.09 4(2500 5(5556 1(11.11 1(12.50 1(33.33

Epistaxis %) 0 (0.00%) ) %) %) %) %) %) 0 (0.00%) %) 0 (0.00%)
Haemoptysis 0 (0.)00% 00.00%) © (o.)oo% 2 (8.)70% 0 (0.)00% 0 (o.)00% 1 (1/:).11 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
Hypoxia 0 (o.)oo% 00.00%) © (o.)oo% 1 (4.)35% 2 (1/02).50 0 (o.)oo% 1 (1/:).11 1 ((1)/3).50 00.00%) °© (o.)oo% 0 (0.00%)
hw?gr?]gn?:tlion 0 (0.)00% 00.00%) © (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) O (0.)00% 0 (0.00%)
Laryngeal oedema  © (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) O (0.)00% 0.(0.00%)
Lung infilration 0 (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
Nasal congestion  © (0.)00% 1 (33).33% 0 (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 3 (3*/3).50 0(0.00%) ° (o.)oo% 0 (0.00%)
;);%pharyngeal 1 (7.)69% 1 (33).33% 1 (8.)33% 2 (8.)70% 2 (1/02).50 1 (3/:).11 1 (1/:).11 1 ((1)/3).50 00.00%) ° (o.)oo% 0 (0.00%)
5.221??5& sinus 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (3yf)'50 00.00%) ° (0.)00% 0 (0.00%)
:?]:?l;amn?nsaelll osri]nus 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
er;?ll;)ér;g:al 0 (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 00.00%) ° (o.)oo% 0 (0.00%)
Ploural effusion 3 (E/?).os 1 (33).33% 0 (o.)oo% 2 (8.)70% 3 (:/3)75 1 (2/:).11 1 (1/:).11 1 (jyf).so 00.00%) ° (o.)oo% 0 (0.00%)
Pleuritic pain 3 (3/;3).08 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 ((1)/3).50 0(0.00%) O (0.)00% 0 (0.00%)
Preumonitis 1 (7.)69% 00.00%) © (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0.(0.00%)
Productive cough | (7.)69% 1 (33).33% 0 (0.)00% 1 (4.)35% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
E:*gg;?g 0 (0.)00% 00.00%) © (o.)oo% 0 (0.)00% 1 (6.)25% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 00.00%) ° (o.)oo% 0.(0.00%)
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Pulmonary 0 (0.00%
. 0
1(8.33% O
(0.00% 0(0.00% 0(0.00% 0 (0.00%
.00% 0 (0.00%
0 (0.00%

emboli
olism ) 0 (0.00%)
Pulmonary mass 0 (0.00% o( 5 (0)0 ) ) )
) 0.00%) 00% 1 (4.359 ) 0 (0.00%
Pulmonary ) ( ) % 0(0.00% 0(0.00% 0 ) ° ) 0 (0.00%)
oedema 0 (0.00% 0 ) ) ° (0.00% 0 (0.00%
_ ) 0(000%) ©(0:00% 1(435% 1(6.259 ) ) 0(0.00%) 0 (0-00%
Respiratory ) ) 25%  1(1111 1 ) 0 (0.00%)
distress 0 (0.00% 0 0 (0.00° ) %) (l 1.11 2 (25.00
) (0.00%) O -)00/0 0(0.00% 0(0.00% 0(0 %) %y 0(0.00%) 0(0.00% 0 00
. : 0,
Respiratory failure ~ ° (0:00% ) ) ( ')00/" 0(0.00%  0(0.00% ) ©00%)
) 0(000%) ©(000% 0(000% 2(12.50 ) ) 0(0.00%) ©(0:00%
gia 0(0.00% 1(33.33% 0 (0.009 %) ) (0.00% 0 (0.00%
) : O00% 0(0.00% 0(000% 0 (0009 ) 2% 000w 0O00% U000
Rhinitis allergic 0 (0.00% 0 ) ) ( -)00% 0(0.00% 0 (0.00% ) %)
) 0 (0.00%) (0-)00% 0(000% 0(0.00% 1 ) ) 0 (0.00%) 0(0.00% 4 5 009
Rhinorrhoea 0 (0.00% ) ) (1/:)-11 0(0.00% 0 (0.00% ) (0.00%)
) 0 (0.00%) 0 (0-)00% 3(13.04 1(6.25% O ) ) 0 (0.00%) 0(0.00%
Rhonchi 0 (0.00% %) ) ° (0.)00% 0(0.00% 0 (0.00% ) (0.00%)
. ("
) 0(0.00%) ©(0:00% 1(4.35% 0(0.009 ) ) 0(0.00%) (3333
Sinus di ) ) 00% 0(0.00% 0 %) 0 (0.00%)
us disorder 0 (0.00% 0 ) ) (0.00% 0 (0.00%
) 0 (0.00%) (0-)00% 0(0.00% 0(0.00% O ) ) 00.00%) ©(000% 4 q
. . (1] 0,
Sinus pain 0 (0.00% ) ) (0')00% 0(0.00% 0 (0.00% ) (0.00%)
) 0(0.00%) ° (0')00% 1(4.35% 0(0.00% 0 ) ) 0(0.00%) °2000% ¢
.00% o
Tachypnoea 0 (0.00% - ) ) (0-)00% 0(0.00% 0 (0.00% ) (0.00%)
) 0 (0.00%) (0.00% 1(4.35% 2 (12.50 ) ) 0 (0.00%) 0 (0.00%
Th . ) ) : 0(0.00% 1 ) 0 (0.00%)
roat lesion 0 (0.00% 0 %) ) (11.11 0 (0.00%
. . ) 0(000%) ©(000% 0(000% 1(6.25% %) ) 0(0.00%) ©(0-00%
pper-airway ) ) 25% 0(0.00% O 3 ) 0 (0.00%)
cough syndrome 0(0.00% 1(33.33% O ) ) (0.00% 0 (0.00%
) ) (0.00% 0(0.00% 0 (0.00° ) ) 0(0.00%) ©(0:00%
Wheezi ) ) 00% 0(0.00% 0 ) 0 (0.00%)
eezing 1 (7.69% ) (0.00% O o
° 0(0.00%) 00007 ) (0.00%
) .00%) 00% 0(0.00% 0 (0.00° ) ) 0(0.00%) O (0:00%
) ) 00% 1(11.41  1(11.11 ) 0(0.00%)
) %) %) 0 (0.00%
0) ) 0 (0.00%) 0 (0.00%
) 0 (0.00%)
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Skin and
subcutaneous
tissue disorders

Actinic keratosis 0 (0.)00% 0 (0.00%) 1 (8.)33% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
gg;fg;:hz:rge 0 (o_)oo% 0 (0.00%) 0 (o.)oo% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (o.)oo% 0 (0.00%) 0 (o.)oo% 0 (0.00%)
Alopecia 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (o.)oo% 1 (6.)25% 0 (o.)oo% 0 (o.)oo% 1 ((1)/3).50 0(0.00%) ° (o.)oo% 0 (0.00%)
Blister 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.)00% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Blood blister 0 (0.)00% 0(0.00%) ©° (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
55‘23&?3”3 1 (7.)69% 0 (0.00%) 0 (o.)oo% 0 (0.)00% 1 (6.)25% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
Decubitus ulcer 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (o.)oo% 1 (6.)25% 0 (o.)oo% 0 (o.)oo% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
Dermatitis 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.)00% 1 (6.)25% 1 (1/:).11 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
nggfonrnn? 0 (0.)00% 0(0.00%) ©° (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Diffuse alopecia 0 (0.)00% 0(0.00%) ©° (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Dry skin 0 (0.)00% 2 (66).67% 0 (o.)oo% 1 (4.)35% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
Ecchymosis 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (o.)oo% 0 (o.)oo% 1 (1/:).11 0 (o.)oo% 0 (o.)oo% 0(0.00%) ° (o.)oo% 0 (0.00%)
Eczema 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.)00% 2 (1/02).50 1 (1/:).11 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
Erythema 0(0.00% ooy ©(000% 0(0.00% 1(625% 0(0.00% 0(0.00% 0(0.00% 4000 0(000% ¢ 00

) ) ) ) ) ) )
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1(769% 1(33.33% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 1(11.11  0(0.00% 0 (0.00%

Hyperhidrosis ) ) ) ) ) ) %) ) 0 (0.00%) ) 0 (0.00%)
Ingrowing nail 0 (0.)00% 00.00%) ° (o.)oo% 0 (0.)00% 1 (6.)25% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
Nail bed 0 (0.00% 1(833% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%
natped | 0 (0.00%) | | | | | | 0 (0.00%) | 0 (0.00%)
Nail discolouration © (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) ° (0.)00% 0 (0.00%)
Night sweats 0 (0.)00% 00.00%) © (0.)00% 1 (4.)35% 0 (0.)00% 1 (1/:)'11 0 (0.)00% 0 (0.)00% 0(0.00%) ° (0.)00% 0 (0.00%)
onychomadesis (0.)00% 0.0.00%) ° (o.)oo% 0 (0.)00% 1 (6.)25% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
Paple 0 (0.)00% 0(0.00%) ° (o.)oo% 0 (0.)00% 0 (0.)00% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
0, 0, 0, 0, 0, 0, [
Petochine 1 (7.)69/0 00.00%) ° (o.)ow, 2 (8.)70 E (6.)25 % A (3/:).11 0 (o.)00/o 0 (o.)ow, 0 (0.00%) ° (o.)00/o 0 (0.00%)
0, 0, 0, 0, 0, 0,
Bruritu 1 (7.)69 % 1 (33).33 % A (8.)33A, 2 (8.)70 % 1 (6.)25 % 1 (:/:).11 1 (1/:).11 1 (jyf)'SO 0(0.00%) ° (o.)ooa 0 (0.00%)
0, 0, 0, 0, 0, 0, 0,
purpura 0 (0.)00/o 00.00%) © (O.)OOA: 0 (0.)00A, 0 (0.)OOA: 0 (0.)004, 0 (0.)004, 1 (jyf)'SO 0(0.00%) ° (o.)ooa 0 (0.00%)
2(1538 1(3333% 3(2500 4(17.39 1(6.25% 2(22.22 0(0.00% O (0.00% 0 (0.00%
Rash (%) ( 557 (%) (%) ( o (%) ( Yo% ( 0% 0(0.00%) ( 0% 0 (0.00%)
Rash 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 1(11.11 0(0.00% 0 (0.00% 0 (0.00%
orthematous | 0 (0.00%) | | | o | | 0 (0.00%) | 0 (0.00%)
Rash macular 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 00.00%) ° (0.)00% 0 (0.00%)
Rash maculo- 0(0.00% 2(66.67% 1(8.33% 1(436% 0(000% 1(11.11 0(0.00% 0(000% oo o00 0000% oo o0
papular ) ) ) ) ) %) ) ) SR ) SR
Rash papular 0 (0.)00% 00.00%) © (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.)00% 1(1 (2’?.00 0 (0.)00% 0 (0.00%)
Rash pruritc 0 (0.)00% 0 0.00%) | (8.)33% 0 (0.)00% 1 (6.)25% 0 (o.)00% 0 (0.)00% 0 (o.)oo% 0 (0.00%) ° (o.)oo% 0 (0.00%)
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Seborrhoeic 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 1(11.11  0(0.00% 0 (0.00% 0 (0.00%

dermatitis ) 0 (0.00%) ) ) ) %) ) ) 0 (0.00%) ) 0 (0.00%)
Sensitive skin 0 (O.)OO% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Skin atrophy 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 1 ((1)/3).50 0 (0.00%) 0 (O.)OO% 0 (0.00%)
(S“l;igdouration 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Skin disorder 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Skin haemorrhage 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 1 (\’2/:’)3).33 0 (0.00%)
ﬁ;;)nerpigmentation 0 (O.)OO% 0 (0.00%) 1 (8.)33% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Skin induration 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Skin irritation 0 (0.)00% 0 (0.00%) 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Skin lesion 1 (7.)69% 0 (0.00%) 0 (O.)OO% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (O.)OO% 0 (0.00%) 0 (O.)OO% 0 (0.00%)
Skin mass 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 1 (6.)25% 0 (0.)00% 1 (1/:).11 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Skin ulcer 0 (O.)OO% 1 (33).33% 0 (0.)00% 0 (O.)OO% 2 (:/3)50 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Urticaria 0 (0.)00% 0 (0.00%) 1 (8.)33% 1 (4.)35% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Vascular disorders
:rct)g:ii)sclerosis 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Arteriosclerosis 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

) ) ) ) ) ) )
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Circulatory 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00%

collapse ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)

Deep vein 0 (0.00% 0(0.00% 0(0.00% 1(6.25% 1(11.11 0(0.00% 0 (0.00% 1(33.33

thrombosis ) 0 (0.00%) ) ) ) %) ) ) 0 (0.00%) %) 0 (0.00%)
0, 0, 0, 0, 0, 0, 0, 0,

Embolism 0 (0.)00/0 0 (0.00%) 0 (O.)OOA; 0 (O.)OOA; 0 (0.)00/0 0 (0.)00/0 0 (0.)00/0 0 (O.)OOA; 0 (0.00%) 0 (0.)00/0 0 (0.00%)

Flushing 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.)00% 1 (6.)25% 0 (0.)00% 0 (0.)00% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

Haematoma 0 (0.)00% 0 (0.00%) 2 (1;)3).67 0 (0.)00% 1 (6.)25% 1 ((1%;1).11 0 (0.)00% 0 (0.)00% 0 (0.00%) 1 (323).33 0 (0.00%)

Haemorrhage 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

Hot flush 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
0, 0, 0,

Hypertension 1 (7.)69/0 0 (0.00%) 0 (O.)OOA; 3 ((1)/;3).04 2 (1/02).50 0 (0.)00/0 1 (1/:).11 1 ((1)/3).50 0 (0.00%) 1 (:;)3).33 0 (0.00%)
0, 0, 0, 0, 0,

Hypotension 0 (0.)00/0 0 (0.00%) 0 (O.)OOA: 2 (8.)70A: 2 (2/02).50 0 (0.)00A> 1 (;I/:).11 1 (jyf).SO 0 (0.00%) 0 (O.)OOAa 0 (0.00%)

Orthostatic 0 (0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 1(33.33

hypotension ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) %) 0 (0.00%)

Pallor 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)

1 1 0, 0, 0, 0, 0, 0, 0, 0,

Perlphgral grterlal 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

occlusive disease ) ) ) ) ) ) ) )

Peripheral 0 (0.00% 0 (0.00%) 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)

embolism ) ) ) ) ) ) ) )

Phlebitis 0 (0.)00% 0 (0.00%) 0 (0.)00% 1 (4.)35% 0 (0.)00% 1 ((1%;1).11 1 ((1)/:).11 0 (0.)00% 0 (0.00%) 1 (323).33 0 (0.00%)

Superficial vein 0 (0.00% 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%

thrombosis ) 0 (0.00%) ) ) ) ) ) ) 0 (0.00%) ) 0 (0.00%)

Thrombophlebitis 0 (0.)00% 0 (0.00%) 1 (8.)33% 1 (4.)35% 0 (0.)00% 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
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0 (0.00%

0 (0.00%

0 (0.00%

0 (0.00%

0, 0, 0, 0,
Thrombosis 0 (0')00/" 0(0.00%) ° (0')0% 1 (4.)35A: : | | 0(0.00%) ° (0')0“’ 0 (0.00%)
Varicose vein 0 (O.)OO% 0 (0.00%) 0 (0.)00% 0 (O.)OO% 0 (0.)00% 0(0.00% O (O.)OO% 0 (0.)00% 0 (0.00%) 0 (0.)00% 0 (0.00%)
Xlenous o 0 (0.00% 0 (0.00%) 0(0.00% 1(4.35% 0(0.00% 0(0.00% 0(0.00% 0 (0.00% 0 (0.00%) 0 (0.00% 0 (0.00%)
rombosis limb ) ) ) ) ) ) )
Arms 3,4 and 5
MBG45 MBG45 MBG45 WMBG45 MBG45 MBG45
3 3 3 3 3 3
160mg 240mg 400mg 160mg 240mg 400mg
Q2W+P Q2W+P Q2W+P Q2W+P Q2W+P Q2W+P MBG45 MBG45 MBG45
DRO001 DRO001 DR001 DRO001 DRO001 DR001 380 mg 3240 3240
400mg 400mg 400mg 400mg 400mg 400mg Q2w + mg mg
Q4W+D Q4W+D Q4W+D Q4W+D Q4W+D Q4W+D MBG45 MBG45 MBG45 MBG45 PDRO001 Q2w + Q2w +
ecitabin ecitabin ecitabin ecitabin ecitabin ecitabin 3400 31200 3400 31200 400 mg PDRO001 PDRO001
e e e e e e mg mg mg mg Q4w 400 mg 400 mg
20mg/m 20mg/m 20mg/m 20mg/m 20mg/m 20mg/m Q2w Q2w Q2w Q2w R/R Q4w Q4w
2 AML 2 AML 2 AML 2 MDS 2 MDS 2 MDS AML AML MDS MDS AML AML MDS
N=3 N=4 N=5 N=3 N=2 N=1 N=10 N=6 N=3 N=7 N=1 N=5 N=5
Arm 3: Arm 3: Arm 3: Arm 3: Arm 3: Arm 3: Arm 4: Arm 4: Arm 4: Arm 4: Arm 5: Arm 5: Arm 5:
Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety
dataup dataup dataup dataup dataup dataup dataup dataup dataup dataup dataup dataup dataup
to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150 to 150
days days days days days days days days days days days days days
after last after last after last afterlast after last after last afterlast afterlast afterlast afterlast afterlast afterlast after last
Arm/Gro dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of
up MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45 MBG45
Descripti 3or 3or 3or 3or 3or 3or 3 3 3 3 3or 3or 3or
on PDR001 PDR001 PDR001 PDR001 PDR001 PDRO001 PDR001 PDR001 PDRO001
or 30 or 30 or 30 or 30 or 30 or 30
days days days days days days
after last after last after last after last after last after last
dose of dose of dose of dose of dose of dose of
decitabi  decitabi  decitabi  decitabi  decitabi  decitabi
ne, ne, ne, ne, ne, ne,
whichev  whichev  whichev  whichev  whichev  whichev
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eris the

latest

eris the
latest

eris the
latest

eris the
latest

eris the
latest

eris the
latest

Total #
Affected
by any
Other
Adverse
Event

Total # at
Risk by
any
Other
Adverse
Event

10

Blood
and
lymphati
c system
disorders

Anaemi
a

0 (0.00
%)

1(25.00
%)

3 (60.00
%)

0 (0.00
%)

2 (100.0
0%)

0 (0.00
%)

0 (0.00
%)

1(16.67
%)

1(33.33

%)

3 (42.86

%)

0 (0.00
%)

2 (40.00
%)

2 (40.00
%)

Bone
marrow
failure

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Coagul
opathy

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0(0.00
%)

0 (0.00
%)

0 (0.00
%)

0(0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Dissemi
nated
intravas
cular
coagula
tion

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0(0.00
%)

0 (0.00
%)

0 (0.00
%)

0(0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Febrile
neutrop
enia

0 (0.00
%)

1(25.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

1(16.67
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)
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Haemor
rhagic 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
diathesi %) %) %) %) %) %) %) %) %) %) %) %) %)
s
Leukoc 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 1(100.0 1(20.00 0(0.00
ytosis %) %) %) %) %) %) %) %) %) %) 0%) %) %)
Leukop 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
enia %) %) %) %) %) %) %) %) %) %) %) %) %)
%gg)h 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Lympha 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
denitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Ia;érr?gh: 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
thy P %) %) %) %) %) %) %) %) %) %) %) %) %)
Lympha
:ihenopa 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
médiast %) %) %) %) %) %) %) %) %) %) %) %) %)
inal
Neutrop 1(33.33 1(25.00 1(20.00 2(66.67 2(100.0 0(0.00 0 (0.00 1(16.67 0(0.00 2(2857 0(0.00 2(40.00 0(0.00
enia %) %) %) %) 0%) %) %) %) %) %) %) %) %)
Pancyt 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
openia %) %) %) %) %) %) %) %) %) %) %) %) %)
Spleno 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
megaly %) %) %) %) %) %) %) %) %) %) %) %) %)
Zgr?;nz 0 (0.00 0 (0.00 1(20.00 1(33.33 2(100.0 0¢(0.00 1(10.00 1(16.67 0(0.00 1(1429 0(0.00 2(40.00 1 (20.00
niay P %) %) %) %) 0%) %) %) %) %) %) %) %) %)
I(r:]r?c?s]ib 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
Y %) %) %) %) %) %) %) %) %) %) %) %) %)

S
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Cardiac

disorders
Acute
gglc’car 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
arctio %) %) %) %) %) %) %) %) %) %) %) %) %)
n
Angina 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
pectoris %) %) %) %) %) %) %) %) %) %) %) %) %)
Aortic
valve 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
stenosi %) %) %) %) %) %) %) %) %) %) %) %) %)
S
Arrhyth  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
mia %) %) %) %) %) %) %) %) %) %) %) %) %)
ﬁérriiﬁ;ti 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 1(10.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0/(0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Bradyc 0(0.00 0(0.00 1(2000 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 1(20.00
ardia %) %) %) %) %) %) %) %) %) %) %) %) %)
Cardiac 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0/(0.00
failure %) %) %) %) %) %) %) %) %) %) %) %) %)
ﬁagdi‘;t 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0/(0.00
hyy P %) %) %) %) %) %) %) %) %) %) %) %) %)
Corona
ry 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
artery %) %) %) %) %) %) %) %) %) %) %) %) %)
disease
Diastoli
c 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
dysfunc %) %) %) %) %) %) %) %) %) %) %) %) %)
tion
Mitral 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
valve %) %) %) %) %) %) %) %) %) %) %) %) %)
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incomp

etence

Myocar

dial 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00
ischae %) %) %) %) %) %) %) %) %) %) %) %) %)
mia

Palpitati  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(16.67 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
ons %) %) %) %) %) %) %) %) %) %) %) %) %)
Pericar

dial 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
calcifica %) %) %) %) %) %) %) %) %) %) %) %) %)
tion

gi‘;icar 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
offusion %) %) %) %) %) %) %) %) %) %) %) %) %)
tsaigﬁsca 0(0.00 1(25.00 0(0.00 0(0.00 0(0.00 0(0.00 1(10.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
i y %) %) %) %) %) %) %) %) %) %) %) %) %)
Suprav

gpt”cu' 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
tachyca %) %) %) %) %) %) %) %) %) %) %) %) %)
rdia

Tachyc 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 1(1667 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
ardia %) %) %) %) %) %) %) %) %) %) %) %) %)
Ventric

ular 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00
arrhyth %) %) %) %) %) %) %) %) %) %) %) %) %)
mia

Congenit

al,

familial

and

genetic

disorders
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Cerebr
ovascul
:;teriov 0(0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
enous %) %) %) %) %) %) %) %) %) %) %) %) %)
malfor
mation
Ear and
labyrinth
disorders
Deafne 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
sS %) %) %) %) %) %) %) %) %) %) %) %) %)
SDSeafne 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
bilateral %) %) %) %) %) %) %) %) %) %) %) %) %)
E:r: est 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
oo %) %) %) %) %) %) %) %) %) %) %) %) %)
Eizgomf 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00
ort %) %) %) %) %) %) %) %) %) %) %) %) %)
E:erzmor 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00
thage %) %) %) %) %) %) %) %) %) %) %) %) %)
Ear 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 0(0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
F:;?rna 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Tinnitus 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Vertido 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
9 %) %) %) %) %) %) %) %) %) %) %) %) %)
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Vertigo

osition 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
gl %) %) %) %) %) %) %) %) %) %) %) %) %)
Endocrin
e
disorders
ﬁ‘gﬁ?ﬁ;l 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 0(0.00
ency %) %) %) %) %) %) %) %) %) %) %) %) %)
Hr%?;tsh 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00
?In %) %) %) %) %) %) %) %) %) %) %) %) %)
Erin;?r:y 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ypotny %) %) %) %) %) %) %) %) %) %) %) %) %)
roidism
Eye
disorders
Anisoco 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ria %) %) %) %) %) %) %) %) %) %) %) %) %)
Blindne 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ss %) %) %) %) %) %) %) %) %) %) %) %) %)
Catarac  1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
t %) %) %) %) %) %) %) %) %) %) %) %) %)
Conjun
ctival 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
haemor %) %) %) %) %) %) %) %) %) %) %) %) %)
rhage
gﬁ/rglun 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
R %) %) %) %) %) %) %) %) %) %) %) %) %)
irritation
Drv eve 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(16.67 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
yey %) %) %) %) %) %) %) %) %) %) %) %) %)
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Eye

haemor 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
rhage
Eye 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00 0(0.00
irritation %) %) %) %) %) %) %) %) %) %) %) %) %)
Eye 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(100.0 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) 0%) %) %) %) %) %) %) %)
Eii?)lige 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00
r %) %) %) %) %) %) %) %) %) %) %) %) %)
Eggg?n 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Glauco 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ma %) %) %) %) %) %) %) %) %) %) %) %) %)
Scu;?; 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ema %) %) %) %) %) %) %) %) %) %) %) %) %)
ggtgr;il 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ment %) %) %) %) %) %) %) %) %) %) %) %) %)
hRaeéi:%Ir 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
rhage
Retinop 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00
athy %) %) %) %) %) %) %) %) %) %) %) %) %)
Uveitis 0 (0.00 0 (0.00 0 (0.00 0(0.00 0(0.00 1(100.0 0(0.00 0 (0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00
%) %) %) %) %) 0%) %) %) %) %) %) %) %)
Vision 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 1(16.67 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00
blurred %) %) %) %) %) %) %) %) %) %) %) %) %)
;i/:gal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
defect %) %) %) %) %) %) %) %) %) %) %) %) %)
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Visual

impairm 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
eni) %) %) %) %) %) %) %) %) %) %) %) %) %)
;/itreou 1(33.33 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
floaters %) %) %) %) %) %) %) %) %) %) %) %) %)

Gastroint

estinal

disorders
Abdomi
nal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
discomf %) %) %) %) %) %) %) %) %) %) %) %) %)
ort
Abdomi
nal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
distensi %) %) %) %) %) %) %) %) %) %) %) %) %)
on
ﬁsldomi 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
herni %) %) %) %) %) %) %) %) %) %) %) %) %)
ernia
Abdomi  1(33.33 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 1(10.00 2(33.33 1(33.33 1(14.29 0(0.00 0 (0.00 0 (0.00
nal pain %) %) %) %) %) %) %) %) %) %) %) %) %)
ﬁ:ldog?ri] 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
| P %) %) %) %) %) %) %) %) %) %) %) %) %)
ower
ﬁ:ldo;?ri] 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
uper %) %) %) %) %) %) %) %) %) %) %) %) %)
Aeroph 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
agia %) %) %) %) %) %) %) %) %) %) %) %) %)
2‘”?:16 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mrg %) %) %) %) %) %) %) %) %) %) %) %) %)
Anal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
fissure %) %) %) %) %) %) %) %) %) %) %) %) %)
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Anal

et 0(000  0(000 0(0.00 0(0.00 0(0.00 0(000 0(000 0(000 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
i %) %) %) %) %) %) %) %) %) %) %) %) %)
Aphtho  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
us ulcer %) %) %) %) %) %) %) %) %) %) %) %) %)
Ascites 0000 0(0.00 0(000 0(000 0(0.00 0(0.00 1(10.00 0(0.00 0(000 0(000 0(0.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Coitis (000 0(000 0(0.00 0(0.00 0(000 0(0.00 0(0.00 0(000 0(0.00 0(000 0(0.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Constp 0(0.00 0(0.00 1(20.00 0(0.00 1(50.00 1(100.0 2(20.00 2(33.33 1(33.33 1(1429 0(0.00 1(20.00 0 (0.00
ation %) %) %) %) %) 0%) %) %) %) %) %) %) %)
Dental  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
caries %) %) %) %) %) %) %) %) %) %) %) %) %)
Diarrho  1(33.33 1(25.00 2(40.00 2(66.67 0(0.00 0(0.00 0(0.00 4(66.67 0(0.00 3(42.86 0(0.00 0(0.00 1 (20.00
ea %) %) %) %) %) %) %) %) %) %) %) %) %)
Dry 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 1(20.00
mouth %) %) %) %) %) %) %) %) %) %) %) %) %)
Dyspep 0(0.00 1(25.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
sia %) %) %) %) %) %) %) %) %) %) %) %) %)
Dyspha 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 1(20.00
gia %) %) %) %) %) %) %) %) %) %) %) %) %)
Faecalo 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00
ma %) %) %) %) %) %) %) %) %) %) %) %) %)
Flatulen 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 1(20.00
ce %) %) %) %) %) %) %) %) %) %) %) %) %)
E::;:‘gr 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
rhage %) %) %) %) %) %) %) %) %) %) %) %) %)
Gastroi
I”tes“”a 1(33.33 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(000 0(.00 0(.00 0(.00 0(.00 0(0.00
haemor %) %) %) %) %) %) %) %) %) %) %) %) %)
rhage
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Gastroo
ezgfha 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
9 %) %) %) %) %) %) %) %) %) %) %) %) %)
reflux
disease
Gingiva
| 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
bleedin %) %) %) %) %) %) %) %) %) %) %) %) %)
g
Gingiva 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
| pain %) %) %) %) %) %) %) %) %) %) %) %) %)
lGingiva 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)
swelling
Glosso 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
dynia %) %) %) %) %) %) %) %) %) %) %) %) %)
Haemat 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(50.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ochezia %) %) %) %) %) %) %) %) %) %) %) %) %)
Haemor 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00
rhoids %) %) %) %) %) %) %) %) %) %) %) %) %)
Haemor
rhoids 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
thromb %) %) %) %) %) %) %) %) %) %) %) %) %)
osed
;{122?: 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
oral %) %) %) %) %) %) %) %) %) %) %) %) %)
leus 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
:‘netl;%fin 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
e polyp
Lip d 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pary %) %) %) %) %) %) %) %) %) %) %) %) %)
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Lip

ervthe 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0(0.00
mr;/ %) %) %) %) %) %) %) %) %) %) %) %) %)
Lip 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
swelling %) %) %) %) %) %) %) %) %) %) %) %) %)
t:gerati 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Melaen 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
E/Iac;ur:]hor 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0(0.00 2(40.00
thage %) %) %) %) %) %) %) %) %) %) %) %) %)
mggrtgti 0(0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Nausea 2(66.67 2(50.00 0(0.00 2(66.67 1(50.00 0(0.00 1(10.00 3(50.00 1(33.33 1(14.29 0(0.00 1(20.00 2 (40.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Odynop  0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
hagia %) %) %) %) %) %) %) %) %) %) %) %) %)
aOees:Iph 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00
pgin %) %) %) %) %) %) %) %) %) %) %) %) %)
g;aolrde 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00
r %) %) %) %) %) %) %) %) %) %) %) %) %)
Oral
mucosa 0 (0.00 0 (0.00 0(0.00 0(0.00 1(50.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00
haemat %) %) %) %) %) %) %) %) %) %) %) %) %)
oma
Oral
Imucosa 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00
0, 0, 0, 0, 0, 0, 0, 0, 0, 0, ) 0, 0,
erythe %) %) %) %) %) %) %) %) %) %) %) %) %)
ma
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Oral 0(0.00 0(0.00 1(20.00 1(33.33 0(0.00 0(0.00 0(0.00 1(1667 1(33.33 0(0.00 0(0.00 1(20.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Palatal  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
swelling %) %) %) %) %) %) %) %) %) %) %) %) %)
Pancre  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(10.00 0(0.00 0(0.00 0(0.00 0(0.00 1(20.00 0(0.00
atitis %) %) %) %) %) %) %) %) %) %) %) %) %)
E;TO“ 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
disease %) %) %) %) %) %) %) %) %) %) %) %) %)
Proctal 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
gia %) %) %) %) %) %) %) %) %) %) %) %) %)
E:::ﬁc')r 0(0.00 1(25.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
hage %) %) %) %) %) %) %) %) %) %) %) %) %)
Rectal 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00
polyp %) %) %) %) %) %) %) %) %) %) %) %) %)
Regurgi 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00
tation %) %) %) %) %) %) %) %) %) %) %) %) %)
Stomati 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(20.00
tis %) %) %) %) %) %) %) %) %) %) %) %) %)
Zg’;g‘rﬁ 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0/(0.00
ot %) %) %) %) %) %) %) %) %) %) %) %) %)
Iggf’n‘f; 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
hage %) %) %) %) %) %) %) %) %) %) %) %) %)
Iﬁ)’;?;‘t? 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Tootha 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0/(0.00
che %) %) %) %) %) %) %) %) %) %) %) %) %)
Vomitin  1(33.33 0(0.00 1(20.00 1(33.33 0(0.00 0(0.00 0(0.00 2(33.33 0(0.00 0(0.00 0(0.00 0(0.00 1(20.00
g %) %) %) %) %) %) %) %) %) %) %) %) %)
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General

disorders

and

administr

ation site

condition

s
Adminis
tsri?gon 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(50.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0,
extrava %) %) %) %) %) %) %) %) %) %) %) %) %)
sation
Adminis
tration 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
site %) %) %) %) %) %) %) %) %) %) %) %) %)
rash
Astheni 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Cathete
r site 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
haemor %) %) %) %) %) %) %) %) %) %) %) %) %)
rhage
Cathete
r site 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
inflamm %) %) %) %) %) %) %) %) %) %) %) %) %)
ation
?;igete 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
?:iigete 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
- %) %) %) %) %) %) %) %) %) %) %) %) %)

pruritus
?:iit;ete 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
swelling %) %) %) %) %) %) %) %) %) %) %) %) %)
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Cathete

et 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
vesidles %) %) %) %) %) %) %) %) %) %) %) %) %)
g’lrs‘ii:nf 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
ort %) %) %) %) %) %) %) %) %) %) %) %) %)
Chest  0(0.00 0(0.00 1(20.00 0(.00 0(.00 0(0.00 0(0.00 1(1667 0(0.00 1(1429 0(0.00 1(20.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Chills 0(0.00 1(25.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(3333 0(0.00 0(0.00 0(0.00 0/(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Device
related  0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00
thromb %) %) %) %) %) %) %) %) %) %) %) %) %)
osis
g:g:m 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)
Facial  0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Fatioue 1(3333 2(50.00 1(20.00 0(0.00 1(50.00 0(0.00 1(10.00 1(1667 0(0.00 3(4286 0(0.00 3(60.00 0(0.00
9 %) %) %) %) %) %) %) %) %) %) %) %) %)
g:ﬁjrba 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
oo %) %) %) %) %) %) %) %) %) %) %) %) %)
General
I"EZZ'I‘;; 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
doterior %) %) %) %) %) %) %) %) %) %) %) %) %)
ation
General
ised 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
oedem %) %) %) %) %) %) %) %) %) %) %) %) %)
a
Indurati  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
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Inflamm 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ation %) %) %) %) %) %) %) %) %) %) %) %) %)
I;;?IL(]:”Z 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(50.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
iliness %) %) %) %) %) %) %) %) %) %) %) %) %)
Infusion

site 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(50.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
extrava %) %) %) %) %) %) %) %) %) %) %) %) %)
sation

Lnj;fetio 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
bruising %) %) %) %) %) %) %) %) %) %) %) %) %)
Injectio

n site 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
haemor %) %) %) %) %) %) %) %) %) %) %) %) %)
rhage

Injectio

n site 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
inflamm %) %) %) %) %) %) %) %) %) %) %) %) %)
ation

Lnﬁf;io 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Lnjsﬁfetio 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
rash %) %) %) %) %) %) %) %) %) %) %) %) %)
Lnjsﬁfetio 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
reaction %) %) %) %) %) %) %) %) %) %) %) %) %)
Lithiasi 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s %) %) %) %) %) %) %) %) %) %) %) %) %)
Localis

ed 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
oedem %) %) %) %) %) %) %) %) %) %) %) %) %)

a
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Malaise ©(0:00  0(0.00 0(000 0(0.00 0(000 0(000 0(0.00 0(0.00 0(000 0(000 0(0.00 0(0.00 1(20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
(';";/?g;a' 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
oain %) %) %) %) %) %) %) %) %) %) %) %) %)
I'V'“°°33 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
q %) %) %) %) %) %) %) %) %) %) %) %) %)
ryness
Mucosa
| 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(10.00 0(0.00 0(0.00 1(1429 0(0.00 0(0.00 0 (0.00
inflamm %) %) %) %) %) %) %) %) %) %) %) %) %)
ation
Nogule 0(000 0(000 0(0.00 0(0.00 0(0.00 0(000 0(000 0(000 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Non-
cardiac  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(1429 0(0.00 0(0.00 0(0.00
chest %) %) %) %) %) %) %) %) %) %) %) %) %)
pain
Oedem 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Oedem
a 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 3(30.00 0(0.00 0(0.00 1(1429 0(0.00 1(20.00 0 (0.00
periphe %) %) %) %) %) %) %) %) %) %) %) %) %)
ral
Pain 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 2(20.00 0(0.00 1(33.33 0(0.00 0(0.00 1(20.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
f;‘f”phe 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)
swelling
Physica
| 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00
decondi %) %) %) %) %) %) %) %) %) %) %) %) %)
tioning
Punctur 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
e site %) %) %) %) %) %) %) %) %) %) %) %) %)
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erythe
ma
Pvrexia 0 (0.00 0(0.00 2(40.00 0(0.00 0 (0.00 0(0.00 1(10.00 1(16.67 0(0.00 0(0.00 1(100.0 0(0.00 3(60.00
y %) %) %) %) %) %) %) %) %) %) 0%) %) %)

Swellin 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
g face %) %) %) %) %) %) %) %) %) %) %) %) %)

Hepatobil

iary

disorders
Autoim
mune 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
hepatiti %) %) %) %) %) %) %) %) %) %) %) %) %)
S
5’:}; 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
stone %) %) %) %) %) %) %) %) %) %) %) %) %)
Biliary 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
colic %) %) %) %) %) %) %) %) %) %) %) %) %)
Cholec 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ystitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Hepatic 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
lesion %) %) %) %) %) %) %) %) %) %) %) %) %)
Hepatiti 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
S %) %) %) %) %) %) %) %) %) %) %) %) %)
Hepato 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
megaly %) %) %) %) %) %) %) %) %) %) %) %) %)
SHelgﬁLo 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mpegaly %) %) %) %) %) %) %) %) %) %) %) %) %)
:l-:'{ft))?rzgl 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
emia %) %) %) %) %) %) %) %) %) %) %) %) %)
Jaundic 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
e %) %) %) %) %) %) %) %) %) %) %) %) %)
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Periport

al 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
oedem %) %) %) %) %) %) %) %) %) %) %) %) %)
a

Immune

system

disorders

Er“grse 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
ngﬁivity %) %) %) %) %) %) %) %) %) %) %) %) %)
Graft

xifius 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
dieoase %) %) %) %) %) %) %) %) %) %) %) %) %)
in skin

:X;’Iflﬁt 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
v %) %) %) %) %) %) %) %) %) %) %) %) %)
Immun

ovstem  ©0(000  0(000 0(000 0(0.00 0(000 0(000 0(0.00 0(000 0(000 0(0.00 0(0.00 0(0.00 0(0.00
Seorde %) %) %) %) %) %) %) %) %) %) %) %) %)
h

Infusion

Le'agige 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
nZﬁivity %) %) %) %) %) %) %) %) %) %) %) %) %)
reaction

Zea”” 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
allergy %) %) %) %) %) %) %) %) %) %) %) %) %)
Infection

s and

infestatio

ns
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Absces 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

s limb %) %) %) %) %) %) %) %) %) %) %) %) %)

Absces 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 0(0.00

s oral %) %) %) %) %) %) %) %) %) %) %) %) %)

:Q:(I:es 0 (0.00 1(25.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

S %) %) %) %) %) %) %) %) %) %) %) %) %)

ﬁ?:étio 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

n %) %) %) %) %) %) %) %) %) %) %) %) %)

Art_]);?j(rfl 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 1(16.67 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

gnia %) %) %) %) %) %) %) %) %) %) %) %) %)

Bactera 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

emia %) %) %) %) %) %) %) %) %) %) %) %) %)

Bacteri

al 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

disease %) %) %) %) %) %) %) %) %) %) %) %) %)

carrier

Bacteri

al 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Slacteri 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)

sepsis

Blastoc

ystis 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Bronchi 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

olitis %) %) %) %) %) %) %) %) %) %) %) %) %)

Bronchi 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (50.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

tis %) %) %) %) %) %) %) %) %) %) %) %) %)
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Bronch

ggl:}lmo 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

aspergil %) %) %) %) %) %) %) %) %) %) %) %) %)

losis

Candid

a 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(50.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 1(20.00

infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Cathete

r site 0(0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Celluliti 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

s %) %) %) %) %) %) %) %) %) %) %) %) %)

Chronic 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

sinusitis %) %) %) %) %) %) %) %) %) %) %) %) %)

Clostrid

I;fq‘?cile 0 (0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00

. : %) %) %) %) %) %) %) %) %) %) %) %) %)

infectio

n

Conjun 0(0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

ctivitis %) %) %) %) %) %) %) %) %) %) %) %) %)

COVID- 0(0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

19 %) %) %) %) %) %) %) %) %) %) %) %) %)

Cystitis 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
¥ %) %) %) %) %) %) %) %) %) %) %) %) %)

Cytome

galoviru

isnfectio 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

n %) %) %) %) %) %) %) %) %) %) %) %) %)

reactiva

tion
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Device

related 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
bactera %) %) %) %) %) %) %) %) %) %) %) %) %)
emia

Divertic 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 1(16.67 0(0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
ulitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Enceph 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 0(0.00
alitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Enteroc

occal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Escheri

chia 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
bactera %) %) %) %) %) %) %) %) %) %) %) %) %)
emia

Escheri

chia 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
infectio %) %) %) %) %) %) %) %) %) %) %) %) %)
n

Escheri

chia

urinary 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00
tract %) %) %) %) %) %) %) %) %) %) %) %) %)
infectio

n

Folliculi 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
tis %) %) %) %) %) %) %) %) %) %) %) %) %)
Fungae 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mia %) %) %) %) %) %) %) %) %) %) %) %) %)
;l]ﬂggt?é 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
n %) %) %) %) %) %) %) %) %) %) %) %) %)
Fungal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
skin %) %) %) %) %) %) %) %) %) %) %) %) %)
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infectio

n

Furuncl  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00

e %) %) %) %) %) %) %) %) %) %) %) %) %)

Gastroe 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0/(0.00

nteritis %) %) %) %) %) %) %) %) %) %) %) %) %)

ftif.t{.ie 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00

Viral %) %) %) %) %) %) %) %) %) %) %) %) %)

Gingiviti 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0/(0.00

s %) %) %) %) %) %) %) %) %) %) %) %) %)

Haemat

oma 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00

infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Helicob

acter 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00

infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Herpes  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00

simplex %) %) %) %) %) %) %) %) %) %) %) %) %)

Herpes  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00

zoster %) %) %) %) %) %) %) %) %) %) %) %) %)

Influenz  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00

a %) %) %) %) %) %) %) %) %) %) %) %) %)

;gisnctes 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00

. %) %) %) %) %) %) %) %) %) %) %) %) %)

L‘ua;:?éul 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00

osis %) %) %) %) %) %) %) %) %) %) %) %) %)

!‘ni?ectio 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 1(1667 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

n
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Localis

ed 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
infectio %) %) %) %) %) %) %) %) %) %) %) %) %)
n

Lower

respirat

ory 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
tract %) %) %) %) %) %) %) %) %) %) %) %) %)
infectio

n

Lower

respirat

ory 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
tract %) %) %) %) %) %) %) %) %) %) %) %) %)
infectio

n viral

Medical

device 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
site %) %) %) %) %) %) %) %) %) %) %) %) %)
pustule

Metapn

3:mowr 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
infectio %) %) %) %) %) %) %) %) %) %) %) %) %)
n

Mucosa

| 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
infectio %) %) %) %) %) %) %) %) %) %) %) %) %)
n

i’::zfitialctio 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
n %) %) %) %) %) %) %) %) %) %) %) %) %)
l:aio;i)t? 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
yng %) %) %) %) %) %) %) %) %) %) %) %) %)

S
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Oesoph
ageal 0(0.00 0(0.00 0(0.00 0(0.00 1(50.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
candidi %) %) %) %) %) %) %) %) %) %) %) %) %)
asis
g”gggf’ 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
. Y %) %) %) %) %) %) %) %) %) %) %) %) %)
Ophthal
mic 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 1(20.00 0(0.00
herpes %) %) %) %) %) %) %) %) %) %) %) %) %)
simplex
gﬁ(’ji g 0(000 1(2500 0(000 0(000 0(0.00 0(0.00 0(0.00 0(000 0(000 0(000 0(0.00 0(0.00 0(0.00
el %) %) %) %) %) %) %) %) %) %) %) %) %)
Oral 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0/(0.00
herpes %) %) %) %) %) %) %) %) %) %) %) %) %)
8;:Ltio 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)
Orchiis 0(000  0(0.00  0(0.00 0(0.00 0(0.00 0(000 0(000 0(000 0(0.00 1(1429 0(0.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Osteom 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(00 0(0.00 0(.00 0(.00 0(.00 0(0.00
yelitis %) %) %) %) %) %) %) %) %) %) %) %) %)
O:iitﬁsm 0(0.00 0(0.00 1(2000 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
thnic %) %) %) %) %) %) %) %) %) %) %) %) %)
Otitis 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
externa %) %) %) %) %) %) %) %) %) %) %) %) %)
Parainfl
3;’3239 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
infectio %) %) %) %) %) %) %) %) %) %) %) %) %)
n
Parony 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00
chia %) %) %) %) %) %) %) %) %) %) %) %) %)
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Parofiti  0(0.00 0(0.00 1(20.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00
s %) %) %) %) %) %) %) %) %) %) %) %) %)
Periodo 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00
ntitis %) %) %) %) %) %) %) %) %) %) %) %) %)
tF;?”mbi 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
collulitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Pharyn  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(10.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
gitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Picorna

virus 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00
infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Pneum 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(1000 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
onia %) %) %) %) %) %) %) %) %) %) %) %) %)
(':rr]‘i‘:]”m 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00
fungal %) %) %) %) %) %) %) %) %) %) %) %) %)
Pneum

onia 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
pseudo %) %) %) %) %) %) %) %) %) %) %) %) %)
monal

Er?izum 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
Vit %) %) %) %) %) %) %) %) %) %) %) %) %)
Post

nged 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
e ctio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Pseudo

monas  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00
infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Page 263



(') NOVARTIS

Pyelon

ephritis 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

agute %) %) %) %) %) %) %) %) %) %) %) %) %)

Respira

tory

syncyti 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

al virus %) %) %) %) %) %) %) %) %) %) %) %) %)

infectio

n

Respira

:(r)g:t 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Rhinitis 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

%) %) %) %) %) %) %) %) %) %) %) %) %)

Sepsis 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
P %) %) %) %) %) %) %) %) %) %) %) %) %)

Sinusiti 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00

S %) %) %) %) %) %) %) %) %) %) %) %) %)

Skin 0 (0.00 0 (0.00 0(0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

candida %) %) %) %) %) %) %) %) %) %) %) %) %)

ilgti-:-r::tio 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

n %) %) %) %) %) %) %) %) %) %) %) %) %)

Soft

tissue 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

infectio %) %) %) %) %) %) %) %) %) %) %) %) %)

n

Staphyl

ococcal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00 0(0.00

absces %) %) %) %) %) %) %) %) %) %) %) %) %)

s

Stoma 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

site %) %) %) %) %) %) %) %) %) %) %) %) %)
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infectio

n

Subperi

osteal 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
absces %) %) %) %) %) %) %) %) %) %) %) %) %)
s

Superin 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
fection %) %) %) %) %) %) %) %) %) %) %) %) %)
Tonsillit 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
is %) %) %) %) %) %) %) %) %) %) %) %) %)
Zggézs 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s %) %) %) %) %) %) %) %) %) %) %) %) %)
;?gg’:io 0(0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
n %) %) %) %) %) %) %) %) %) %) %) %) %)
Upper

respirat

ory 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00
tract %) %) %) %) %) %) %) %) %) %) %) %) %)
infectio

n

Urethriti 0 (0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s %) %) %) %) %) %) %) %) %) %) %) %) %)
Urinary

tract 0(0.00 1(25.00 1(20.00 1(33.33 0¢(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
infectio %) %) %) %) %) %) %) %) %) %) %) %) %)
n

Urinary

tract

infectio 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00
n %) %) %) %) %) %) %) %) %) %) %) %) %)
bacteria

|

Vascula 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
r device %) %) %) %) %) %) %) %) %) %) %) %) %)
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infectio
n
i\f]ifr:(':tio 0(0.00 0(0.00 0(.00 0(0.00 1(5000 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)
Viral
upper
;eSp"at 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
; r;yct %) %) %) %) %) %) %) %) %) %) %) %) %)
infectio
n
Vulvova
ginal 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
candidi %) %) %) %) %) %) %) %) %) %) %) %) %)
asis
Yr:/&i,gg 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)

Injury,

poisonin

g and

procedur

al

complica

tions
Animal  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
scratch %) %) %) %) %) %) %) %) %) %) %) %) %)
Ankle 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
fracture %) %) %) %) %) %) %) %) %) %) %) %) %)
Arthrop  0(0.00 1(25.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00
od bite %) %) %) %) %) %) %) %) %) %) %) %) %)
ﬁV“'Sio 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
fracture %) %) %) %) %) %) %) %) %) %) %) %) %)
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Bone 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
fissure %) %) %) %) %) %) %) %) %) %) %) %) %)
Contusi 0(0.00 1(25.00 0(0.00 0(0.00 0(0.00 0(0.00 2(2.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0/(0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
gcr;rl“"f 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
; %) %) %) %) %) %) %) %) %) %) %) %) %)
racture
Extra-
axial 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
haemor %) %) %) %) %) %) %) %) %) %) %) %) %)
rhage
Extradu
ral 0(0.00 0(0.00 0(0.00 0(0.00 1(50.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
haemat %) %) %) %) %) %) %) %) %) %) %) %) %)
oma
Egr‘ftusi 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
o %) %) %) %) %) %) %) %) %) %) %) %) %)
Eall 0(0.00 0(0.00 0(.00 0(.00 0(0.00 1(1000 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(20.00 0(0.00
%) %) %) %) %) 0%) %) %) %) %) %) %) %)
Gingiva 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0/(0.00
linjury %) %) %) %) %) %) %) %) %) %) %) %) %)
Head 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
injury %) %) %) %) %) %) %) %) %) %) %) %) %)
SH“mer“ 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
fracture %) %) %) %) %) %) %) %) %) %) %) %) %)
ggt?:;:]m 0(0.00 0(.00 0(.00 0(00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)
reaction
'r’;‘;:ts;?j” 0(0.00 0(0.00 1(20.00 0(.00 0(.00 0(.00 0(.00 0(0.00 1(3333 0(0.00 0(0.00 0(0.00 0/(0.00
eaction %) %) %) %) %) %) %) %) %) %) %) %) %)
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Joint 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

injury %) %) %) %) %) %) %) %) %) %) %) %) %)

Limb 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

injury %) %) %) %) %) %) %) %) %) %) %) %) %)

Lumbar

vertebr 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

al %) %) %) %) %) %) %) %) %) %) %) %) %)

fracture

ll\J/ISenisc 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

injury %) %) %) %) %) %) %) %) %) %) %) %) %)

Overdo 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

se %) %) %) %) %) %) %) %) %) %) %) %) %)

Periorbi

tal 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

haemor %) %) %) %) %) %) %) %) %) %) %) %) %)

rhage

Post

5:glced 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

discomf %) %) %) %) %) %) %) %) %) %) %) %) %)

ort

Post

5:Zlced 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0,

haemor %) %) %) %) %) %) %) %) %) %) %) %) %)

rhage

Post

5:Zlced 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

urine %) %) %) %) %) %) %) %) %) %) %) %) %)

leak

Proced

ural 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

headac %) %) %) %) %) %) %) %) %) %) %) %) %)

he
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Proced

ural 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

pain %) %) %) %) %) %) %) %) %) %) %) %) %)

Proced

ural 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

pneum %) %) %) %) %) %) %) %) %) %) %) %) %)

othorax

Road

traffic 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

acciden %) %) %) %) %) %) %) %) %) %) %) %) %)

t

glb(irgsio 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00

n %) %) %) %) %) %) %) %) %) %) %) %) %)

Skin 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

injury %) %) %) %) %) %) %) %) %) %) %) %) %)

zlc(:igrati 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

on %) %) %) %) %) %) %) %) %) %) %) %) %)

Spinal

compre 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

ssion %) %) %) %) %) %) %) %) %) %) %) %) %)

fracture

:ttc;ma 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

ulcer

Subcut

aneous 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

haemat %) %) %) %) %) %) %) %) %) %) %) %) %)

oma

Subdur

al 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

haemat %) %) %) %) %) %) %) %) %) %) %) %) %)

oma
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ISynovia 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

rupture %) %) %) %) %) %) %) %) %) %) %) %) %)

Therma 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

I burn %) %) %) %) %) %) %) %) %) %) %) %) %)

Thoraci

\(;ertebr 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

al %) %) %) %) %) %) %) %) %) %) %) %) %)

fracture

Tooth 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

fracture %) %) %) %) %) %) %) %) %) %) %) %) %)

'Sl'i:;a:sfu 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)

reaction

Transfu

fé?:ted 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
: %) %) %) %) %) %) %) %) %) %) %) %) %)

complic

ation

Trauma

tic 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 0(0.00

haemat %) %) %) %) %) %) %) %) %) %) %) %) %)

oma

X\cle%[ij:ge 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

nce %) %) %) %) %) %) %) %) %) %) %) %) %)

Investiga
tions

Activate

d partial

f)hrg:t?n 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

fime %) %) %) %) %) %) %) %) %) %) %) %) %)

prolong

ed
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Alanine

aminotr

ansfera  1(33.33 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 1(16.67 0(0.00 3(42.86 0(0.00 1(20.00 2(40.00
se %) %) %) %) %) %) %) %) %) %) %) %) %)
increas

ed

Amylas

e 0 (0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
increas %) %) %) %) %) %) %) %) %) %) %) %) %)
ed

Asparta

te

:nmsl?ec;g 0 (0.00 0 (0.00 0 (0.00 0(0.00 1 (50.00 0 (0.00 0(0.00 1(16.67 0(0.00 3(42.86 0(0.00 0 (0.00 1(20.00
se %) %) %) %) %) %) %) %) %) %) %) %) %)
increas

ed

ﬁ‘:gfégt' 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
i %) %) %) %) %) %) %) %) %) %) %) %) %)
positive

Base

excess 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
decreas %) %) %) %) %) %) %) %) %) %) %) %) %)
ed

Blood

albumin 0 (0.00 0 (0.00 0 (0.00 1(33.33 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
decreas %) %) %) %) %) %) %) %) %) %) %) %) %)
ed

Blood

alkaline

phosph 1(33.33 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
atase %) %) %) %) %) %) %) %) %) %) %) %) %)
increas

ed

Blood 0 (0.00 1(25.00 1(20.00 1(33.33 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
bilirubin %) %) %) %) %) %) %) %) %) %) %) %) %)
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increas

ed

Blood

calcium 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
decreas %) %) %) %) %) %) %) %) %) %) %) %) %)
ed

Blood

er];leSt 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
) %) %) %) %) %) %) %) %) %) %) %) %) %)
increas

ed

Blood

creatine 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
increas %) %) %) %) %) %) %) %) %) %) %) %) %)
ed

Blood

2;%“”' 1(33.33 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00

0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0,

increas %) %) %) %) %) %) %) %) %) %) %) %) %)
ed

Blood

folate 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
decreas %) %) %) %) %) %) %) %) %) %) %) %) %)
ed

Blood

glucose 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00
increas %) %) %) %) %) %) %) %) %) %) %) %) %)
ed

Blood

lactate

gegxg; 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(100.0 0(0.00 0 (0.00
eg %) %) %) %) %) %) %) %) %) %) 0%) %) %)
decreas

ed

Blood 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
lactate %) %) %) %) %) %) %) %) %) %) %) %) %)

Page 272



(') NOVARTIS

dehydr
ogenas
e
increas
ed

Blood
magnes
ium
decreas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Blood
pH
decreas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Blood
phosph
orus
decreas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Blood
phosph
orus
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Blood
pressur
e
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Blood
thyroid
stimulat
ing
hormon
e
decreas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)
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Blood
thyroid
stimulat
ing
hormon
e
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

1(14.29
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Blood
uric
acid
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Clostrid
ium test
positive

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Coagul
ation
factor
Xl
level
decreas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

C-
reactive
protein
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

1(10.00
%)

0 (0.00
%)

0 (0.00
%)

1(14.29
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Ejection
fraction
decreas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Electro
cardiog
ram QT
prolong
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)
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Epstein
-Barr
virus
test
positive

0 (0.00
%)

0 (0.00
%)

1 (20.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Fluid
balance
positive

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Gamma
glutamy
Itransfe
rase
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

1 (10.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

General
physica
|
conditio
n
abnorm
al

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

1 (16.67
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Glomer
ular
filtration
rate
decreas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Glycosy
lated
haemo
globin
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Human
metapn
eumovir

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)
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us test
positive

Lipase
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

1(14.29
%)

0 (0.00
%)

1(20.00
%)

1 (20.00
%)

Liver
function
test
abnorm
al

0 (0.00
%)

0 (0.00
%)

1 (20.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Lympho
cyte
count
decreas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Neutrop
hil
count
decreas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

1 (50.00
%)

1(100.0
0%)

0 (0.00
%)

1 (16.67
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

1 (20.00
%)

Neutrop
hil
count
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

N-
terminal
prohor
mone
brain
natriure
tic
peptide
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Platelet
count

1(33.33
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

1 (16.67
%)

0 (0.00
%)

3(42.86
%)

0 (0.00
%)

0 (0.00
%)

1 (20.00
%)
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decreas
ed

Prostati
c
specific
antigen
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Protein
urine
present

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Prothro
mbin
time
shorten
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Red
blood
cell
count
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

SARS-
CoV-2
test
positive

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Serum
ferritin
increas
ed

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

Smear
site
unspeci
fied
abnorm
al

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)

0 (0.00
%)
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Troponi

nT 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

increas %) %) %) %) %) %) %) %) %) %) %) %) %)

ed

:Q;?l 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)

positive

Vitamin

B12 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

decreas %) %) %) %) %) %) %) %) %) %) %) %) %)

ed

Vitamin

B6 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

decreas %) %) %) %) %) %) %) %) %) %) %) %) %)

ed

Vitamin

D 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

decreas %) %) %) %) %) %) %) %) %) %) %) %) %)

ed

Z\éiif’egts 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00

ed %) %) %) %) %) %) %) %) %) %) %) %) %)

?/r\]/;iggé 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

ed %) %) %) %) %) %) %) %) %) %) %) %) %)

White

blood

cell 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

count %) %) %) %) %) %) %) %) %) %) %) %) %)

decreas

ed

White

blood 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

cell %) %) %) %) %) %) %) %) %) %) %) %) %)

count
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increas
ed
White
ggl’l‘;d 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
e %) %) %) %) %) %) %) %) %) %) %) %) %)
positive
Metaboli
sm and
nutrition
disorders
Cachex 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 0/(0.00
ia %) %) %) %) %) %) %) %) %) %) %) %) %)
SD:dcrea 1(33.33 1(25.00 2(40.00 1(33.33 0(0.00 1(100.0 1(10.00 2(33.33 1(33.33 1(1429 0(0.00 0(0.00 2 (40.00
. %) %) %) %) %) 0%) %) %) %) %) %) %) %)
appetite
Dehydr  0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
ation %) %) %) %) %) %) %) %) %) %) %) %) %)
Gout 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Hg::r:ﬁ' 0(0.00 0(0.00 0(.00 0(0.00 1(5000 0(0.00 0(0.00 1(1667 0(0.00 0(0.00 0(0.00 1(20.00 0 (0.00
g %) %) %) %) %) %) %) %) %) %) %) %) %)
Hyperk ~ 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
alaemia %) %) %) %) %) %) %) %) %) %) %) %) %)
Higzzrr';i 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 1(1429 0(0.00 0(0.00 0(0.00
g %) %) %) %) %) %) %) %) %) %) %) %) %)
gﬁé’gﬂ 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Egé’eﬁé’t 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
aenﬁ’ia %) %) %) %) %) %) %) %) %) %) %) %) %)
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Hypertri

Jpefn 0(0.00  0(0.00 0(000 0(000 0(000 0(0.00 0(0.00 0(0.00 0(0.00 1(1429 0(0.00 0(0.00 1(20.00
glyce %) %) %) %) %) %) %) %) %) %) %) %) %)
aemia

Hyperur 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 1(3333 0(0.00 0(0.00 0(0.00 0(0.00
icaemia %) %) %) %) %) %) %) %) %) %) %) %) %)
Hyperv 0 (0.00 0 (0.00 0 (0.00 1(33.33 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
olaemia %) %) %) %) %) %) %) %) %) %) %) %) %)
EX&‘.’S; 0(0.00 0(0.00 1(20.00 1(3333 0(0.00 0(0.00 2(20.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
oma %) %) %) %) %) %) %) %) %) %) %) %) %)
Hypoca 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(10.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 1(20.00
Icaemia %) %) %) %) %) %) %) %) %) %) %) %) %)
Hypoka 1(33.33 0(0.00 2(40.00 3(100.0 1(50.00 0(0.00 0(0.00 0(0.00 0(0.00 1(1429 0(0.00 1(20.00 0(0.00
laemia %) %) %) 0%) %) %) %) %) %) %) %) %) %)
gyﬁgsrg 0(0.00 0(0.00 1(2000 1(3333 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 1(20.00
egna %) %) %) %) %) %) %) %) %) %) %) %) %)
Hypona 0(0.00 0(0.00 0(0.00 0(0.00 1(50.00 0(0.00 1(10.00 1(16.67 0(0.00 0(0.00 0(0.00 1(20.00 1 (20.00
traemia %) %) %) %) %) %) %) %) %) %) %) %) %)
Hypoph 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
agia %) %) %) %) %) %) %) %) %) %) %) %) %)
ggpﬁ;’t'; 1(33.33 1(2500 0(0.00 1(33.33 1(50.00 0(0.00 0(0.00 1(16.67 0(0.00 1(1429 0(0.00 2(40.00 0 (0.00
empia %) %) %) %) %) %) %) %) %) %) %) %) %)
Malnuti  0(0.00 0(0.00 1(20.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(0.00
tion %) %) %) %) %) %) %) %) %) %) %) %) %)
Metabol

ic 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00
acidosi %) %) %) %) %) %) %) %) %) %) %) %) %)

s

Esecl)jr?:t 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
rgepmia %) %) %) %) %) %) %) %) %) %) %) %) %)
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Steroid

diabete 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s %) %) %) %) %) %) %) %) %) %) %) %) %)
Tumour
lysis 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
syndro %) %) %) %) %) %) %) %) %) %) %) %) %)
me
Vitamin
D 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
deficien %) %) %) %) %) %) %) %) %) %) %) %) %)
cy
Vitamin
K 0 (0.00 0 (0.00 0 (0.00 1(33.33 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
deficien %) %) %) %) %) %) %) %) %) %) %) %) %)
cy

Musculo

skeletal

and

connecti

ve tissue

disorders
Arthralg 0 (0.00 1(25.00 2(40.00 0(0.00 0 (0.00 0 (0.00 1(10.00 2(33.33 1(33.33 1(14.29 0(0.00 0 (0.00 0 (0.00
ia %) %) %) %) %) %) %) %) %) %) %) %) %)
Arthritis 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00

%) %) %) %) %) %) %) %) %) %) %) %) %)

Back 0 (0.00 1(25.00 0(0.00 0(0.00 1 (50.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Bone 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
lesion %) %) %) %) %) %) %) %) %) %) %) %) %)
Bone 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 1(16.67 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Bone 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
swelling %) %) %) %) %) %) %) %) %) %) %) %) %)
Flank 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
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Gouty 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
arthritis %) %) %) %) %) %) %) %) %) %) %) %) %)
Groin 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Haemar 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 0(0.00
throsis %) %) %) %) %) %) %) %) %) %) %) %) %)
igirntract 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ure %) %) %) %) %) %) %) %) %) %) %) %) %)
Joint

range

of 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00
motion %) %) %) %) %) %) %) %) %) %) %) %) %)
decreas

ed

Joint 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00
swelling %) %) %) %) %) %) %) %) %) %) %) %) %)
Limb 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mass %) %) %) %) %) %) %) %) %) %) %) %) %)
Muscle 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 1(20.00 0(0.00
spasms %) %) %) %) %) %) %) %) %) %) %) %) %)
{\\//Ivl:tiﬂﬁ 0(0.00 1(25.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
g %) %) %) %) %) %) %) %) %) %) %) %) %)
Muscul

ar 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(10.00 1(16.67 1(33.33 0(0.00 0 (0.00 1(20.00 0(0.00
weakne %) %) %) %) %) %) %) %) %) %) %) %) %)
ss

Muscul

oskelet 0(0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00
al chest %) %) %) %) %) %) %) %) %) %) %) %) %)
pain

g/lsl:j;;tl 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00
al pain %) %) %) %) %) %) %) %) %) %) %) %) %)
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Mvalgia 0000 1(2500 0(000 0(0.00 0(0.00 0(000 0(0.00 0(0.00 0(000 0(000 0(0.00 0(0.00 1(20.00
valg %) %) %) %) %) %) %) %) %) %) %) %) %)
Myopat 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
hy %) %) %) %) %) %) %) %) %) %) %) %) %)
Myositi  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
s %) %) %) %) %) %) %) %) %) %) %) %) %)
Neck 0(000 0(0.00 0(0.00 0(.00 0(.00 0(.00 1(10.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
E'Sﬂgi'ar 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
e %) %) %) %) %) %) %) %) %) %) %) %) %)
thritis
Osteoar 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0/(0.00
thritis %) %) %) %) %) %) %) %) %) %) %) %) %)
Osteop 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0/(0.00
enia %) %) %) %) %) %) %) %) %) %) %) %) %)
Osteop 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0/(0.00
orosis %) %) %) %) %) %) %) %) %) %) %) %) %)
:fti:‘eim”it 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 1(10.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
v %) %) %) %) %) %) %) %) %) %) %) %) %)
Painin  0(0.00 1(2500 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
jaw %) %) %) %) %) %) %) %) %) %) %) %) %)
Plantar  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
fasciitis %) %) %) %) %) %) %) %) %) %) %) %) %)
Polymy
algia 0(0.00 0(0.00 0(.00 0(0.00 1(50.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
rheuma %) %) %) %) %) %) %) %) %) %) %) %) %)
tica
Sacral  0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0/(0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Saetrisge 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
anthris %) %) %) %) %) %) %) %) %) %) %) %) %)
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Spinal

osteoar 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
thritis %) %) %) %) %) %) %) %) %) %) %) %) %)
Spinal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(1429 0(0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Synovia 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
| cyst %) %) %) %) %) %) %) %) %) %) %) %) %)
Tendon 0(0.00 1(25.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Tenosy 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
novitis %) %) %) %) %) %) %) %) %) %) %) %) %)

Neoplas

ms

benign,

malignan

tand

unspecifi

ed (incl

cysts

and

polyps)
Acute
myeloid 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
leukae %) %) %) %) %) %) %) %) %) %) %) %) %)
mia
Angiolip 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
oma %) %) %) %) %) %) %) %) %) %) %) %) %)
Agl?igm 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
g P %) %) %) %) %) %) %) %) %) %) %) %) %)
Basal
cell 0(0.00 1(25.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
carcino %) %) %) %) %) %) %) %) %) %) %) %) %)
ma
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Chloro 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ma %) %) %) %) %) %) %) %) %) %) %) %) %)
Lmei:kae 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
cutis %) %) %) %) %) %) %) %) %) %) %) %) %)
Leukae
mic 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
infiltrati %) %) %) %) %) %) %) %) %) %) %) %) %)
on
L\:/I?iléano 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
Y %) %) %) %) %) %) %) %) %) %) %) %) %)

naevus
Meningi 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
oma %) %) %) %) %) %) %) %) %) %) %) %) %)
hR:rTa\lrt 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
oma %) %) %) %) %) %) %) %) %) %) %) %) %)

Nervous

system

disorders
Amnesi 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
ﬁgspoal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
athy P %) %) %) %) %) %) %) %) %) %) %) %) %)
Balanc
e 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
disorde %) %) %) %) %) %) %) %) %) %) %) %) %)
r
E’;:g::t? 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Carpal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
tunnel %) %) %) %) %) %) %) %) %) %) %) %) %)
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syndro

me

Cerebr

al 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
haemor %) %) %) %) %) %) %) %) %) %) %) %) %)
rhage

Cerebr

al 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ischae %) %) %) %) %) %) %) %) %) %) %) %) %)
mia

Cogniti

ve 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
disorde %) %) %) %) %) %) %) %) %) %) %) %) %)

r

Dizzine 1(33.33 0(0.00 1(20.00 0(0.00 0 (0.00 1(100.0 0(0.00 2(33.33 0(0.00 2(28.57 0(0.00 0 (0.00 0 (0.00
ss %) %) %) %) %) 0%) %) %) %) %) %) %) %)
Dysgeu 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
sia %) %) %) %) %) %) %) %) %) %) %) %) %)
aE|gCZ$rT 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
y P %) %) %) %) %) %) %) %) %) %) %) %) %)
Facial

nerve 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
disorde %) %) %) %) %) %) %) %) %) %) %) %) %)

r

Headac  0(0.00 1(25.00 0(0.00 2(66.67 0(0.00 1(100.0 1(10.00 1(16.67 1(33.33 0(0.00 0 (0.00 1(20.00 0(0.00
he %) %) %) %) %) 0%) %) %) %) %) %) %) %)
Hypoae 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00
sthesia %) %) %) %) %) %) %) %) %) %) %) %) %)
Hypoge 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
usia %) %) %) %) %) %) %) %) %) %) %) %) %)
Hypoto 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
nia %) %) %) %) %) %) %) %) %) %) %) %) %)
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Intensiv

e care

ggltuire 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
d . %) %) %) %) %) %) %) %) %) %) %) %) %)
weakne

ss

Intracra

nial 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
aneurys %) %) %) %) %) %) %) %) %) %) %) %) %)
m

Letharg 0 (0.00 0 (0.00 0(0.00 1(33.33 0¢(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 0(0.00
y %) %) %) %) %) %) %) %) %) %) %) %) %)
Neuralg 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ia %) %) %) %) %) %) %) %) %) %) %) %) %)
Neurop

athy 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
periphe %) %) %) %) %) %) %) %) %) %) %) %) %)
ral

Nystag 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mus %) %) %) %) %) %) %) %) %) %) %) %) %)
Paraest 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
hesia %) %) %) %) %) %) %) %) %) %) %) %) %)
Parosm 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ia %) %) %) %) %) %) %) %) %) %) %) %) %)
Periphe

;?elnso 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
neuropl;y %) %) %) %) %) %) %) %) %) %) %) %) %)
athy

Presyn 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
cope %) %) %) %) %) %) %) %) %) %) %) %) %)
Restles 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s legs %) %) %) %) %) %) %) %) %) %) %) %) %)
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syndro
me
i‘f“rg?r'] 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
. 9 %) %) %) %) %) %) %) %) %) %) %) %) %)
sciatica ©(0:00  0(000 0(000 0(0.00 0(000 0(000 0(0.00 0(000 0(000 0(0.00 0(0.00 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Seipure  0(000  0(000  0(0.00  0(0.00 0(0.00 0(000 0(000 0(000 0(0.00 0(.00 0(0.00 0(0.00 1(20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Somnol  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(10.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
ence %) %) %) %) %) %) %) %) %) %) %) %) %)
Syncop 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
e %) %) %) %) %) %) %) %) %) %) %) %) %)
g;zt%e 0(0.00 0(0.00 1(2000 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 1(20.00
h %) %) %) %) %) %) %) %) %) %) %) %) %)
Tremor | 0(000  1(2500 0(0.00 0(0.00 0(000 0(0.00 0(0.00 0(000 0(0.00 0(0.00 0(000 0(0.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Psychiatr
ic
disorders
Agitato  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00
n %) %) %) %) %) %) %) %) %) %) %) %) %)
Anxiety  0(000  0(0.00 0(0.00 0(000 0(000 0(0.00 0(000 0(000 0(0.00 1(1429 0(0.00 0(0.00  0(0.00
y %) %) %) %) %) %) %) %) %) %) %) %) %)
CC)r‘]’:If”Si 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00
otate %) %) %) %) %) %) %) %) %) %) %) %) %)
Delriu  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(1667 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
m %) %) %) %) %) %) %) %) %) %) %) %) %)
SD: dpres 0(0.00 0(0.00 1(20.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00
o %) %) %) %) %) %) %) %) %) %) %) %) %)
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Depres 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
sion %) %) %) %) %) %) %) %) %) %) %) %) %)
Disorie 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ntation %) %) %) %) %) %) %) %) %) %) %) %) %)
Hallucin 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ation %) %) %) %) %) %) %) %) %) %) %) %) %)
Hallucin
ation, 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
olfactor %) %) %) %) %) %) %) %) %) %) %) %) %)
y
Insomni 0 (0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 1(20.00 1 (20.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Mania 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

Mood 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
altered %) %) %) %) %) %) %) %) %) %) %) %) %)
Nightm 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(50.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
are %) %) %) %) %) %) %) %) %) %) %) %) %)
Restles 0(0.00 0 (0.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
sness %) %) %) %) %) %) %) %) %) %) %) %) %)
(Sj;:;%e 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
r %) %) %) %) %) %) %) %) %) %) %) %) %)

Renal

and

urinary

disorders
ﬁ‘igﬂf 0 (0.00 0 (0.00 0(0.00 1(33.33 0¢(0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
injuryy %) %) %) %) %) %) %) %) %) %) %) %) %)
Anuria 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

%) %) %) %) %) %) %) %) %) %) %) %) %)
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Cystitis

VSIS 0(000 0(000 0(00 0(000 0(000 0(000 0(000 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
ctive %) %) %) %) %) %) %) %) %) %) %) %) %)
veuria (000 0(0.00 0(000 0(0.00 0(0.00 0(0.00 0(0.00 0(000 0(0.00 0(0.00 0(0.00 0(0.00 1(20.00
Y %) %) %) %) %) %) %) %) %) %) %) %) %)
Haemat 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(000 0(000 0(00 0(000 0(Q00 0(Q00 0(.00 0(0.00
uria %) %) %) %) %) %) %) %) %) %) %) %) %)
Hydon 9000 0(000 0(0.00 0(00 0(000 0(0.00 0(000 1(1667 0(0.00 0(.00 0(0.00 0(0.00  0(0.00
P %) %) %) %) %) %) %) %) %) %) %) %) %)
s
g/lnicwriti 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
urgency %) %) %) %) %) %) %) %) %) %) %) %) %)
Nephrol 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(00 0(0.00 0(.00 0(000 0(0.00 0(.00 0(0.00
ithiasis %) %) %) %) %) %) %) %) %) %) %) %) %)
Nocturi  0(0.00 0(0.00 0(0.00 0(0.00 0(000 0(0.00 0(00 0(0.00 0(.00 0(000 0(0.00 0(.00 0(0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Pollakiu  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 1(3333 0(000 0(0.00 0(.00 0(0.00
ria %) %) %) %) %) %) %) %) %) %) %) %) %)
Polyuri  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(000 0(00 0(000 0(000 0(Q00 0(Q00 0(.00 0(0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
ena . . . . . . . . . . . . .
Renal  0(0.00 0(000 0(0.00 0(0.00 0(0.00 0(0.00 0(00 0(0.00 0(.00 0(000 0(0.00 0(0.00 0(0.00
colic %) %) %) %) %) %) %) %) %) %) %) %) %)
ena . . . . . . . . . . . . .
Renal  0(0.00 0(000 0(0.00 0(0.00 0(000 0(0.00 0(00 0(0.00 0(.00 0(000 0(0.00 0(.00 0(0.00
failure %) %) %) %) %) %) %) %) %) %) %) %) %)
Renal 0(0.00 0(0.00 1(20.00 0(0.00 0(0.00 0(0.00 1(1000 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
mp %) %) %) %) %) %) %) %) %) %) %) %) %)
Renal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
( ( ( ( ( ( ( ( ( ( ( ( (
mass %) %) %) %) %) %) %) %) %) %) %) %) %)
Renal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
( ( ( ( ( ( ( ( ( ( ( ( (
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
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Tubuloi
glters“t' 1(33.33 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0, 0,

nephriti %) %) %) %) %) %) %) %) %) %) %) %) %)
S
Urethral  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
t’]’ggim 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 1(20.00
i %) %) %) %) %) %) %) %) %) %) %) %) %)
t’ert';‘r?t% 0(0.00 0(0.00 1(20.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
A %) %) %) %) %) %) %) %) %) %) %) %) %)
:ﬂ;igtary 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 1(20.00
oain %) %) %) %) %) %) %) %) %) %) %) %) %)

Reprodu

ctive

system

and

breast

disorders
Benign
ErOStat' 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
hyperpl %) %) %) %) %) %) %) %) %) %) %) %) %)
asia
Pelvic  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Prostati
c 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
haemor %) %) %) %) %) %) %) %) %) %) %) %) %)
rhage
E;?jt‘:l 0(0.00 0(0.00 1(20.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
¥ 9 %) %) %) %) %) %) %) %) %) %) %) %) %)
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Scrotal

ervthe 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mr;/ %) %) %) %) %) %) %) %) %) %) %) %) %)
cs)gé%t;l 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
ZfSticm 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
. %) %) %) %) %) %) %) %) %) %) %) %) %)

swelling

Respirat

ory,

thoracic

and

mediasti

nal

disorders
Chronic
obstruct
ive 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
pulmon %) %) %) %) %) %) %) %) %) %) %) %) %)
ary
disease
Couah 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 1(10.00 1(16.67 0(0.00 0 (0.00 0 (0.00 1(20.00 1(20.00

9 %) %) %) %) %) %) %) %) %) %) %) %) %)

Dyspho 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
nia %) %) %) %) %) %) %) %) %) %) %) %) %)
Dyspno 0 (0.00 1(25.00 2(40.00 0(0.00 1(50.00 0(0.00 2(20.00 0¢(0.00 0(0.00 2(28.57 0(0.00 0 (0.00 1(20.00
ea %) %) %) %) %) %) %) %) %) %) %) %) %)
Dyspno
ea 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
exertion %) %) %) %) %) %) %) %) %) %) %) %) %)
al
Epistaxi 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 1(10.00 0(0.00 1(33.33 0(0.00 0 (0.00 1(20.00 0(0.00
S %) %) %) %) %) %) %) %) %) %) %) %) %)
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Haemo 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ptysis %) %) %) %) %) %) %) %) %) %) %) %) %)
Hypoxi 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 1(10.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Laryng

eal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
inflamm %) %) %) %) %) %) %) %) %) %) %) %) %)
ation

Laryng

eal 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
oedem %) %) %) %) %) %) %) %) %) %) %) %) %)
a

:#:’ir;tgr’ati 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Elc?r?a(last 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ion 9 %) %) %) %) %) %) %) %) %) %) %) %) %)
OLOF;h:; 0 (0.00 0 (0.00 1(20.00 0(0.00 1(50.00 0(0.00 1(10.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
rp);ir? %) %) %) %) %) %) %) %) %) %) %) %) %)
Parana

:ia:us 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
discomf %) %) %) %) %) %) %) %) %) %) %) %) %)
ort

Parana

zia:us 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(50.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
inflamm %) %) %) %) %) %) %) %) %) %) %) %) %)
ation

Pharyn

geal 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
erythe %) %) %) %) %) %) %) %) %) %) %) %) %)
ma
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Pleural  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 1(10.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00
effusion %) %) %) %) %) %) %) %) %) %) %) %) %)
Pleuritic  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Prneum  0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
onitis %) %) %) %) %) %) %) %) %) %) %) %) %)
iF\:;Od“Ct 1(33.33 1(2500 0(0.00 1(33.33 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00
cough %) %) %) %) %) %) %) %) %) %) %) %) %)
Pulmon

ary 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
congest %) %) %) %) %) %) %) %) %) %) %) %) %)
ion

Pulmon

ary 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
embolis %) %) %) %) %) %) %) %) %) %) %) %) %)
m

Z“'mO” 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
mrgss %) %) %) %) %) %) %) %) %) %) %) %) %)
Pulmon

ary 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00
oedem %) %) %) %) %) %) %) %) %) %) %) %) %)

a

E‘*Spira 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
digress %) %) %) %) %) %) %) %) %) %) %) %) %)
E‘*Spira 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(.00 0(.00 0(.00 0(0.00 0(0.00 0(0.00 0(0.00
faice %) %) %) %) %) %) %) %) %) %) %) %) %)
Rhinalg 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(.00 0(.00 0(0.00 0(0.00
ia %) %) %) %) %) %) %) %) %) %) %) %) %)
Rhinits ~ 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(.00 0(0.00 0(0.00 0(0.00
allergic %) %) %) %) %) %) %) %) %) %) %) %) %)
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Rhinorr 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
hoea %) %) %) %) %) %) %) %) %) %) %) %) %)
Rhonch 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
i %) %) %) %) %) %) %) %) %) %) %) %) %)
S;Q:rsde 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
r %) %) %) %) %) %) %) %) %) %) %) %) %)
Sinus 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00
pain %) %) %) %) %) %) %) %) %) %) %) %) %)
Tachyp 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
noea %) %) %) %) %) %) %) %) %) %) %) %) %)
Throat 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
lesion %) %) %) %) %) %) %) %) %) %) %) %) %)
Upper-
igr\l:vag/ 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
9 %) %) %) %) %) %) %) %) %) %) %) %) %)

syndro
me
Wheezi 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ng %) %) %) %) %) %) %) %) %) %) %) %) %)

Skin and

subcutan

eous

tissue

disorders
ﬁg:;igsi 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
S %) %) %) %) %) %) %) %) %) %) %) %) %)
Acute
febrile
neutrop 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
hilic %) %) %) %) %) %) %) %) %) %) %) %) %)
dermat
osis
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Alopeci 0 (0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Blister 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Blood 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(50.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
blister %) %) %) %) %) %) %) %) %) %) %) %) %)
Cutane
ous 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
vasculiti %) %) %) %) %) %) %) %) %) %) %) %) %)
s
Decubit 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
us ulcer %) %) %) %) %) %) %) %) %) %) %) %) %)
Dermati 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
tis %) %) %) %) %) %) %) %) %) %) %) %) %)
Dermati
tis 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
acneifor %) %) %) %) %) %) %) %) %) %) %) %) %)
m
&I?Iicf)fu:; 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a P %) %) %) %) %) %) %) %) %) %) %) %) %)
Dry 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00
skin %) %) %) %) %) %) %) %) %) %) %) %) %)
Ecchym 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(50.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
osis %) %) %) %) %) %) %) %) %) %) %) %) %)
Eczem 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Erythe 0 (0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ma %) %) %) %) %) %) %) %) %) %) %) %) %)
Hyperhi 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
drosis %) %) %) %) %) %) %) %) %) %) %) %) %)
Ingrowi 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ng nail %) %) %) %) %) %) %) %) %) %) %) %) %)
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Nail
bed 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
inflamm %) %) %) %) %) %) %) %) %) %) %) %) %)
ation
Zlizicl‘.olo 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
uration %) %) %) %) %) %) %) %) %) %) %) %) %)
Night 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
sweats %) %) %) %) %) %) %) %) %) %) %) %) %)
3%2;? 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
s %) %) %) %) %) %) %) %) %) %) %) %) %)
Pabule 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
P %) %) %) %) %) %) %) %) %) %) %) %) %)
Petechi 0 (0.00 0(0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00
ae %) %) %) %) %) %) %) %) %) %) %) %) %)
Pruritus 0 (0.00 0(0.00 1(20.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(20.00 0(0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
Purpura 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
P %) %) %) %) %) %) %) %) %) %) %) %) %)
Rash 2(66.67 0(0.00 0 (0.00 0(0.00 1(50.00 0(0.00 1(10.00 1(16.67 0(0.00 1(14.29 0(0.00 0(0.00 1(20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
eRafEe 0(0.00 1(25.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mZtous %) %) %) %) %) %) %) %) %) %) %) %) %)
Rash 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 1(1429 0(0.00 0 (0.00 0 (0.00
macular %) %) %) %) %) %) %) %) %) %) %) %) %)
ﬁi\iﬁlo- 0 (0.00 0(0.00 1(20.00 0(0.00 1(50.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
%) %) %) %) %) %) %) %) %) %) %) %) %)
papular
Rash 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
papular %) %) %) %) %) %) %) %) %) %) %) %) %)
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Rash 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
pruritic %) %) %) %) %) %) %) %) %) %) %) %) %)
Seborrh

oeic 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
dermati %) %) %) %) %) %) %) %) %) %) %) %) %)
tis

Sensitiv. 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
e skin %) %) %) %) %) %) %) %) %) %) %) %) %)
Skin 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
atrophy %) %) %) %) %) %) %) %) %) %) %) %) %)
csiifgolo 0 (0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
uration %) %) %) %) %) %) %) %) %) %) %) %) %)
c?ilggrde 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00
r %) %) %) %) %) %) %) %) %) %) %) %) %)
::(ienmor 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
thage %) %) %) %) %) %) %) %) %) %) %) %) %)
Skin

hyperpi 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
gmenta %) %) %) %) %) %) %) %) %) %) %) %) %)
tion

iléilr}rati 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
on %) %) %) %) %) %) %) %) %) %) %) %) %)
Skin 0 (0.00 1(25.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1 (20.00
irritation %) %) %) %) %) %) %) %) %) %) %) %) %)
Skin 0 (0.00 1(25.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
lesion %) %) %) %) %) %) %) %) %) %) %) %) %)
Skin 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
mass %) %) %) %) %) %) %) %) %) %) %) %) %)
Skin 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
ulcer %) %) %) %) %) %) %) %) %) %) %) %) %)
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Urticari 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
a %) %) %) %) %) %) %) %) %) %) %) %) %)
Vascular
disorders
:rg(ret:i(;s 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
clerosis %) %) %) %) %) %) %) %) %) %) %) %) %)
Arterios 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
clerosis %) %) %) %) %) %) %) %) %) %) %) %) %)
Circulat
ory 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 0(0.00
collaps %) %) %) %) %) %) %) %) %) %) %) %) %)
e
Deep
vein 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
thromb %) %) %) %) %) %) %) %) %) %) %) %) %)
osis
Embolis 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
m %) %) %) %) %) %) %) %) %) %) %) %) %)
Flushin 0 (0.00 0 (0.00 1(20.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
g %) %) %) %) %) %) %) %) %) %) %) %) %)
Haemat 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
oma %) %) %) %) %) %) %) %) %) %) %) %) %)
Haemor 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
rhage %) %) %) %) %) %) %) %) %) %) %) %) %)
Hot 0 (0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
flush %) %) %) %) %) %) %) %) %) %) %) %) %)
Hyperte 0 (0.00 1(25.00 0(0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 0 (0.00
nsion %) %) %) %) %) %) %) %) %) %) %) %) %)
Hypote 0(0.00 2(50.00 0(0.00 1(33.33 0(0.00 0 (0.00 0 (0.00 1(16.67 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
nsion %) %) %) %) %) %) %) %) %) %) %) %) %)
Orthost 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00
atic %) %) %) %) %) %) %) %) %) %) %) %) %)
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hypoten

sion

Pallor 1(33.33 0(0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00
%) %) %) %) %) %) %) %) %) %) %) %) %)

Periphe

ral

arterial 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(14.29 0(0.00 0 (0.00 0 (0.00

occlusiv %) %) %) %) %) %) %) %) %) %) %) %) %)

e

disease

Periphe

ral 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

embolis %) %) %) %) %) %) %) %) %) %) %) %) %)

m

Phlebiti 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

s %) %) %) %) %) %) %) %) %) %) %) %) %)

Superfi

\(;I(filn 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

thromb %) %) %) %) %) %) %) %) %) %) %) %) %)

osis

Ihrz?é?)ﬁ 0 (0.00 0 (0.00 0 (0.00 0 (0.00 1(50.00 0(0.00 1(10.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 1(20.00 0(0.00

isp %) %) %) %) %) %) %) %) %) %) %) %) %)

Thromb 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

osis %) %) %) %) %) %) %) %) %) %) %) %) %)

Varicos 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

e vein %) %) %) %) %) %) %) %) %) %) %) %) %)

Venous

thromb 0 (0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0(0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00 0 (0.00

osis %) %) %) %) %) %) %) %) %) %) %) %) %)

limb

Arm 6 and HMA only
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MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453
240 mg 400 mg 800 mg 240 mg 400 mg 800 mg 400 mg 800 mg
Q2w + Q2W + Q4W + Q2w + Q2w + Q4W + Q2w + Q4W +
Azacitidin  Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin Azacitidin
e75 e75 e75 e75 e75 e75 e75 e75 Decitabin  Azacitidin
mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 mg/m2 e20 e75
AML AML AML MDS MDS MDS CMML CMML mg/m2 mg/m2
N=6 N=14 N=6 N=5 N=19 N=19 N=5 N=5 N=5 N=4
Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: Arm 6: HMA only:  HMA only:
Safety Safety Safety Safety Safety Safety Safety Safety Safety Safety
dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto dataupto
150 days 150 days 150 days 150 days 150 days 150 days 150 days 150 days 30 days 30 days
after last after last after last after last after last after last after last after last after last after last
dose of dose of dose of dose of dose of dose of dose of dose of dose of dose of
Arm/Group MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453 MBG453  decitabine azacitidine
Description or30days or30days or30days or30days or30days or30days or30days or 30 days
after last after last after last after last after last after last after last after last
dose of dose of dose of dose of dose of dose of dose of dose of
azacitidine azacitidine azacitidine azacitidine azacitidine, azacitidine, azacitidine azacitidine
, , , , whichever whichever , ,
whichever  whichever  whichever  whichever is the is the whichever  whichever
is the is the is the is the latest latest is the is the
latest latest latest latest latest latest
Total # Affected by
any Other Adverse 6 14 6 5 19 19 5 5 5 4
Event
Total # at Risk by
any Other Adverse 6 14 6 5 19 19 5 5 5 4
Event
Blood and lymphatic
system disorders
Anaemia 3(50.00% 4 (28.57% 3(50.00% 2 (40.00% 8 (42.11%) 10 (052.63 3(60.00% 2(40.00% 2(40.00% 3(75.00%
) ) ) ) %) ) ) ) )
Bone marrow failure 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Coagulopathy 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Disseminated

intravascular 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
coagulation

H H 1 (1667% 0, 0, 0, 0, 0, 0, o, [ 0,
Febrile neutropenia ) 1(7.14%) 0(0.00%) 0(0.00%) 0 (0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Haemorrhagic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

diathesis
0, 0,
Leukocytosis 0(0.00%) 0(0.00%) (16)'67 % 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 2 (50)'00 Yo
H 0, 2 (1429% 0, 0, [) 0, 0, 0, 0, 0,
Leukopenia 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
)
Lymph node pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lymphadenitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lymphadenopathy ~ 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
"myergf;hs"”t‘i‘:gTOpathy 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

3(50.00% 3(21.43% 2(33.33% 1 (20.00% 3(60.00% 2 (40.00% 2 (40.00% 1 (25.00%
) ) ) )

) ) ) )
. 1(16.67% . . 0 0 . 0 o 0 o
Pancytopenia ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Neutropenia 5(26.32%) 8 (42.11%)

Splenomegaly 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

2(33.33% 3(2143% 4(66.67% 1(20.00% 11(57.89  2(40.00% 2(40.00% 2(40.00% 1 (25.00%
) ) ) ) %) ) ) ) )

1(16)'67% 2(40)'00% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Thrombocytopenia 5 (26.32%)

Thrombocytosis 0(0.00%) 0 (0.00%)

Cardiac disorders

H 0,
fr\]‘f:::gtig‘fcard'a' 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) (25)'00 o
Angina pectoris 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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1(16.67%
)

Arrhythmia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
2(33.33% 1(20.00% 1(20.00% 1 (20.00%

Aortic valve stenosis 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Atrial fibrillation 0(0.00%) 1 (7.14%) ) ) 0(0.00%) 0(0.00%) 0 (0.00%) ) ) 0 (0.00%)
Bradycardia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Cardiac failure 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) (20)'00% 0 (0.00%)
Cardiomyopathy 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

Coronary artery 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

disease

Diastolic dysfunction 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Mital ;2{‘;06 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Myocarctal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Palpitations 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pericardial 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Pericardial effusion 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sinus tachycardia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Supraventricular

taohyoardia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(16.67%
)

Zﬁﬂ;rt'ﬁ“m'z 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%) 1(25)'00%

Tachycardia 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Congenital, familial
and genetic
disorders
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Cerebrovascular

arteriovenous 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
malformation

Ear and labyrinth

disorders
Deafness 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Deafness bilateral 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Ear congestion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Ear discomfort 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Earhaemorthage  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Ear pain 0(0.00%) 2 (14)'29% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
External ear pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Tinnitus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Vertigo 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Vertigo positional  0(0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

Endocrine disorders
ﬁ‘;[]‘;'f’i;'ency 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
H idi 0, 0, 0, 0, [) 0, 1 (20'00% 0, 0, 0,

ypothyroidism 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%) ) 0(0.00%) 0(0.00%) 0 (0.00%)

E;'g’c‘)?% i 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Eye disorders
Anisocoria 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Blindness 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Cataract 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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o .
E;’e“g‘gr"r}']‘ge 0(0.00%) 0(0.00%) (16)'67 % 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
ifr‘i’tgjt‘;gr?“"a' 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Dry eye 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Eye haemorrhage  0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Eye irritation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Eye pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Eyelid disorder 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Eyelid oedema 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) (25)'00%
Glaucoma 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)

Retinal detachment 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%)  0(0.00%) 0 (0.00%) 0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Retinal (20.00%

0(

Ocular hyperaemia 0 (0.00%) 1 (7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
0(
1

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

haemorrhage )
Retinopathy 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Uveitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Vision blurred 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 2 (40)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
Visual field defect ~ 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0 (0.00%)
Visual impairment | (16)'67% 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Vitreous floaters 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Gastrointestinal
disorders
Abdominal 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00°
discomfort (0.00%) (7.14%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%)
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Abdominal 1(16.67%
distension )

1(16.67%
)

Abdominal hernia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(16.67% 3(21.43% 1 (16.67%
) ) )

1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Abdominal pain 0(0.00%) 1(5.26%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Abdominal pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

lower

bdominal pain 1(16.67%
C\pper ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Aerophagia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Anal erythema 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Anal fissure 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Analincontinence 0 (0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Aphthous ulcer 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0,
Ascites 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)  (25:00%
)
Colitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Constioation 5(83.33% 9(64.29% 3 (50.00% 4(80.00% 13 (6842 11(57.89 3 (60.00% 3 (60.00% 2 (40.00% 1 (25.00%
P ) ) ) ) %) %) ) ) ) )
Dental caries 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
0, ) 0, 0, 0,

Diarrhoea 2 (33)'33 oo 4 (28)'57 oo 4 (66)'67 % 0(0.00%) 8(42.11%) 0(0.00%) 2 (40)'00 % 0(0.00%) (20)'00 % 0(0.00%)
Dry mouth 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Dyspepsia L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 3(15.79%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
D H 0, 0, 1 (16'67% 0, 0, 0, [ 0, 0, 0,

ysphagia 0(0.00%) 1 (7.14%) ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Faecaloma 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Flatulence 00.00%) 2(1429% " 4000%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

)
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1 0,
f:esrt]:'c‘):rrhage 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%) 1(20)'004’

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0 (0.00%)

Gastrointestinal
haemorrhage

Gastrooesophageal
reflux disease

Gingival bleeding 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Gingival pain 2 (33)'33% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Gingival swelling 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Glossodynia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

Haematochezia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
2(33.33% 2 (14.29% 1(20.00%

Haemorrhoids 0(0.00%) 0(0.00%) 1(5.26%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

) ) )

Haemorrhoids 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

thrombosed
Hypoaesthesia oral 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%) O (0.00%)
lleus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)  2%00% 40 009%)

)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Large intestine

polyp

Lip dry 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lip erythema 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lip swelling 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lip ulceration 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Melaena 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Mouth haemorrhage 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%) 2(10.53%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
Mouth ulceration 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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3(50.00% 8(57.14% 3(50.00% 3 (60.00% 12(63.16  3(60.00% 1(20.00% 1 (20.00%
) ) ) ) %) ) ) )

Odynophagia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0 (0.00%)

Nausea 8 (42.11%) 0 (0.00%)

1 (25.00%
)

Oesophageal pain 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Oral disorder 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
ﬁéihﬂ?ﬁﬁia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
SﬁLg‘;‘:’sa' 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Oral pain 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Palatal swelling 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pancreatitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Periodontal disease | (1687% " 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
)
Proctalgia 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Rectal haemorrhage  0(0.00%)  0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Rectal polyp 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Regurgitation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Stomatitis 0(0.00%) 0(0.00%) (1887% " 5000%) 2(1053%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

)
Tongue discomfort 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Iggf’n‘:)errhage 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
. . L. 1(16.67% , , . . . . o

Tongue ulceration 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

)

1(20.00% .

Toothache 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 3(1579%) 0(0.00%) O (0.00%) ) 0(0.00%) 0 (0.00%)

0, 0,
Vomiting 0(0.00%) °(143% 1(16.67% 1(2000% 5 06300y 7 (36.84%) ' (000% 5 (000e) 1(2000% 4 g 009,

) ) ) ) )
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General disorders
and administration
site conditions

Administration site

oxtravasation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Administration site

ash 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(16.67% 1(20.00% 2 (40.00% 2 (50.00%
) ) ) )

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Asthenia 0(0.00%) 1 (7.14%) 0(0.00%) 1(5.26%) 3(15.79%) 0 (0.00%)

Catheter site
haemorrhage

Catheter site
inflammation

Catheter site pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Catheter site

pruritus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Catheter site

swelling 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Catheter site 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

vesicles
Chest discomfort 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
0,

Chest pain 0(0.00%) 0(0.00%) (16)'67 % 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Chills 1 (16)'67% 1(714%) 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
t?ﬁ(‘)’:ggé;':ted L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Face oedema 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Facial pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Fatigue 2(3333%  7(50.00% o gogy) 3(0000% g 31580 6(31.58%) °©000% 5000%) 0(0.00%) 0(0.00%)

) ) ) )
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Gait disturbance 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

General physical
health deterioration

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

fj;;;a;ised 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Induration 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Inflammation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1 (20.00%
)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Influenza like illness 0 (0.00%)  0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)

Infusion site
extravasation

Injection site

bruising 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Injection site

haemonhage 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Injection site

e on 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Injection site pain 1(16)'67% 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

Injection site rash 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

:'ZJ:(SttIf: site L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lithiasis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Localised oedema  0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Malaise 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Medical device pain 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Mucosal dryness 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Mucosal 1(16.67% 1(20.00% 1 (20.00%

Mucosal 0(0.00%) 1(7.14%) 07 0(0.00%)  1(526%)  1(526%) 0(0.00%) ( 00% ( 0% 0 (0.00%)
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1(20.00%

Nodule 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) )

0 (0.00%)

Non-cardiac chest

oain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(20.00%

Oedema 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0 (0.00%) )

0 (0.00%)

2(33.33% 2(14.29% 2(33.33% 1(20.00%
) ) ) )

1(20.00% 2(40.00% 1 (25.00%
) ) )

Oedema peripheral 6 (31.58%) 4 (21.05%) 0 (0.00%)

1(20.00%

Pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 1(5.26%) )

0(0.00%) 0(0.00%) 0 (0.00%)

2 (14.29%

Peripheral swelling 0 (0.00%) )

0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Physical

deconditioning 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Puncture site 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

erythema
Pyrexia 2 (33)'33% 5 (35)'71% L (16)'67% 0(0.00%) 3(15.79%) 4 (21.05%) 0(0.00%) 0 (0.00%) 0(0.00%) | (25)'00%
S H 1 (16'67% 0, 0, 0, 0, 0, 0, 0, 0, 0,
welling face ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Hepatobiliary
disorders
ﬁ;’;‘:{;‘i’g””e 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Bile duct stone 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Biliary colic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Cholecystitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hepatic lesion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hepatitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hepatomegaly 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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yHepat°Sp'e”°mega' L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hyperbilirubinaemia 0 (0.00%) 0 (0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Jaundice 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Periportal oedema | (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Immune system
disorders
E;;grsensitivity 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
g;aef;g’eeﬁ“ssk?no“ 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hypersensitivity 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
('jrggrl(‘j”eer system 1 (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Infusion related
hypersensitivity 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
reaction
Seasonal allergy 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Infections and
infestations
Abscess limb 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Abscess oral 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Anal abscess 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Anal infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Atypical pneumonia 0 (0.00%) 1 (7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0 (0.00%) 0(0.00%) O (0.00%)
Bacteraemia 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
S:r‘;}eer”a' disease 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Bacterial infection 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
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Bacterial sepsis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
ﬁ'faesgt‘i’gftis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Bronchiolitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Bronchitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sgggfgiﬁg;'g“’”ary 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Candida infection 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

Catheter site 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

infection

Cellulitis 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Chronic sinusitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Ifl'f‘éscttffr']“m difficle ) (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Conjunctivitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
COVID-19 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
Cystitis 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

Cytomegalovirus

o ation 0 (0:00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Device related

boctoraomia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Diverticulitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Encephalitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Enterococeal 0(0.00%) 1(7.14%) (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Escherichia

bactoraamia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Escherichia

o 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Escherichia urinary

el 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Folliculitis L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Fungaemia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Fungal infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Fungal skin infection | (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
F 1 (16'67% 0, 0, 0, 0, 0, [ 0, 0, 0,
uruncle ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Gastroenteritis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Gastroenteritis viral 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Gingivitis L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
racmatoma 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Helicobacter 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

infection

Herpes simplex 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Herpes zoster 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Influenza 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Joint abscess 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Latent tuberculosis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lip infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Localised infection 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Lower respiratory

oot infochor 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Lower respiratory

tract infection viral 0(0.00%) 0(0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Medical device site

bustule 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Metapneumovirus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

infection
ucosal infection . () . () . () .00% . o . () .00% .00% .00% . ()
M l infecti 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Nail infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Nasopharyngitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Saerf;ggas?:a' 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
nychomycosis . ("} . ("} . ("} . (] . (o} . ("} . () . () . () . (o)
Onychomycosi 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
gﬁ:&'}:}‘(‘mic herpes  4(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
O idi H 0, 0, 1 (1667% 0, 0, 0, 0, 0, 0, 0,
ral candidiasis 0(0.00%) 1 (7.14%) ) 0(0.00%) 1(5.26%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
O 0, 0, 1 (1667% [ 0, 0, [ 0, 0, 0,
ral herpes 0(0.00%) 1 (7.14%) ) 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Oral infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Orchitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Osteomyelitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
(C)hsrtj;g‘ye"tis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Otitis externa 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
i';?gii’g':enzae VIS 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Paronychia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Parotitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
0,
Periodontitis 1(1667%  40.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

)
Periorbital celluliis 0 (0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Pharyngitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Picornavirus

otion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(16.67% 1 (20.00%
) )

Pneumonia fungal 0 (0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Pneumonia 0(0.00%) 1 (7.14%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

5 )
p;‘eel:’(;“o‘r’]:‘; al 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pneumonia viral 0(0.00%) 0(0.00%) ' (1867% 5000%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

)

Post procedural 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

infection

ﬁ?gé’t‘i‘c‘)’r:m”as 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pyelonephritis acute 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Respiratory

syncytial virus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
infection

Respiratory tract 1(1667%  40.00%) 1U667%  §000%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
infection ) )

Rhinitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sepsis 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sinusitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Skin candida L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Skin infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 3(15.79%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Soft tissue infection 0 (0.00%) 0 (0.00%) | (16)'67% 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) O0(0.00%) (20)'00% 0 (0.00%)
jézgggfmcca' 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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1(20.00%

Stoma site infection 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) )

0(0.00%) 0 (0.00%)

:g‘g(‘:’:s”s“tea' 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Superinfection 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Tonsilltis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Tooth abscess L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Tooth infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Jpper fespiralony  0(0.00%)  1(7.14%) | (16)'67% 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Urethritis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
il:]][g‘;irgn”a‘“ 0(0.00%) 1(7.14%) (16)'67% 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) (25)'00%
Urinary tract

toction becterial 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Vascular device 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

infection

Viral infection 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Viral upper

respiratory tract 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
infection

Z:r']‘(’j?(‘j’g%iiga' 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Wound infection 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Injury, poisoning and

procedural

complications

Animal scratch 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Ankle fracture 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Arthropod bite 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
Avulsion fracture 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Bone fissure 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Contusion 1(1667%  40.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) ' ?%00% 6000%) 0(0.00%) 0/(0.00%)

) )
Craniofacial fracture 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Extra-axial 1(16.67%

h;‘emor’ﬁhage ( ) ° 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Extradural

haematoma 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Eye contusion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Fall 0(0.00%) ° (21)'43% L (16)'67% 0(0.00%) 2(10.53%) 1(5.26%) | (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
Gingival injury 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Head injury 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Humerus fracture 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Immunisation

ometion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Infusion related 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

reaction

Joint injury 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Limb injury 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
h:g;gfer vertebral 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Meniscus injury 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Overdose 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
E:g%’::ﬁ;ge 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Post procedural

pigakishi 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Post procedural

haemorthage 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Post procedural 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

urine leak

Procedural

hoodache 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
. 1(16.67%

Procedural pain 0(0.00%) 1 (7.14%) ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Procedural 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

pneumothorax ’ ’ ’ ’ ’ ’ ’ ’ ’ ’

Road traffic accident 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Skin abrasion 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Skin injury 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Skin laceration 0(0.00%) 0(0.00%) 1667% 5000%) 1(526%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Spinal compression

fracture

Stoma site ulcer 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
ﬁ::;ﬁfoﬁgus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
ﬁ:gg:rfc‘)'ma 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Synovial rupture 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Thermal burn 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
fTrggtrjr"e'c vertebral 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(16.67%
)

Tooth fracture 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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1(16.67% 1(20.00% 1(25.00%
) ) )

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Transfusion reaction 0(0.00%) 0 (0.00%) 1(5.26%) 3(15.79%) 0(0.00%) 0(0.00%) 0 (0.00%)

Transfusion related
complication

Traumatic

hamtoma 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(20.00%

Wound dehiscence 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) )

0(0.00%) 0 (0.00%)

Investigations

Activated partial
thromboplastin time 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
prolonged

Alanine
aminotransferase
increased

2(33.33%
)

1 (20.00%

0(0.00%) 0 (0.00%) )

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(20.00%

Amylase increased 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) )

0(0.00%) 0(0.00%) 0 (0.00%)

Aspartate
aminotransferase
increased

1(16.67%
)

1(20.00%
)

1 (25.00%

1(7.14%) 0 (0.00%) )

1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Aspergillus test

positive 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Base excess

doorensed 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Blood albumin

doneased 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Blood alkaline o o
phosphatase 0(0.00%) 1(7.14%) 2 (33)'33 oo 1 (20)'00 %
increased

Blood bilirubin 1(16.67%
increased 0(0.00%) 0 (0.00%) )

1 (25.00%

3(15.79%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) )

0(0.00%) 3(15.79%) 2(10.53%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%)
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Blood calcium 1(16.67%

domoasnd 0(0.00%) 0 (0.00%) ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Blood cholesterol 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

increased

H 0,
Blood creatine 0(0.00%) 1(7.14%) 0(0.00%) 000% 4000%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
increased )

Nt 0, 0, 0,
Blood creatinine 0(0.00%) 2143% 1(1667% 4 000) 1(5.26%) 3(15.79%) 0(0.00%) 0(0.00%) 0(0.00%) | (25:00%
increased ) ) )
Blood folate o o o o o o o o o o
Gome ot 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0,

Blood glucose 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00 % 0(0.00%)
Blood lactate
dehydrogenase 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

decreased

Blood lactate
dehydrogenase 0(0.00%) 0(0.00%) 0 (0.00%)
increased

1 (20.00%

) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Blood magnesium

doneaced 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Blood pH decreased 0 (0.00%)  0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Blood phosphorus

dovreccod 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Blood phosphorus

S orosed 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Blood pressure

oraaed 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Blood thyroid
stimulating hormone 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
decreased

Blood thyroid
stimulating hormone 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 1 (5.26%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
increased
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E]'gr"e‘l:ggadd 0(0.00%) 0(0.00%) 0 (0.00%) 1(20)'00% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
g(')‘;istticgi“mte“ 0(0.00%) 0 (0.00%) 1(16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Coagulation factor
Xl level decreased

C-reactive protein 1(16.67%
increased )

1(16.67%
)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Ejection fraction

decreased 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Electrocardiogram

QT profonged 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Epstein-Barr virus

tost positive 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Fluid balance

positive 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Gamma-
glutamyltransferase 0(0.00%) 1(7.14%)
increased

1(16.67%
)

1(20.00%

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) )

0 (0.00%)

General physical

condition abnormal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Glomerular filtration

o doorensed 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Glycosylated

haemoglobin 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
increased

Human 1 (16.67%

metapneumovirus 0 (0.00%) 0 (0.00%) 07 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
test positive

Lipase increased 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
';it‘)’r‘fgrf;gf“m test 1 (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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)
:’ércnrzgggﬁtem“”t 0(0.00%) 0 (0.00%) 1(16)'6”’ 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
H 0, 0,
Neutrophilcourt 1(16).67% 3(21).43% 1(16).67% 1(20).00/o 3(15.79%) 1 (5.26%) 2(40).00/o 0(0.00%) 0(000%) 0(0.00%)

Neutrophil count

noremasy 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

N-terminal
prohormone brain

natriuretic peptide 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

increased
0,
ggﬁ;g;gg“”t 2(33)'33% 1(7.14%) 2(33)'33% 2(40)'00% 5(26.32%) 1 (5.26%) 2(40)'0“’ 0(0.00%) 0(0.00%) 0 (0.00%)

Prostatic specific

antigen increased 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Protein urine
present

Prothrombin time o o 1(16.67%
shortened 0(0.00%) 0 (0.00%) )

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Red blood cell count
increased

SARS-CoV-2 test
positive

1(20.00% 1(25.00%
) )

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%)

Serum ferritin
increased

Smear site
unspecified 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%)
abnormal

1 (20.00%

) 0 (0.00%)

Troponin T 1(16.67%
increased )

Viral test positive 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Vitamin B12
decreased

0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Vitamin B6

vitarin B¢ 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

yiaminD 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
) 0, 0,
Weight decreased 0 (0.00%) (28)'57 oo 11 6)'67 % 0(0.00%) 0(0.00%) 3(15.79%) 0(0.00%) 0(0.00%) 0 (0.00%) (25)'00 Yo
Weight increased  0(0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
H )

‘é‘éﬁ'ﬁf gg%?:acs‘z”d 0(0.00%) 1(7.14%) (16)'67 % 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
‘C’\(’)t'rtﬁ Ia'gr"e‘igsc'j' 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
White blood cells 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
urine positive

Metabolism and

nutrition disorders
Cachexia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Decreased appetite | (16)'67% 5 (35)'71% 0(0.00%) 2 (40)'00% 3(15.79%) 2(10.53%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Dehydration 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 1(5.26%) 1(5.26%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)

0,
Gout 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00 % 0(0.00%) 0(0.00%) 0 (0.00%)
Hyperglycaemia 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 1(5.26%) 1(526%) 0(0.00%) 0(0.00%) 2 (40)'00% 0 (0.00%)
H H 0, 0, 0, 1 (20'00% 0, 0, 0, 0, 0, 0,
yperkalaemia 0(0.00%) 0(0.00%) O (0.00%) ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Hyperlipidaemia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hypernatraemia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
:yperph“phataemi 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
:ypemig'yceridaemi 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 1(526%) 0(0.00%) (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
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Hyperuricaemia 0(0.00%) 1(7.14%) 0(0.00%) (20)'00% 0(0.00%) 2(10.53%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Hypervolaemia L (16)'67% 17.14%) (16)'67% 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Hypoalbuminaemia 0 (0.00%) 2 (14)'29% 0(0.00%) (20)'00% 1(526%) 2(10.53%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

Hypocalcaemia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% L (25)'00%

Hypokalaemia 0(0.00%) ° (21)'43% 0(0.00%) (20)'00% 3(15.79%) 1(5.26%) | (20)'00% 0(0.00%) 2 (40)'00% 1 (25)'00%
1(20.00%

Hypomagnesaemia 0 (0.00%) 1 (7.14%) 0 (0.00%) 2(10.53%) 1(5.26%) 0(0.00%) 0 (0.00%) 0(0.00%) 0 (0.00%)

)
1(16.67% 2 (40.00%

1 (20.00%

Hyponatraemia 0(0.00%) 0 (0.00%) ) ) 2(10.53%) 0 (0.00%) 0 (0.00%) ) 0(0.00%) 0 (0.00%)
L . 1(16.67%

ypophagia 0(0.00%) 0 (0.00%) ; 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
:ypo'”h“phataemi 0(0.00%) 0(0.00%) 0(0.00%) 2 (40)'00% 5(26.32%) 2(1053%) 2 (40)'00% L (20)'00% 0(0.00%) (25)'00%
Malnutrition 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Metabolic acidosis 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Zsi:”d"hyponatrae 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Steroid diabetes 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
I;’r?;fgr’;]'fis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) (25)'00%

Vitamin D deficiency 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Vitamin K deficiency 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Musculoskeletal and
connective tissue
disorders
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2(14.29% 1(16.67% 1(20.00% 1(20.00% 1(25.00%

Arthralgia 0 (0.00%) ) ) 0(0.00%) 7(36.84%) 2(10.53%) 0 (0.00%) ) | )
1 1 (16'67% 0, 0, 0, 0, 0, [ 0, 0, 0,
Arthritis ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
) 0, 0,
Back pain 0(0.00%) 4 (28)'5”’ 0(0.00%) (20)'00/" 2(10.53%) 4 (21.05%) (20)'00/" 0(0.00%) 0(0.00%) 0 (0.00%)
Bone lesion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Bone pain L (16)'67% 1(714%) 0(0.00%) 0(0.00%) 3(1579%) 1(5.26%) (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
Bone swelling 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
0, 0,
Flank pain 0(0.00%) 1(7.14%) (16)'6”’ 0(0.00%) 0(0.00%) 0(0.00%) (20)'00/" 0(0.00%) 0(0.00%) 0 (0.00%)
Gouty arthritis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0 (0.00%)
Groin pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Haemarthrosis 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Joint contracture 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

Joint range of

motion decreased 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Joint swelling 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Limb mass 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Muscle spasms 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2(1053%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Muscle twitching 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Muscular weakness 0 (0.00%) 2 (14)'29% 0(0.00%) (20)'00% 2(10.53%) 0 (0.00%) | (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
g‘g‘;”;gis:e'eta' L (16)'67% 2 (14)'29% 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)

Musculoskeletal

oain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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1(20.00%

1(20.00%

1(20.00%

Myalgia 0(0.00%) 1(7.14%) 0 (0.00%) | 1(526%) 4 (21.05%) | ) 0(0.00%) 0 (0.00%)
Myopathy 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Myositis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Neck pain 0(0.00%) ° (21)'43% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0 (0.00%)
Nodal osteoarthriis 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Osteoarthritis 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Osteopenia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%
p ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( ) ( )
Osteoporosis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pain in extremity 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Pain in jaw 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Plantar fasciitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0 (0.00%)
Polymyalgia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00° 0.00° 0.00%) 0 (0.00°
roymya gl (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O0(0.00%) O (0.00%)
Sacral pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sﬁg‘;ﬂi‘;ga“"e 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Spinal osteoarthritis 0 (0.00%) 1 (7.14%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Spinal pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Synovial cyst 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Tendon pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Tenosynovitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) ' ©@%00% ¢ 000%) 0(0.00%)

)

Neoplasms benign,
malignant and
unspecified (incl
cysts and polyps)
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Acute myeloid 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

leukaemia

Angiolipoma 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Angiomyolipoma 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
pasal cell 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Chloroma 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Leukaemia cutis L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

H 0,

;‘::h‘t'::telg:]'c 0(0.00%) 0(0.00%) (16)'67 % 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Melanocytic naevus 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Meningioma 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Renal hamartoma 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Nervous system

disorders
Amnesia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Axonal neuropathy 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Balance disorder 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Burning sensation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)
Carpal tunnel 1(16.67%

0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

syndrome

)
0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Cerebral
haemorrhage

Cerebral ischaemia 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Cognitive disorder ~ 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

2(14.29% 1(16.67% 1 (20.00% 1(20.00% 1 (20.00%
) ) ) ) )

Dizziness 0 (0.00%) 8 (42.11%) 6 (31.58%) 0(0.00%) 0 (0.00%)
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Dysgeusia 0(0.00%) 0(0.00%) 0(0.00%) 2 (40)'00% 2(10.53%) 0 (0.00%) | (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
0, 0, 1 (16'67% 0, 0, 0, [ 0, 0, 0,

Encephalopathy 0(0.00%) 0 (0.00%) ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Facial nerve

Faceln 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Headache 2 (33)'33% 2 (14)'29% 0(0.00%) (20)'00% 2(10.53%) 4 (21.05%) (20)'00% 1 (20)'00% 0(0.00%) 0 (0.00%)
Hypoaesthesia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hypogeusia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hypotonia 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)

Intensive care unit

acquired weakness 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

L”rfzcr;ﬂa' 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Lethargy 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Neuralgia 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
g‘:ﬁ;ﬁg?‘:ﬁy 0(0.00%) 1(7.14%) (16)'67% 0(0.00%) 1(5.26%) 0(0.00%) (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
Nystagmus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Paraesthesia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Parosmia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
igﬂir%lzrti'yse”sory 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Presyncope 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
SR;nS;'r‘ans]gegs 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Retinal migraine 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sciatica 0(0.00%) 0(0.00%) 1687% 5000%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

)
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Seizure 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Somnolence 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
0,
Syncope 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%) (20)'00% 1 (20)'00 % 0(0.00%)
Taste disorder 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Tremor 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Psychiatric
disorders
H 1 1 (16'67% ) ) 0, ) 0, 0, 0, 0, 0,
Agitation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

)

Anxiety 0(0.00%) 0(0.00%) 0 (0.00%)

1(20.00% 1(20.00%
) )

Confusional state 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(5.26%) 0 (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Delirium 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (25)'00%
Depressed mood  0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Depression 0(0.00%) 2 (14)'29% 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Disorientation 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Hallucination 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)  2090% 40 00%)

)
0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Hallucination,

olfactory

Insomnia 0(0.00%) 2 (14)'29% 0(0.00%) 0(0.00%) 1(526%) 1(526%) (20)'00% 0(0.00%) 0(0.00%) (25)'00%
Mania 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Mood altered ! (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Nightmare 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
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Restlessness 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sleep disorder 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Renal and urinary

disorders
Acute kidney injury 0 (0.00%) 0 (0.00%) (16)'67% 1 (20)'00% 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) ° (60)'00% 0 (0.00%)
Anuria 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0 (0.00%)
Cystitis noninfective 0 (0.00%) 0 (0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Dysuria 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2(1053%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Haematuria 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hydronephrosis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Micturition urgency 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
Nephrolithiasis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Nocturia 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Pollakiuria 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0 (0.00%)
Polyuria 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Renal colic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Renal failure 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) ' (25:00%

)

Renal impairment 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Renal mass 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Renal pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Iggﬁlﬁ:’s“ersmia' 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Urethral pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Urinary incontinence 0 (0.00%)  0(0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Urinary retention 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Urinary tract pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Reproductive system
and breast disorders

Benign prostatic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

hyperplasia

Pelvic pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Prostati

h;‘;; ir'fhage 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Prostatomegaly 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Scrotal erythema 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Scrotal oedema 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)  (25:00%

)
Testicular swelling 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Respiratory, thoracic
and mediastinal
disorders

Chronic obstructive

sulmonary disease 0 (0.00%)  0(0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Cough 0(0.00%) 2 (14)'29% L (16)'67% 1 (20)'00% 3(15.79%) 3 (15.79%) 2 (40)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
Dysphonia 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Dyspnoea 0(0.00%) 2(14.29% 1(1667% 4 000y 6(31.58%) 6(31.58%) @ 2000% 5 (000%) 1(R000% 4 g 009

) ) ) )
Dyspnoea exertional 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Epistaxis L (16)'67% 1(7.14%) 2 (33)'33% 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) (20)'00% 0(0.00%) (25)'00%
1 ) ) 1 (16'67% 0, 0, 0, 0, 0, 0, 0,
Haemoptysis 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

)
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Hypoxia L (16)'67% 1(7.14%) (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (25)'00%

Laryngeal 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%

inflammation (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%)

Laryngeal oedema 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)

Lung infiltration 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0 (0.00%)

N 1 0, 0, 0, 0, 0, 0, 1 (20'00% 0, 0, 0,
asal congeston  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2(10.53%) 0 (0.00%) ) 0(0.00%) 0(0.00%) 0 (0.00%)

2(33.33% 1(20.00% 1(20.00%

Oropharyngeal pain 0 (0.00%) 0 (0.00%) 1(5.26%) 1(5.26%) 0(0.00%) 0(0.00%) 0 (0.00%)

) ) )
0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%)

Paranasal sinus
discomfort

Paranasal sinus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

inflammation
Pharyngeal 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.009 0 (0.00% 1 (5.269 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%
erythema (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) (0.00%) (5.26%) (0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pleural effusion 0(0.00%) ° (21)'43% 0(0.00%) 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) 0(0.00%) (20)'00% 0 (0.00%)
PI HH H 1 (1667% 0, 0, [ 0, 0, [ 0, 0, 0,
euritic pain ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pneumonitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Productive cough 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
E:r'gggt?g 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Pulmonary 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%
embolism (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%) (0.00%)
Pulmonary mass 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Pulmonary oedema 0 (0.00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Respiratory distress 0 (0.00%) 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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1(20.00%

Respiratory failure ~ 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) | 0 (0.00%)
Rhinalgia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Rhinitis allergic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Rhinorrhoea 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Rhonchi 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sinus disorder 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sinus pain 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Tachypnoea 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Throat lesion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Upper-airway cough 2 (40.00%

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

syndrome )
H 0, 0, 0, 1 (2000% ) 0, 0, 0, 0, 0,
Wheezing 0(0.00%) 0(0.00%) 0 (0.00%) : 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Skin and
subcutaneous tissue
disorders
Actinic keratosis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Acute febrile
neutrophilic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
dermatosis
Alopecia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Blister 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Blood blister 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
f:stiﬂﬁt?sus 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
D H 0, 0, 1 (1667% [ 0, 0, [ 0, [ 0,
ecubitus ulcer 0(0.00%) 0 (0.00%) ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Dermatitis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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11 0,
g;:g:f‘;'r“nf 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) (20)'00 % 0(0.00%) 0(0.00%) 0 (0.00%)
Diffuse alopecia 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Dry skin 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Ecchymosis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Eczema 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Erythema 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0, 0,
Hyperhidrosis 1 (16)'67 % 0(0.00%) 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) (20)'00 % 0(0.00%) 0(0.00%) 0 (0.00%)
Ingrowing nail 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Nailbed 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Nail discolouration ~ 0(0.00%) 0 (0.00%) 0 (0.00%) ' (20)'00% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0,
Night sweats 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) (20)'00 % 0(0.00%) 0(0.00%) 0 (0.00%)
Onychomadesis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Papule L (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Petechiae 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

) ) 0, 0, 0,

Pruritus L (16)'6”’ 1(714%) (16)'6” 1 (20)'00/" 0(0.00%) 4 (21.05%) (20)'00/" L (20)'00”’ 0(0.00%) 0 (0.00%)
Purpura 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Rash L (16)'67% 1(7.14%) (16)'67% 1 (20)'00% 2(10.53%) 5 (26.32%) | (20)'00% 0(0.00%) (20)'00% 0 (0.00%)
Rash erythematous 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) (20)'00% 0(0.00%) 0(0.00%) 0 (0.00%)
Rash macular 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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E:;Slgr‘acu'o' 2 (33)'33% 1(714%) 0(0.00%) 0(0.00%) 4 (21.05%) 0(0.00%) 0 (0.00%) | (20)'00% 0(0.00%) 0 (0.00%)
Rash papular 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Rash pruritic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sg:’nf;rt*i‘ti"seic 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Sensitive skin 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Skin atrophy 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Skin discolouration 0 (0.00%)  0(0.00%) 0 (0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
1(16.67%

Skin disorder 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

)
Skin haemorrhage 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

ﬁ;:)r‘erpigmemation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Skin induration 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Skin irritation 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Skin lesion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 2(10.53%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Skin mass 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Skin ulcer 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Urticaria 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) ' ?%00% 0 00%) 0(0.00%)

)

Vascular disorders

Aorti
hore erosi 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
Arteriosclerosis 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Circulatory collapse 0 (0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) O (0.00%)
peep ven 0(0.00%) 0(0.00%) (16)'67% 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
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Embolism 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Flushing 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Haematoma L (16)'67% 0(0.00%) ° (50)'00% 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
1(16.67%
Haemorrhage 0(0.00%) 0 (0.00%) ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hot flush 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Hypertension 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 1(526%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
0, 0, 0, 0,

Hypotension 0(0.00%) 1(7.14%) 6)'67 % 0(0.00%) 1(5.26%) 1(526%) | (20)'00 oo 1 (20)'00 oo 1 (20)'00 % 0(0.00%)
Orthostatic o o o o o o o o o o

Yoo roaion 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Pallor 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Peripheral arterial
occlusive disease

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1 (20.00%
)

Phlebitis 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

Peripheral embolism 0 (0.00%) 0(0.00%) 0 (0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

1(20.00%
)

0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)

0 (0.00%)

Superficial vein 1(16.67%

0 (0.00%) 0 (0.00%)

thrombosis )

H 0, 2 (1429% 0, [ 0, 0, [ 0, 0, 0,
Thrombophlebitis 0 (0.00%) ) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
Thrombosis 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 1(5.26%) 0(0.00%) 0(0.00%) 0 (0.00%) 0 (0.00%)
Varicose vein 0(0.00%) 1(7.14%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0 (0.00%)
I\i/rflgws thrombosis 9 00%)  0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) 0(0.00%) O (0.00%)
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Conclusion:

Sabatolimab was found to be safe and tolerable as a single agent and in combination with HMAs and/or spartalizumab
in MDS/AML

The recommended phase 2 dose (RP2D) for sabatolimab in combination with HMA in AML/MDS was established to be
400 mg Q2W or 800 mg Q4W based on the pharmacokinetics/pharmacodynamics (PK/PD), as well as efficacy and
safety results

Sabatolimab showed encouraging efficacy in combination with HMAs and addresses an unmet medical need

The safety profile of the sabatolimab in combination with HMAs in general was consistent with the safety profile
observed with HMAs alone, with no significant additive hematological toxicity requiring monitoring beyond standard
recommendations for HMAs

The benefit risk profile of sabatolimab + HMA combinations tested in this study were positive supportive of further
development in MDS/AML

Date of Clinical Trial Report

6-Aug-2024
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