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Fok ok ke kK ok koK List of reported NON-SERIOUS AE'’s Hkok ok ok koK ok ok

-> group == Arml: Experimental (1 arm only)

ssoc System organ class

aeterm AE term

affected Subjects affected number

exposed Subjects exposed number

occurrences Occurrences all number

ssoc aeterm affected exposed occurrences

Anaemia 10,0 g/dl lower during cycle 3 1 1493 1
Anaemia 10,2 1 1493 1
Anaemia 10,3 g/dl 1 1493 1
Anaemia 10,3 g/dl lower during cycle 2 1 1493 1
Anaemia 10,5 GR/DL 1 1493 1
Anaemia 10,5 gr/dl 1 1493 1
Anaemia 10,6 1 1493 1
Anaemia 10,6 g/dl lower during cycle 1 1 1493 1
Anaemia 10,6gr/dl 1 1493 1
Anaemia 10,7 g/dl 1 1493 1
Anaemia 10,9 1 1493 1
Anaemia 10.2 1 1493 1
Anaemia 10.5 g/dl 1 1493 1
Anaemia 10.6 1 1493 1
Anaemia 10.7 G/DL LOWER DURING CYCLE 1 1 1493 1
Anaemia 10.7 g/dL lower during cycle 3 1 1493 1
Anaemia 10.8 1 1493 1
Anaemia 10.8 HGB 24.11.2014 1 1493 1
Anaemia 10.9 2 1493 2
Anaemia 10.9 GR/DL lower during cycle 2 1 1493 1
Anaemia 11 1 1493 1
Anaemia 11,4 hemoglobin 1 1493 1
Anaemia 11,5 hemoglobin 1 1493 1
Anaemia 11,7 1 1493 1
Anaemia 11.2 1 1493 2
Anaemia 11.3 2 1493 3
Anaemia 11.5 1 1493 1
Anaemia 11.6 1 1493 1
Anaemia 11.7 3 1493 3
Anaemia 11.8 3 1493 4
Anaemia 11.9 3 1493 3
Anaemia 12,4 g/dl Hb 1 1493 2
Anaemia 12,4 g7dl HB 1 1493 1
Anaemia 12,6 g/dl Hb 1 1493 2
Anaemia 12.4 g/dl 1 1493 1
Anaemia 12.5 1 1493 1
Anaemia 12.9 1 1493 1
Anaemia 13.1 1 1493 1
Anaemia 2 episodes of HB grade 1, in the maintenance phase. HB o 1 1493 1
Anaemia 20/12/2014 Hb 9.4 g/dl
23/12/2014 Hb 9.7 g/dl 1 1493 1
Anaemia 22 FEB 2013: Hb=10,2 g/dL 1 1493 1
Anaemia 22 days of anaemia 1 1493 1
Anaemia 28/10 = 6.1, 30/10 = 6.5 1 1493 1
Anaemia 3 GE’'s given on 03-12-2012 1 1493 1
Anaemia 4.3 mmol/L 1 1493 1
Anaemia 4.7 mmol 1 1493 1
Anaemia 5.1 mmol/L 1 1493 1
Anaemia 5.2 1 1493 1
Anaemia 5.3 mmol 1 1493 1
Anaemia 5.4 2 1493 2
Anaemia 5.5 1 1493 1
Anaemia 5.8 mmol/1l hemaglobine at 25-04-2013 1 1493 1
Anaemia 5.9 mmmol/1l 1 1493 1
Anaemia 5.9 mmol/L 1 1493 1
Anaemia 6,9 hemoglobin 1 1493 1
Anaemia 6.0 1 1493 1
Anaemia 6.0 mmol/1 2 1493 2
Anaemia 6.1 1 1493 1
Anaemia 6.5 mmol 1 1493 1
Anaemia 6.8 mmol/L 1 1493 1
Anaemia 6.9g/d1l 1 1493 1
Anaemia 7,7 g/dl 1 1493 1
Anaemia 7,9 1 1493 1
Anaemia 7.3g/dl 1 1493 1
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Anaemia
next gr
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

next gr.

Anaemia
Anaemia
Anaemia
Anaemia

.2,

.2,

2

7.4

7.5

7.8

7.9

7.9 g/dl

72 10%9/1

72 g/l

73g/1

77 g/l

78 10%9/1

79 g/l

8,2 g/dl

8,2 gr/dl

8,3 g/dl

8,4 gr/dl

8,5 gr/dl

8,6

8,8 gr/dl

8,9g/dl

8.1 g/dl

8.1 g/dl
9.9g/dl, start 12/07/2013 end 12/07 ... 1 1493 1

8.1 gr/dl

8.2 g/dl

1 1493 1

8.3

8.3 mg/dl

8.4 g/dl

8.5

8.5 g/l

8.6

8.6 g/dl

8.7 g/dl

8.8

8.9

80 g/l

80g/1

87 g/l

89 g /L

9

9 g/dl

9,2 g/dl

9,3 g/dl

9,3 gr/dl

9,4

9,5 gr/dl

9,8 g7dl

9,8 gr/dl

9,9 g/dl lower during cycle 2

9.1 g/dl

9.1 mg/dl

9.2 g/dl

9.3

9.4

9.5

9.6

9.6 mg/dl

9.7

9.8

9.8 mg/dl

9.9

91 10%9/1

91 g/1

92 g/1
99g/1 start 29/10/2013-stop 17/11/2013 1 1493 1

94 g/1

95 g/1

96 g/L

96 g/1

97 g/1

99 g/1

99 g/1
(98) start 19/01/2015 end 15/02/2015

1 1493 1
ANAEMIA

ANAEMIA (Hb 8.7 g/dl)
ANAEMIA G2 FROM 24/12 TO 30/12/2013 WHEN Gl ONGOING UNTI
ANAEMIA Hb 9,2 g/dl
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Anaemia ANAEMIA nadir Hb 8.2 g/dl 1 1493 1
Anaemia ANAEMIA, HB 7.1 1 1493 1
Anaemia ANEMIA 5 1493 5
Anaemia ANEMIA (Obviously) 1 1493 1
Anaemia ANEMIA GRADE 2 2 1493 2
Anaemia ANEMIA HGB 99G/L 1 1493 1
Anaemia ANEMIA hgb 97 g/1 1 1493 1
Anaemia ANEMIA hgb 98 g/1 1 1493 1
Anaemia Aaemia due to HDM 1 1493 1
Anaemia Aemoglobin 11.6 1 1493 1
Anaemia Aenemia 3 1493 3
Anaemia Aenemia
1 1493 1
Anaemia Anaema 1 1493 1
Anaemia Anaemia 90 1493 155
Anaemia Anaemia
3 1493 3

Anaemia Anaemia 11,7 g/dl 1 1493 1
Anaemia Anaemia 9,5g/dl 1 1493 1
Anaemia Anaemia (10,3g/dl) 1 1493 1
Anaemia Anaemia (10,57g/dl) 1 1493 1
Anaemia Anaemia (10,6 g/dl) 1 1493 1
Anaemia Anaemia (11,8g/dl) 1 1493 1
Anaemia Anaemia (11,9), 1 1493 1
Anaemia Anaemia (12,1g/dl) 1 1493 1
Anaemia Anaemia (12,2 g/dl) 1 1493 1
Anaemia Anaemia (12,6g/dl) 1 1493 2
Anaemia Anaemia (8,8g/dl) 1 1493 1
Anaemia Anaemia (9,8g/dl) 1 1493 1
Anaemia Anaemia (hemoglobin 9.2 g/dl) 1 1493 1
Anaemia Anaemia , Hb 12,3g/dl 1 1493 1
Anaemia Anaemia 10,6 g/dl 2 1493 2
Anaemia Anaemia 10,7 g/dl 1 1493 1
Anaemia Anaemia 10,8 g/gl 1 1493 1
Anaemia Anaemia 10.2 1 1493 1
Anaemia Anaemia 11,1 g/dl 1 1493 1
Anaemia Anaemia 11,2g/dl 1 1493 1
Anaemia Anaemia 11,5 g/dl 1 1493 1
Anaemia Anaemia 11,7 g/dl 1 1493 1
Anaemia Anaemia 11,8g/dl 1 1493 1
Anaemia Anaemia 11,9 g/dl 1 1493 1
Anaemia Anaemia 11,9g/dl 2 1493 2
Anaemia Anaemia 113g/L 1 1493 1
Anaemia Anaemia 12,4 g/dl 1 1493 3
Anaemia Anaemia 12,5g/dl 1 1493 1
Anaemia Anaemia 12,6g/dl 2 1493 2
Anaemia Anaemia 12.4g/dl 1 1493 1
Anaemia Anaemia 12.9 1 1493 1
Anaemia Anaemia 6,4 g/dl 1 1493 1
Anaemia Anaemia 6,6 g/dl 1 1493 1
Anaemia Anaemia 6,7g/dl 1 1493 1
Anaemia Anaemia 73 g/l 1 1493 1
Anaemia Anaemia 79 g/l 1 1493 1
Anaemia Anaemia 9,0g/dl 1 1493 1
Anaemia Anaemia 9,3 g/dl 1 1493 1
Anaemia Anaemia 9,4 g/dl 1 1493 1
Anaemia Anaemia 9,5g/dl 1 1493 1
Anaemia Anaemia 9,6g/dl 1 1493 1
Anaemia Anaemia 9,8g/dl 1 1493 1
Anaemia Anaemia 9,9g/dl 2 1493 2
Anaemia Anaemia Gr 1 , 12,5 g/dl 1 1493 1
Anaemia Anaemia HGB 85 G/L 1 1493 1
Anaemia Anaemia Hb 1 1493 1
Anaemia Anaemia Hb 11,9 g/dl 1 1493 1
Anaemia Anaemia Hb 113 g/L 1 1493 1
Anaemia Anaemia Hb 12,2 was lowest value 1 1493 1
Anaemia Anaemia continuing 4 1493 5
Anaemia Anaemia continuing but in lower grade 1 1493 1
Anaemia Anaemia continuing but now grade 1 1 1493 1
Anaemia Anaemia continuing, now gr 2 1 1493 1
Anaemia Anaemia for 1 day 1 1493 1
Anaemia Anaemia for 4 days 1 1493 1
Anaemia Anaemia grade 2 for 13 days 1 1493 1
Anaemia Anaemia grade 2 for 3 days 1 1493 1
Anaemia Anaemia lowest value in this cycle: 10.6 g/dl 1 1493 1
Anaemia Anaemia not worsened 1 1493 1
Anaemia Anaemia pre-existant 1 1493 1
Anaemia Anaemia required transfusion 1 1493 1
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Anaemia Anaemia (11, 7g/dl)
Anaemia Anaemia (12,7 g/dl)
Anaemia Anaemia,
con med bactlmel 40.000 iu, red blood cell packs 1 1493 1
Anaemia Anaemia, 11,6g/dl
Anaemia Anaemia, Hb 11,5
Anaemia Anaemia, Hb 9,8g/dl
Anaemia Anaemia, change to Gr 1 on 29.06.2012
Anaemia Anaemial0,5 mg/dl
Anaemia Anaemic complaints
Anaemia Anaenia
Anaemia Anamenia
Anaemia Anamia (Hb 7.1)
Anaemia Ananemia
Anaemia Aneamia
Anaemia Anemi
Anaemia Anemia
Anaemia Anemia
1 1493 1
Anaemia Anemia (CTC grade 2) is also from 12/02/2014 till 13/02/2014
Anaemia Anemia (Hb 10.7)
Anaemia Anemia (nadir 100 G/L)
Anaemia Anemia (present at baseline)
Anaemia Anemia 10
Anaemia Anemia 10,3
Anaemia Anemia 10,8
Anaemia Anemia 10.2 g/dL
Anaemia Anemia 11,3
Anaemia Anemia 11,4
Anaemia Anemia 6,5 mmol/L
Duration for 108 days 1 1493 1
Anaemia Anemia 6,6 mmol/L on 26.mar 2014 to 21 may 2014. Nadir p
Anaemia Anemia 6.1
Anaemia Anemia 6.1 mmol/L from 29.10.2013 to 11.11.2013. Hemoglo
Anaemia Anemia 6.2 mmol/L
Anaemia Anemia 6.9 mmol/L
Anaemia Anemia 8g/L
Anaemia Anemia 9,6
Anaemia Anemia 97 g/L
Anaemia Anemia 99 g/1
Anaemia Anemia HB 85g/L 5/7/2012-9/7/2012
Anaemia Anemia Hb 10,3 g/dl
Anaemia Anemia Hb 8.3
Anaemia Anemia Hb 86g/l the patient had a blood transfusion
Anaemia Anemia Hb 9.3 - 10.6 values stable from those at start o
Anaemia Anemia Hb 9.4 - 9.9 values stable from those at start of
Anaemia Anemia Hb 9.5 stable values from diagnosis and strat of
Anaemia Anemia Hb 9.9 12/12/2013
Anaemia Anemia Hb 9.9 g/dl
Anaemia Anemia Hb 9.9 slightly improved from values at star of M
Anaemia Anemia Myeloma related
Anaemia Anemia Nadir 9.7 g/dl
Anaemia Anemia ctc grade 2 basline condition
Anaemia Anemia due to MM
Anaemia Anemia due to myeloma
Anaemia Anemia due to myeloma not treatment related
Anaemia Anemia from before starting study
Anaemia Anemia gr.2 17/06-27/06
Anemia gr.3 29/06 Hgb 7.6
Anem 1 1493 1
Anaemia Anemia grl
Anaemia Anemia gr2
Anaemia Anemia gr2, on 03/12/12 sc binocrit 40.000 weekly
Anaemia Anemia gr2, erythropoetin weekly
Anaemia Anemia gr3
Anaemia Anemia grade 1
Anaemia Anemia grade 1 Hb: 11 g/dl
Anaemia Anemia grade 2
Anaemia Anemia grade 2
before and after this interval grade 1 1 1493 1
Anaemia Anemia grade 2 cont. from screening
Anaemia Anemia grade 2/ aranesp
Anaemia Anemia grade 2/CON MED: erythropoietin 40000IU since 22-
Anaemia Anemia grade 2/epoetin beta QW
Anaemia Anemia grade 3
Anaemia Anemia grade 3 - multiple myeloma related
Anaemia Anemia grade 3/ transfusion
Anaemia Anemia grade2
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Pretreatment grade 4 (<4.0)
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Anemia
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Anemia,

Pt appeared

Anemia,
Anemia,
Anemia,
Anemia,
Anemia,
Anemia:
Anemia:
Anemia:
Anzmia

Agnemia
Astenia

Astheni

grade3

grade3 - MM related/con med: binocrit, Transfusio
grave

has worsened during treatment lowest value hb 89
hb 97g/L

lowest value 86 g/1

observed before the start date of therapy
observed the same day he started the third VvCD. T
on 6.1 mmol/L from 5.jul.2014 to 6.jul.2014
ongoing

possible due to Morbus Sjorgen

started before begin study

with hb 98g/1

to have ... 1 1493 1

Hb 9.6

Hgb. 4.7 mmlo/1

Nadir value Hb 8.2 g/dl

Nadir value Hb 9.1 g/dl

lowest HB in the periode 6.3 mmol/L on 06.11.2015
86 G/L

Hb 5.4 mmol/1

Hb 5.6 mmol/1l
6.7 mmol/L

a

Baseline toxicity
Blood and lymphatic system disorders: anaemia
Blood values

Bronchi

al infection

Changed in toxicity grade

Changing to grad 1 on 29.5.2012

Continuiing anaemia

Continuing anaemia

Continuing anaemia (since 25-03-2013 grade 1)
Continuing anaemia, higher grade

Continuing anaemia, now gr 1

Continuing anemia

Decreas
Decreas
Decreas
Decreas

ed Hb
ed hb
ed hemoglobin
ed hemoglobine

Emoglobina 8,7 g/dL
Emoglobina 8,9 g/dl
Emoglobina 9.1 g/dL

Fatigability

Fatigue

Fatigue emotrasfusione

Fever

Fluctuating CTC between 0-2 during maintance
Grade 2

H O

H > 10-8 g/dl

HAEMOGLOBIN 10,3
HAEMOGLOBIN 10.1

HAEMOGLOBIN 1
HAEMOGLOBIN 9
HAEMOGLOBIN 9.
HAEMOGLOBIN 9
HAEMOGLOBIN 9
HAEMOGLOBIN 9

0.7

.

©RNO W

HAEMOGLOBINE 10.2
HAEMOGLOBINE 8.4
HAEMOGLOBINE 9.4

HB
HB 10,4
HB 10,4
HB 10,6
HB 10,7
HB 10,8
HB 10,9
HB 10.5
HB 10.7
HB 109
HB 11

HB 11,1
HB 11,1

gr/dl

GR/DL IL 9/4/2014

gr/dl
g/L

gr/dl
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Anaemia
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2 SAG unit
Anaemia
Anaemia
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HB
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HB
HB
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HB
HB
HB
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HB
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HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB
HB:
HB:
HB:
HB:
HB:
HB:

11

,5

11,5 g/dl

11
11

11.

,6
.7
1
.2

.3 g/dl
.8 gr/dl

5,2 mmol/1
mmol/L
mmol/L
10e9 /L
mmol/1
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g

mmol/ L
mmol/L

mmol/L

mmol/1

g/dL
gr/dl
g/dL

gr/dl

g/dl

gr
/L

/dl

9.3 g/L
94 g/L

Page 6

1 1493 1

and 7.5 mmol/1

0
between 6.2 mmol/l and 7.3 mmol/1l
0

between 7.

and 7.1 mmol/1l

between 7.0 and 7.2 mmol/l
count decreased
is 9.18 g/dl

low 4.9
low 5.2
nadir = 126 g/L
of 4.6 mmol/L 09.07.2013
of 5.5 mmol/1l
of 5.7 mmol/L
of 6.7 mmol/1
of 7.1 mmol/1l
of 7.4 mmol/1l on 03.06.2013, and 7.5 mmol/l on 18.06.2013
of 7.6 mmol/1l on 19.07.2013, 7.7 mmol/l on 26.07.2013
of 7.8 mmol/l on 15.05.2013
of 7.8 mmol/l on 25.06.2013 and 12.07.2013
on 17.01.2014 =115 g/L
too low
10,6
10.2gr/dL
9,8 GR/DL
10.9 g/dl
10.9gr/dL

11,2 g/dl
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Anaemia
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Anaemia
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Anaemia
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Anaemia

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

HB:9

HB<LLN MA >1
HB<LLN MA >1
HB= 10.3 G/D
HB= 10.8 G/D
HB= 6.9G/DL
HB=10,4 g/dl
HB=10,9
HB=10.1 g/L
HB=11,1 g/dl
HB=11,2 g/dL
HB=11,3g/dl
HB=11.6
HB=115 g/L
HB=7.9 g/dl
HB=8,3g/dl
HB=8.0 g/dl
HB=9,1 g/dl
HB=9,6 g/dl
HB=9.9 g/dL
HEMOGLOBIN
HEMOGLOBIN 1
HG 7.8 g/dL

HG- 9.5
HGB 10.2

HGB 10.8 24.
HGB 10.9

HGB 11,2

HGB 11,3

HGB 69 g/1
HGB 7.5 g/dL
HGB 70.4 g/1
HGB 71.1 g/1
HGB 73.3 g/1
HGB 75 g/1
HGB 78.3 g/1
HGB 79.4 g/1

HGB 87 g/1
HGB 9

HGB 9,3

HGB 9.1

HGB 9.63 g/d
HGB 93 g/1
HGB 94 g/1

HGB 97.7 g/1

1/HGB 99.3 g/l gr.2 start:15/02/2016 stop: ...
HGB 99.4 g/1

Anaemia
Anaemia
1/HGB

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

HGB 99.6 g/1

99 g/l gr.2 start:25/04/2015 stop:2

HGB = 8.6
HGB= 9.2
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobin
Haemoglobine

0GR/dL
0gr/dL
L
L

10.2
1.8g/dl
(2 UGRC)
1 1493 1

11.2014

1

1 1493

1 1493

10.
10.
10.
10.
10.
10.

R N N

WWWWWWMOWOOnIIIIJ
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<9

decreased

levels 97 to 117 g/ L

was 4.5 mmol/1l on the 2/9-2012
9.4

Page 7
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1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
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Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
hb 9.9 g/dl 26/05/2014
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

Hamoglobin nadir 83 G/L

Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb

Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb

Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb

10.4

11.5

8,8 g/dl

9,5 gr/dl

9.4
1.5 gr/dl
10
10 g/dL
10 g/dL lower during transplant iter
10 g/dl
10 mg/dL
10,1
10,1 gr/dl
10,2 g/dL
10,3
10,3 g/dl
10,4
10,5
10,5 g/L 2/8/2012-12/8/2012
10,5 g/dl
10,6
10,6 g/dl
10,6 g/dl

1 1493 1
10,7
10,8
10,8 g/dL
10,8 g/dl
10,8 lower during cycle 2
10,9
10.1
10.1 g/dl lower during cycle 1
10.2
10.3
10.3 gr/dl
10.4
10.4 g/dL
10.5
10.5 g/dL
10.5 g/dl 13/01/2014
1 1493 1

10.5 g/dl lower during cycle 1
10.5 gr/dL
10.6
10.6 gr/dL
10.7
10.8
10.9
10.9 gr/dl
104 g/L
10g/dl
11
11 g/dL
11 g/dl

11 not related to study drug, because already present
11,1

11,1 g/dl

11,1 g/dl lower during 3° cycle
11,1 gr/dl

11,2

11,2 g/dl

11,3

11,3 g/dL

11,4

11,4 g/dl

11,5

11,5 g/dL

11,5 g/dL lower during cycle 1
11,6

11,7

11,8

11,9

11,9 g/dL

11.0

11.0 g/L

11.0 g/dl
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i
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1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
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HOVON-95:

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

Hb 5.7 mmo

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb

1493

Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb

NON-SERIOUS ADVERSE EVENTS

11.1

11.1 g/dl lower during cycle 3

11.1 gr/dL

11.2 g/dl

11.2 gr/dl

11.3

11.3 g/dL

11.3 g/dl

11.4

11.4 g/dl

11.4 gr/dL

11.5

11.5 g/dl

11.6

11.6 lower during cycle 2

11.7

11.7 gr/dL

11.8

11.8 g/dL

11.8 g/dl

11.8 gr/dl

110 g/L

115

12

12 g/dl

12,1 g/dL lower during transplant iter

12,2

12,5 g/dl

12.1 g/dl

12.2 g/L on 31.01.2014

12.4 gr/dl

12.7

12.7 g/dL

12.9

127g/L

13

13,6 gr/dl

13.4

13.8 g/dl

131 g/L

4.3 on 4/5/2014; 10/5/2014=6.2

4.8 mmol/L

5.2 MMOL/LITER

5.3

5.3 mmol/1

5.5 mmol/L

5.5 mmol/1l on 20.MAY.2014

5.8 mmol/1

5.9

5.9 mmol/1

5.9mmol/1 both on 19/2/2011 and 28/4/2011
1

6,7 g/dl

6,8

6,9 g/dl

6.0

6.1 mmol/1

6.4 mmol

6.5 g(dL

6.8

7 ,2 gr/dl

7,2

7,2 g/dl

7,3

7,4

7,6

7,6 g/dl

7,7

7,7 g/dl

7,8

7,8 g/dl (8.2 all’esordio)

7,8 gr/dl

7,9

7,9 g/dl

7,9 g/dl lower during cycle 1

7,9 gr/dl

7.00

7.1

Monday November 25 14:37:45 2024
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1493
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1493
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1493
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1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
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HOVON-95: NON-SERIOUS ADVERSE EVENTS

Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
26/06/2014 hb 9,8 grade 2 continuin
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Hb 9.7-10.1 this period

Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb
Anaemia Hb

70

B e B e e B e B B e e N

WWWOWIJIOOUTEWNDN

Monday November 25 14:37:45 2024

MYELOMA RELATED
mg/1

g/dL
g/dl
g/dl
g/dl (lower value)
g/dL
g/dl
gr/dl

g/dL
g/L

75 g/1

76 g/1

78 g/1

78g/1

79 g/L

79 g/1

79 g/1 02.07.2013
79g/1 25.01.2014

8

8 g/dL
8 g/dl (lower value)
gr/dl

00 00 00 00 0O 00 0O 00 00 00 0O 00 00 00 COQ 00 0O 00 0O 0O GO O GO 0 O ©

00 0O 00 0O 0O 0O 0O 0O 0O GO 0O GO 0O O O O O O O O C O

OB WWNONNR R

HFLOWWOOWOIIIJIanu o,

WOOIIJOOOUTUE R PRWWWWNDNDNDNDRE

gr/dl

g/dl
gr/dl

g/dl

g/dl

1 1493
g/dl
gr/dl
g/dl

g/dL

g/dL lower during transplant iter
g/1

g/dl

gr/dl

6 g/dl

g/dl
gr/dl
g/dl 24/06/14
1 1493 1
gr/dl

g/dL
g/dl
g7dl

g/dL
g/dl
gr/dl

gr/dL
g/dl

g/dl

g/dl
gr/dl

g/dl
gr/dL

gr/dl
g/dl

Page 10
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1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
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1493
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HOVON-95:

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Hb 12.4
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

g/dl 23/09/2013

Hb
Hb
Hb
Hb
Hb

Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb

NON-SERIOUS ADVERSE EVENTS Monday November 25 14:37:45 2024 Page 11

8.8 gr/dl
8.9
8.9 g/dL
8.9 g/dl
8.9 g/dl 20/09/2013
1 1493 1
8.9 g7dl
8.9 mg/dl
80
82, blood cell transfusion
83 g/L

84g/L, the patient received blood transfusion
85

85g/1

86 g/L

86 g/1

88

89 (20.10.2012) lowest value

g/dL

g/dl

g/dl lower during transplant iter

g/dl on 20.12.2011 when start 1 2° cycle, then rai
gr/dl

gr/dl
gr7dl

g/dl
g/dL
g/dl

g/dl
gr/dl

g/dl
g/dl
g/dl lower during cycle 1
gr/dl

g/dl

g/dl

g/dL
g/dl

fg/dl

g/dL

g/dl
gr/dL

g/dl

MYELOMA RELATED
g/dL

g/dl

gr/dl

31/8 MYELOMA RELATED

g/dL

g/dl al giorno +22 vs 11.5 g/dl ad inizio ciclo
gr/dl

g/dL
g/dl

g/dl
gr/dL

04/09/2013

at the moment of discharge

g/dL

g/dl on day 29.11.2011 Nadir 8.8 g/dl on 9.12.2011
gr/dl

LW WLWWWLWWLLWLWLWLLWWLLLWLWLWLWLLWLWLLWLWYWLWLLWLWYWLWLWYLLWLLWLWYLLWLLWYLLWOLWYLWYLWYLWYLWYLOLWYWYLYWYLLOLWYLWYLWYWYLWYLOLWYOYLYYLLOWYLOLYO
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1493
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1493
1493
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1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
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HOVON-95:

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb

Hb =

Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb
Hb.
Hb.
Hb.
Hb.
Hb.
Hb7
Hb8
Hb9
Hb9
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb:
Hb<
Hb<
Hb=
Hb=
Hb=
Hb=

NON-SERIOUS ADVERSE EVENTS Monday November 25 14:37:45 2024 Page 12

9.9

9.9 g/dL

9.9 g/dl on 17/08/2012. Action taken: none
9.9 gr/dl

90 g/1

93 g/L

96 g/1

96g/1

98 g/L on 27.12.2013

99 g/L from 17/3/2014 to 20/3/2014
< 100g/1

< 8 g/dl

= 10.8 g/dl

= 11.1 g/dl

= 11.1g/1

110 g/L

6.1

7.0 g/L

= 9.4 g/dl
between 10.0 - 8.0 g/dL
decrease
decrease (lower value observed 10.3 g/dl)
decrease (lower value observed 9.3 g/dl)
decreased
decreased (values below 10 g/dL)
decreased 7.9gr/dL
decreased to 10.7 gr/dL
decreased to 9.6 gr/dL during this cycle resolved to
is 10.80 g/dl
is 9.9 g/dl
less than 10 g/dL
low 5.4
nadir 9.5gr/dl
of 10.31 g/dl
of 5.9 mmol/l on 14.FEB.2014
of 6.0 mmol/1l on 05.MAR.2014
of 6.3 and 6.7 mmol/1l
on 15.11.2013 = 133 g/L
was 8.855 g/dl
10.1 gr/dL
10.6 gr/dL
6.6 mmol/1
7.4
of 5.5 mmol/1 on 03.APR.2014
.8 g/dL
;9
,2 gr/dl
.2
10,3 g/dl
10,6 gr/dl (range:11,5- 16)
10.4 g/dl
10.78
11.11 g/dl
11.2
11.27-9.98
7,8 g/dl
8 g/dl
8,7 g/dl
9 g/dL
9,7 g/dL
9,8 g/dL
9.3 g/dl
9.98- 11.43
7,8 g/dl
7.7
9,6 g/dl
100g/1, Nadir 90
LLN ma > 10mg/dL
10,8 g/dl
10.7g/dl
11,7 mg/dL
11.3 g/dL
6 mmol/1
5 g/dl
.5 g/dl
8 G/DL
5 g/dl

8.7 g/dl treatment with folic acid and vit B12 and EPO
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Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

Hb=10.6 G/DL

Hb=10.8 gdL

Hb=11,3 g/dl

Hb=11,4 g/dl

Hb=11,6 g/dl
Hb=12,5g/dl

Hb=8, 9

Hb=9 g/dl

Hb=9, 2

Hb=9,3 g/dl

Hb=9, 8

Hb=9,8 g/dl

Hb=9,9 g/dl

Hb=9.6 g/dl
Hb=9.8g/dl
Hemaglobin
Hemaglobin was 8.22
Hemoblobin decreased
Hemoglobim 8,7 g/dL
Hemoglobin
Hemoglobin 9.5 g/dl
Hemoglobin 10,4 g/dL
Hemoglobin 10,9 g/dl
Hemoglobin 10.6
Hemoglobin 11,2 g/dl
Hemoglobin 11,8 g/dl
Hemoglobin 11.2
Hemoglobin 12,0 g/dl
Hemoglobin 12,5 g/dl
Hemoglobin 12,8 g/dl
Hemoglobin 12.9 g/dl
Hemoglobin 20. jan 2

Hemoglobin 5.5
Hemoglobin 6
Hemoglobin 6.6 mmol/
Hemoglobin 6.9 mmol/
Hemoglobin 7,7 g/dL.
Hemoglobin 7,8 g/dL
Hemoglobin 7,9 g/dL
Hemoglobin 7.9 g/L o
Hemoglobin 7.9 g/dL
Hemoglobin 7.9 mmol/

Hemoglobin 76 G/L
Hemoglobin 78 G/L
Hemoglobin 79 G/L on

Hemoglobin 8,7 g/dL
Hemoglobin 8,8 g/dL
Hemoglobin 8,9 g/dl
Hemoglobin 8.1 g/dL
Hemoglobin 8.1 mmol/
Hemoglobin 8.2 g/dL
Hemoglobin 8.5 g/dl
Hemoglobin 8.6 g/dL
Hemoglobin 8.7 g/dL
Hemoglobin 9 g/dL

Hemoglobin 9,3 g/dL
Hemoglobin 9.2 g/dL
Hemoglobin 9.3 g/dl
Hemoglobin 9.5 g/dL

Hemoglobin 9.7 g/dl
Hemoglobin 9.9g/dl
Hemoglobin 93 G/L
Hemoglobin 96g/1
Hemoglobin 99 G/L
Hemoglobin 99 g/L on
Hemoglobin < 10 g/dL

Hemoglobin between 6.

Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased

g/dL
to grade 2 with cycle 1

on 01/03/2012, 8.5 g/dl on 12/03/2012

014 was 7,7 mmol/L. hemoglobin was 8

L. From 16. dec 2013 to 04.feb.2014
1
Sideropenic anemia.

n 18/5/2014, on 23/5/2014 hemoglobin

1

date 18.07.2013

1

on 09/03/2012, 11.3 on 02/04/2012

day 8 cycle 3
4 and 8.2 mmol/L

(10 gr/dl) no treatment needed

(7.2 gr/dl) red blood cells transfu
(between 12 and 10.5 gr/dl) no tran
(hemoglobin fluctuating betwween 12
9.7gr/dL resolved to grade 1 (15/12
but not less than 10.5 g/dl no tran
during this cycle (hemoglobin fluct
to 10.2 gr/dL

to 10.3 gr/dL

to 10.4 mg/dL
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1493
1493
1493
1493
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1493
1493
1493
1493
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Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
patient
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Hgb 9.6
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Hgb 9.4
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

received EP

g/dL from 22/06/2012 to

Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
Hemoglobin decreased
1493

Hemoglobin g/dL 10,5

1

to 11.3 g/dL recovered without trea
to 11.5 gr/dL

to 11.6 gr/dL

to 11.9 mg/dL

to 7.3 gr/dL resolved to grade 1 06
to 7.5 gr/dL resolved to grade 1 10
to 9.6 mg/dL

to 9.7 g/dL

to 9.8 mg/ dL

toll.9g/dL during this cycle

until 9.6gr/dl

1

Hemoglobin grade 2 until 30-aug-2012, then grade 1
Hemoglobin level < 10 g/dl

Hemoglobin level > 10 g/dL

Hemoglobin level > 10 g/dl

Hemoglobin levels > 10 g/ dL

Hemoglobin levels > 10 g/dl

Hemoglobin levels between 8 and 10 g/dL
Hemoglobin nadir 82 G/L (24.05.2014)

Hemoglobin of 5.2 mmol/l

Hemoglobin of 5.3 mmol/l on 29.05.2014

Hemoglobin of 7.1 mmol/L

Hemoglobin of 7.1 mmol/1l 30.0CT.2013

Hemoglobin of 7.8 mmol/l 05-DEC-2013

Hemoglobin of 7.8 mmol/l on 01.NOV.2013

Hemoglobin of 7.9 mmol/l on 17.DEC.2013, and 7.5 mmol/l
Hemoglobin reduction

Hemoglobin: 10,8 g/dl

Hemoglobin: 11,3 g/dl

Hemoglobine

Hemoglobine 87 g/l 17/03/2014
Hemoglobine decreased

Hemoglobyn 8.5 g/dl
Hemogolbin

Hermoglobin 8,1 g/dL

Hg
Hg
Hg
Hg
Hg
Hg

7.7 g/dL
7.9 g/dL

8.6

8.8 g/dL
9,0 g/dL

< 10.0 g/dL

Hgb 10 g/dL
Hgb 10 g/dL
g/dL (GR2) from 01/06/2012 to 04/06

Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb

25/06/201

Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb

10,1
10,1
10,4
10,5
10,5
10,5
10,6
10,7
10,8
10,9
10.
10.
10.
10.
10.
10.
10.
10.
10.
10.
10.
10.
10.

AUV WWWNNNNDO

10.6
10.7
10.7

g/dL
g/dL
g/dL
g/dL
g/dL
g/dL
g/dL
g/dL
g/dL
g/dL
g/dL

g/dL
g/dL
g/dl

g/dL
g/dl
g/dL
g/dL
g/dL
g/dL
g/dL

g/dL

g/dL

106g/L

11,0
11,1
11,1
11,2

g/dl
g/dL
g/dL
g/dL

lower
lower

lower
lower
lower
lower

lower

lower

lower

lower

1 1493 1

during first cycle
during 3° cycle

durin 2° cycle VMP
during 3° cycle
during 3° cycle
during cycle 3

during transplant iter

during 2 cycle

1 1493 1
during 1 cycle

during cycle 3
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1493
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1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
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1493
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1493
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Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Hgb 10,3 g/dL
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Hgb > 10 g/dL
Anaemia
Hgb > 10 g/dL
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb
Hgb

11,2 g/dL lower during cycle 2 1
11,3 g/dL 1
11,3 g/dL lower during second cycle 1
11,6 1
11,6 g/dL 1
11,6 g/dl day 1 1
11,7 g/dL 1
11,7 g/dL lower during 3 cycle 1
11,8 g/dL 1
11,9 g/dL 1
11,9 lower during 1° cycle 1
11.1 1
11.1 g/dL 1
11.2 g/dL 1
11.3 g/dL lower during 2 cycle 1
11.4 1
11.4 g/dL 3
11.6 g/dL 1
11.8 g/dL 3
112 g/L 1
113 g/L 1
118g/L 1
12,1 g/dL lower during second cycle 1
12,2 g/dL 1
12,6 g/dL 1
12.0 g/dL lower during 3° cycle 1
12.0 g/dl lower during 2° cycle 1
12.2 g/dL 1
12.6 g/dL 1
124 g/L 1
5.9 mmol/1 1
7,6 1
7.7 1
8,4 g/dL lower during transplant iter
1
8,5 g/dL 1
8,8 g/dL 1
8,8 g/dL lower during first cycle 1
8.2 g/dL 1
8.20 g/dL 1
8.7 1
8.7 g/dL 2
8.8 g/dL 1
8.8 g/dl lower during cycle 3 1
8.9 g/dL 1
9 g/dL 1
9,0 g/dL 1
9,1 g/dL 2
9,2 g/dL lower during 1 cycle 1
9,3 g/dL lower during 2° cycle 1
9,3 g/dL lower during first cycle 1
9,4 g/dl lover during transpiant iter
1
9,4 g/dl lower during transpiant iter
1
9.0 1
9.0 g/dl lower during cycle 2 1
9.2 g/dL 2
9.3 g/dL 2
9.4 g/dL 1
9.5 1
9.5 g/dL 2
9.7 g/dL 4
9.7 g/dL lower during 1° cycle 1
9.9 g/dL 1
9g/dL 1
4.5 mmol/1 1
4.7 mmol/1 1
4.8 mmol/1 2
5.0 mmol/1 3
5.2 mmol/1 2
5.3 mmol/1 1
5.6 mmol/1 2
5.8 1
5.9 mmol/1 1
6,0 mmol/1l, relaps of MM 1
6.0 mmol/1 4
6.0mmol/1 1

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
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Anaemia Hgb. 6.1 mmol/1l

Anaemia Hgb. 6.7 mmol/1l

Anaemia Hgb. 6.8 mmol/1l

Anaemia Hgb. 6.8mmol/1

Anaemia Hgb. 7.0 mmol/l

Anaemia Hgb. 7.1 mmol/l

Anaemia Hgbl0.5 g/dL

Anaemia LAB findings only.

Anaemia Lab findings

Anaemia Lab findings and the patient has been feeling tired.
Anaemia Lab findings only

Anaemia Lab findings only.

Anaemia Lab results only

Anaemia Labvalue on 07/08/2012 is 9.28 g/dl

Anaemia Labvalue on 09-05-2012 is 7.68 g/L, however on 26-05-201
Anaemia Labvalue on 16/06/2011 is 8.8 g/L

Anaemia Labvalue on 30-06-2011 is 9.12 g/L, labvalue on 28/07/20
Anaemia Leukopenia

Anaemia Low HB

Anaemia Low Hb 6.0 mmol/1l

Anaemia Low Hemoglobin

Anaemia Low Hemoglobine

Anaemia Low Hemoglobine ctc grade 3 basline condition.
patient ... 1 1493 2

Anaemia Low Hemoglobine ctc grade2 , baseline condition!
During ... 1 1493 1

Anaemia Low Hemoglobine.

Recovered to baseline 23-08-2013 1 1493 1
Anaemia Low haemoglobin

Anaemia Low haemoglobin, other 05/05/2014 until 11/05/2014 gr. 2
Anaemia Low hb

Anaemia Low hemaglobine.

20-05-2015 recovered to baseline condi ... 1 1493 1
Anaemia Low hemoglobin

Anaemia Low hemoglobin, grade 1 in various periodes through the
Anaemia Low hemoglobine

Anaemia Low hemoglobine

Ongoing to higher ctc level on 24-06-2013 1 1493 1
Anaemia Low hemoglobine

recovered at basline condition 14-03-2014 1 1493 1
Anaemia Low hemoglobine

recovered to baseline condition 04-11-2014 1 1493 1
Anaemia Low hemoglobine

recovered to baseline condition 11-11-2012 1 1493 1
Anaemia Low hemoglobine

recovered to baseline condition 24-06-2013 1 1493 1
Anaemia Low hemoglobine

14-12-2012 recovered to baseline 1 1493 1
Anaemia Low hemoglobine 6.3 g/dl

Anaemia Low hemoglobine 7.1 gr/dl

low hemoglobine recovered to ... 1 1493 1

Anaemia Low hemoglobine 8.9 g/dl

sampling prior start cycle 3 1 1493 1

Anaemia Low hemoglobine ctc grade 2 , baseline condition!
Red b ... 1 1493 1

Anaemia Low hemoglobine ctc grade 2 baseline condition
Anaemia Low hemoglobine ctc grade 2 baseline condition.
patient ... 1 1493 1

Anaemia Low hemoglobine ctc grade 2, 1is baseline condition.
pa ... 1 1493 1

Anaemia Low hemoglobine ctc grade 2, 15-02-2013

ongoing to high ... 1 1493 1

Anaemia Low hemoglobine ctc grade 2, baseline condition.
Patien ... 1 1493 1

Anaemia Low hemoglobine ctc grade 2, baseline condition.
Red bl ... 1 1493 1

Anaemia Low hemoglobine ctc grade 3 baseline condition.
red blo ... 1 1493 2

Anaemia Low hemoglobine onset ctc grade 2 28-10-2013
low hem ... 1 1493 1

Anaemia Low hemoglobine,

Recovered to baseline 14-05-2013 1 1493 1
Anaemia Low hemoglobine,

recovered to baseline 29-10-2012 1 1493 1
Anaemia Low hemoglobine,

recovered to baseline on 20-05-2013 1 1493 1
Anaemia Low hemoglobine, recovered to baseline on 05-03-2013

1 1493 1
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Anaemia Low hemoglobine.

19-12-2013 recovered to baseline condi .. 1 1493 1

Anaemia Low hemoglobine.

During mobilization fase red blood cel 1 1493 1

Anaemia Low hemoglobine.

Recovered at baseline condition.

Als ... 1 1493 1

Anaemia Low hemoglobine.

Recovered to baseline 1 1493 1

Anaemia Low hemoglobine.

Recovered to baseline condition 03-03-2014 1 1493 1

Anaemia Low hemoglobine.

recovered at baseline 09-09-2013 1 1493 1

Anaemia Low hemoglobine.

recovered to baseline 21-05-2013 1 1493 1

Anaemia Low hemoglobine.

recovered to baseline condition 21-03-2013 1 1493 1

Anaemia Low hemoglobine.

recovered to basline condition 10-02-2014 1 1493 1

Anaemia Low level HB = 9.8 g/L

Anaemia Low red blood cells

Anaemia Lowest haemaglobind recorded was 84 g/L on 11/AUG/2014
Anaemia Lowest hemoglobin 11,9 g/dl

Anaemia Lowest labvalue is 8.48 g/dl on 17-10-2012

Anaemia Lowest labvalue is on 10-04-2012, labvalue is 8.8 g/dl
Anaemia Lowest value during this cycle: 5.9 mmol/l (=9.44 g/1),
Anaemia Lowest value of hemoglobin on 17/02/2012 is 5.7 mmol/L (
Anaemia MILD ANEMIA

Anaemia MILD ANEMIA DISEASE RELATED

Anaemia Mild anemia

Anaemia Mild anemia disease related

Anaemia Mild anemia, fatigue

Anaemia Moderate anemia

Anaemia Myeloma related

Anaemia NONE

Anaemia Nadir 100 G/L

Anaemia Nadir 104 G/L

Anaemia Nadir 106 G/L

Anaemia Nadir 109 G/L

Anaemia Nadir 83 G/L

(after surgery - see SAE 19.12.14) 1 1493 1
Anaemia Nadir 88 G/L

Anaemia Nadir 90 G/L

Anaemia Nadir for Hb = 114 g/L

Anaemia Nadir hemoglobin 8.7 g/dl, 3 sept 2013

Anaemia Nadir on 11.05.2014 Hb = 87 g/L

Anaemia Nadir value 8.3 g/dl. The patient had a red blood cells
Anaemia Nadir value 9.9 g/L

Anaemia Nadir value Hb 8.5 g/dl, the patient had a blood transf
Anaemia Nadir value Hb 9.0 g/dl

Anaemia No

Anaemia No clinical symptoms observed. Lab finding.

Anaemia No disease observed

Anaemia No measurement Hb done

Anaemia No new AE or worsened during current cycle, baseline
Anaemia No serious anemia

Anaemia No toxicity

Anaemia No toxicity observed

Anaemia No, I already corrected this query 2 x on 4/6/14 and o
Anaemia No, blood and lymphatic system disorders: anaemia
Anaemia No, hemoglobin value on 20-09-2011 is 8.96 g/dl
Anaemia No, lowest labvalue is 8.96 g/dl on 17/07/2012
Anaemia No, only lab finding

Anaemia No, only lab findings

Anaemia None

Anaemia Normal event

Anaemia Normocytic anemia

Anaemia Not

Anaemia Not clinically significant

Anaemia Observed at cycle 1

Anaemia On 24/04/2012 Hb value 6.1 mmol/L

Anaemia On 02-05-2011 labvalue is 7.68 g/dl

Anaemia On 03-09-2011 lowest labvalue is 7.68 g/dl

Anaemia On 03-09-2013 labvalue is 9.76 g/dl

Anaemia On 06-05-2011 labvalue is 7.36 g/dl

Anaemia On 06-07-2013 labvalue is 7.52 g/dl

Anaemia On 07-09-2013 labvalue is 8.16 g/dl

Anaemia On 08-03-2013 labvalue is 8.96 g/dl
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Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

transfusion red blood cell 2 x

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
several

Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Anaemia
Cardiac
Cardiac
Cardiac
Cardiac
Cardiac
Cardiac
Cardiac
Cardiac
Cardiac
GI
GI
GI
GI
GI
GI
GI
GI
GI
GI
GI
GI
GI
GI
General
General
General
General
General
General
General
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Hb values < 80g/1l.
1

disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders
disorders

hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders
hepatic disorders

disorders
disorders
disorders
disorders
disorders
disorders
disorders

Infection & febrile neut
Infection & febrile neut
Infection & febrile neut

On 12-09-2012 lowest labvalue is 8.64 g/L
On 13-05-2013 labvalue is 9.6 g/dl
On 16-12-2013 lowest labvalue 9.12 g/dl
On 16/08/2013 lowest labvalue is 8 g/dl
On 18-06-2013 labvalue is 7.2 g/dl
On 25-03-2013 transfusion indicated, not given, on 05-04
On 26-04-2013 lowest labvalue of 9.6 g/dl
On 29-03-2013 labvalue = 7.52 g/dl
On 29-04-2013 labvalue is 8.96 g/dl
On 29-08-2013 lab value is 9.12 g/dl, on 02-09-2013 labv
On 30-07-2013 labvalue is 9.76 g/dl
On lab values
Ongoing anaemia
Ongoing anaemia, lower grade
Ongoing anemia
Ongoing low hemoglobine

.. 1 1493 1
Only lab findings
Patient has anemia before treatment.
Pre-existing
Pre-existing anaemia
Pre-existing grade 4 anaemia, during the cycle recoverin
SCT
Several Hb values < 80g/l.

1 1493 2

Several episodes of Hb <8.0mg/dl
Several episodes temporarily discontinued
Several episodes temporarily discontinued Hb <100 g/l
Severe anemia
Start in Cycle 1

1493 1

The lowest HB level is 5.5 mmol/l on 13-06-14 and 14-06-14
The lowest Hb levels of 5.5 mmol/l on 24/01/2014

The lowest Hb value of 5.4 mmol/l on 19/05/2014

The lowest Hb value of 5.5 mmol/l on 29/03/2014; anemia
The lowest Hb value of 5.7 mmol/l on 04/10/2013; anemia
The lowest Hb values of 5.0 mmol/l from 13/12/2013 till
The lowest Hb values of 5.4 mmol/L on 26/08/2014 and 29/
The lowest Hb-value of 5.2 mmol/l on 12/06/2012

The lowest Hb-value of 5.3 mmol/L on 06/05/2014

The lowest labvalue of 4.9 mmol/l on 12/08/2014

The patient has startet with HGB 9,7. It was one of CRAB
Worst value during this cycle: Hb 5.1 mmol/l1 (8.2 g/1)
Yes

Acute coronary syndrome

Atrial fibrillation/flutter

Heart failure

Left ventricular systolic dysfunction

Other

Pericardial effusion$Pericarditis

Sinus bradicardia

Sinus tachycardia

Supraventricular tachycardia

Cholecystitis

Constipation

Diarrhoea

Hemorrhage of*

Hepatic failure

Inflammation of*

Mucositis

Nausea

Ostruction of*

Other

Pain of*

Perforation of*

Ulcer of*

Vomiting

Edema

Fatigue

Fever

Flu-like syndrome

Infusion-related reaction

Other

Pain

Bronchial

CMV

Catheter-related

PRWRRPRRRPRRERRERRERRRRR

R

[

w
WNOWHOFWOWNRRERRERRERERRERRR

ul

i

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493

1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

PRORRPRRPRERRERERERRRRR

PRRNOMREN

wWN R

IS
WNOWRIFEWERBRWRRERRRRERRRRRR

o))

i



HOVON-95: NON-SERIOUS ADVERSE EVENTS Monday November 25 14:37:45 2024 Page 19

Infection & febrile neut Febrile neutropenia 194 1493 209
Infection & febrile neut GI tract 25 1493 26
Infection & febrile neut Genito-urinary tract 36 1493 38
Infection & febrile neut HZV 43 1493 46
Infection & febrile neut Lung 62 1493 63
Infection & febrile neut Other 199 1493 256
Infection & febrile neut Sepsis 27 1493 28
Infection & febrile neut Upper respiratory tract 140 1493 167
Infection & febrile neut Viral 33 1493 37
Invest. & metab. disorders ALT increase 78 1493 109
Invest. & metab. disorders AST increase 29 1493 33
Invest. & metab. disorders Creatinine increase 33 1493 44
Invest. & metab. disorders Glucose intollerance 7 1493 18
Invest. & metab. disorders Hypercalcemia 9 1493 12
Invest. & metab. disorders Hyperglycemia 70 1493 127
Invest. & metab. disorders Hyperkalemia 7 1493 10
Invest. & metab. disorders Hypernatremia 3 1493 3
Invest. & metab. disorders Hypeuricemia 2 1493 2
Invest. & metab. disorders Hypocalcemia 46 1493 62
Invest. & metab. disorders Hypoglycemia 4 1493 4
Invest. & metab. disorders Hypokalemia 44 1493 47
Invest. & metab. disorders Hyponatremia 19 1493 22
Invest. & metab. disorders Other 218 1493 375
Invest. & metab. disorders Tumor lysis syndrome 1 1493 1
Nervous system disorders Dizziness 36 1493 44
Nervous system disorders Neuralgia 24 1493 43
Nervous system disorders Other 157 1493 213
Nervous system disorders Paresthesia 135 1493 214
Nervous system disorders Peripheral motor neuropathy 63 1493 93
Nervous system disorders Peripheral sensory neuropathy 469 1493 1024
Nervous system disorders Seizure 2 1493 2
Nervous system disorders Sonnolence 5 1493 5
Nervous system disorders Stroke 1 1493 1
Nervous system disorders Syncope 17 1493 17
Nervous system disorders Transient ischemic attack 3 1493 3
Nervous system disorders Tremor 17 1493 23
Nervous system disorders Vasovagal reaction 3 1493 3
Neutropenia 0 10 1493 10
Neutropenia 0 10*9/1 1 1493 1
Neutropenia 0 neutrophiles 3 1493 3
Neutropenia 0,01 x 1073 /mmc 1 1493 1
Neutropenia 0,06/ul 1 1493 1
Neutropenia 0,19 10*9/1 1 1493 1
Neutropenia 0,46x10"3/mmc 1 1493 1
Neutropenia 0,52 10%9/1 1 1493 1
Neutropenia 0,55 1 1493 1
Neutropenia 0,59 x 10*9/1
next gr.3 0,8 10*9/1 start 30/06/2014- en ... 1 1493 1
Neutropenia 0,79 x1073/mmc 1 1493 1
Neutropenia 0,83 10*9/1
next gr.3 start 30/03/2015 end 24/05/2015

. 1 1493 1
Neutropenia 0,91 10%9/1
next gr.2 start 13/04/2015 stop 10/05/2015 ... 1 1493 1
Neutropenia 0,94 10*9/1 1 1493 1
Neutropenia 0,97 10*9/1 1 1493 1
Neutropenia 0,97 x1073/mmc 1 1493 1
Neutropenia 0,99 10%9/1 1 1493 1
Neutropenia 0,99 g/1 1 1493 1
Neutropenia 0.0 1 1493 1
Neutropenia 0.002x10*9/L 1 1493 1
Neutropenia 0.02 x 10"9/L 1 1493 1
Neutropenia 0.02x1000/mmec 1 1493 1
Neutropenia 0.03 x 10*9/L 1 1493 1
Neutropenia 0.03 x1079/L 1 1493 1
Neutropenia 0.032 x 10*9/L 1 1493 1
Neutropenia 0.05 2 1493 2
Neutropenia 0.1 x 10e9/1 1 1493 1
Neutropenia 0.15 2 1493 2
Neutropenia 0.18 1 1493 1
Neutropenia 0.25
2, 14.08.2014 - 24.08.2014 - neutropenia g.4 - EST 1 1493 1
Neutropenia 0.32 x 10%9/1 1 1493 1
Neutropenia 0.35 1 1493 1
Neutropenia 0.39. Also 0.83 on 07/01(dose reduced) 1 1493 1
Neutropenia 0.47 1 1493 1
Neutropenia 0.5 1 1493 1
Neutropenia 0.52 1 1493 1
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Neutropenia 0.53*109/L
Neutropenia 0.6
Neutropenia 0.6 x10*9/L
Neutropenia 0.61
Neutropenia 0.61 x 10™9
Neutropenia 0.63 1079/1
Neutropenia 0.65
Neutropenia 0.71
Neutropenia 0.72
Neutropenia 0.72 x 109/1
Neutropenia 0.77 10%9/1
Neutropenia 0.78
Neutropenia 0.82 *1079/L
Neutropenia 0.85 10%*9/1
next gr. 3 , 0.81x10%*9/1 start 18/11/2013-1 ... 1 1493 1
Neutropenia 0.87 109/1
Neutropenia 0.88 10%9/1
Neutropenia 0.89
Neutropenia 0.9
Neutropenia 0.9 10E9/L
Neutropenia 0.9 on 22/04/2014. 0.4 on 01/05/2014
Day 11 is not given 1 1493 1
Neutropenia 0.9 x 10%9/L
1 1493 1

Neutropenia 0.93
Neutropenia 0.93 G/L
Neutropenia 0.94
Neutropenia 0.94 10%9/1
Neutropenia 0.94 10%9/1
next: gr.2 start 07/4/2015 end 07/02/2016

. 1 1493 1
Neutropenia 0.97
Neutropenia 0.98 x 10™9
Neutropenia 0.99 10%9/1
next. gr.3 , 0.64 x 10*9/1 start 29/10/2013 ... 1 1493 1
Neutropenia 08/10/2013 ANC 1.4
15/10/2013 ANC 0.7
29/10/2013 ANC 1 ... 1 1493 1
Neutropenia 0gi/1
Neutropenia 1)ANC-0.66x109
2) ANC-0.74x109, start 16/05/2013, stop ... 1 1493 1
Neutropenia 1,02 10*9/1
next gr.2 (1.18 10*9/1) start 09/01/2014 - e 1 1493 1
Neutropenia 1,03 10*9/1
Neutropenia 1,22 10*9/1
Neutropenia 1,24 10*9/1
Neutropenia 1,34 10%9/1
next gr. 2 start 05/01/2015 end 11/01/2015

. 1 1493 1
Neutropenia 1,37 x109/1
Neutropenia 1,4 neu
Neutropenia 1,47 10*9/1
Neutropenia 1,59x10"3/mmc
Neutropenia 1.0
Neutropenia 1.02 x10%9/1
Neutropenia 1.02*109/L
Neutropenia 1.03
29.08.2018 g.2 ongoing,delayed C59 1 1493
Neutropenia 1.06
Neutropenia 1.07 10"9/L
Neutropenia 1.08
Neutropenia 1.08 10%9/L
Neutropenia 1.09
Neutropenia 1.0x10*9/L
Neutropenia 1.1 * 10%9 g/1
Neutropenia 1.10 x 10™9/L
Neutropenia 1.10*109/L
Neutropenia 1.15 10%9/1
Neutropenia 1.17
Neutropenia 1.19
Neutropenia 1.2
Neutropenia 1.20 x 10™9/L
Neutropenia 1.25
Neutropenia 1.26*109/L
Neutropenia 1.28
Neutropenia 1.28 10%9/1
Neutropenia 1.28 x 10™9
Neutropenia 1.3
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
08/10/2013 ANC
Neutropenia
Neutropenia
Neutropenia
10/12/2013 ANC
09/01/2014 ANC
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
26/07/2013 ANC
05/08/2013 ANC
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

w

1.3 x 10%9/L
.30 x 10™9/L
.32
.34 10%*9/1
.36
.38 x1079/L
.41
.42 10*9/1
.46
.4x 10 9/1
1.7 x 10"9 /L
10
10/ul
100/mmc WBC
1000
1000 MMC
1010
1010 MMC
1050
10%9/1
110 microliter
1100
1110 neutrophills
1130 MMC lower during cycle 3
1200 MMC lower during Cycle 2
1200 mmc lower during 2° cycle
1220/mmc
1240
1250/ul
1270/mmc
1290/MMC
1300
1300 MMC
1310
1350
13802 /mmc
1390/mmc
14/04/2014 =0.9; 22/04/2014=1.3; 3/5/2014=2.2
1400
1400/ul
1430
1490
1500
1500 MMC
1540/mmc
1550 /ul
1570/mmc
1600 MMC lower during 1 cycle
1640
17/09/2013 ANC 1.0
1 1493 1

PRRRRRRRER

1700/mme
1800 MMC lower during 2 cycle
19/11/2013 ANC 1.3

1493 1
1930/mmc leukocyte, Neutrophiles 7%
2) ANV 0.81, start 28/03/2013, stop 07/04/2013
20
22 FEB 2013: ANC=80/mmc
22/07/2013 ANC 1.2

1493 1
290/mmec
300
330
4/11/2013 = 0.1
400/ul
5 days neutropenia due to HDM
5 days of neutropenia
540
570
590
6 days of neutropenia after 2 HDM
60/mm3
600 anc
620
700
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Neutropenia 700 MMC lower during cycle 1
Neutropenia 700 /mmc

Neutropenia 710

Neutropenia 720

Neutropenia 740 also g3 on 28/01/2015
Neutropenia 750

Neutropenia 770, also g3 from 20/07/2016 - ongoing
Neutropenia 780 MMC lower during cycle 2
Neutropenia 80/mm3

Neutropenia 820

Neutropenia 830 /mmc

Neutropenia 840

Neutropenia 860 /mmc

Neutropenia 890

Neutropenia 900

Neutropenia 900 MMC

Neutropenia 900 MMC lower during 1° cycle VMP
Neutropenia 900 /mmc

Neutropenia 940

Neutropenia 970

Neutropenia 970 /mmc

Neutropenia 984 /mmc

Neutropenia < 0.1 109/1

Neutropenia < 0.1 x 109 /L

Neutropenia <0.1 109/1

Neutropenia <100 mmc

Neutropenia <100mmc

Neutropenia <500 dal 10.2.2013 al 12.2.2013
Neutropenia > 500 PMN/mmc

Neutropenia A finding based on laboratory test results
Neutropenia A finding based on laboratory test results.
Neutropenia ANC 0

Neutropenia ANC 0 x 10 9/1

Neutropenia ANC 0 x 10/9 1

Neutropenia ANC 0,05x 10 9/1

Neutropenia ANC 0,41x10 9/1

Neutropenia ANC 0,65 x 10 9/1
Neutropenia ANC 0,6G/1

Neutropenia ANC 0,7 and 0,8

Neutropenia ANC 0,8 10x9/L

Neutropenia ANC 0,80

Neutropenia ANC 0,9

Neutropenia ANC 0.0

Neutropenia ANC 0.0 18/06/14-24/06/14
Neutropenia ANC 0.0086

Neutropenia ANC 0.01 x 10 9/1
Neutropenia ANC 0.01 x 10 9/1
Neutropenia ANC 0.02 x 10 9/1
Neutropenia ANC 0.03 x 10 9/1
Neutropenia ANC 0.1

Neutropenia ANC 0.28 x 10 9/1
Neutropenia ANC 0.3 x 10(9)/L
Neutropenia ANC 0.31 x 10 9/1
Neutropenia ANC 0.39 x 10 9/1
Neutropenia ANC 0.4 22/05/2014

Grade 3: ANC 0.9 02/06/2014

ANC 0.6 ... 1 1493 1

Neutropenia ANC 0.4 x 10 9/1

1/ANC 0.95 x 10 9/1 gr.3 start:28/04/2 ... 1 1493 1
Neutropenia ANC 0.410x9/L

Neutropenia ANC 0.5 Fever 38.4 celsius degrees
Neutropenia ANC 0.58 x 10 9/1

1/ANC 0.96 x 10 9/1 gr.3 start:10/12/ ... 1 1493
Neutropenia ANC 0.6 29/04/2014

ANC 1.2 12/05/2014

Not measured bet ... 1 1493 1
Neutropenia ANC 0.64 x 10 9/1

1/ANC 0.76 gr.3 start:30/06/2014 sto ... 1 1493
Neutropenia ANC 0.71 x 10 9/1

1/ANC 0.92 x 10 9/1 gr.3 start:09/05/ ... 1 1493
Neutropenia ANC 0.8 27/02

ANC 0.9 10/03

ANC 1.1 17/03

Neutropenia

ANC 1.3 14/07/2014

ANC 2.3 22/07/20 ... 1
Neutropenia

Neutropenia

1 1493 1
ANC 0.8 30/06/2014

1493 1
ANC 0.83 x 10 9/1
ANC 0.86 x 10 9/1
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1/ANC 0.9 x 10 9/1 gr.3 start:23/06/2

Monday November 25 14:37:46 2024 Page 23

1 1493 1

Neutropenia ANC 0.89x10e9/L (22-dec-16); before G2 neutropenia on 02
Neutropenia ANC 0.9 G/1

Neutropenia ANC 0.90 x 10(9)/L

Neutropenia ANC 0.92 x 10 9/1

Neutropenia ANC 0.92 x 10/9

Neutropenia ANC 0.93 x 10 9/1

Neutropenia ANC 0.97 x 10 9/1

1/ANC 0.89 x 10 9/1 gr.3 start:11/08/ ... 1 1493 1
Neutropenia ANC 0.97 x 10 9/1

1/ANC 1.09 x 10 9/1 gr.2 start:05/11/ ... 1 1493 1
Neutropenia ANC 0.99 x 10 9/1

Neutropenia ANC 0/ul

Neutropenia ANC 1,0 G/1 07.06.2013

Neutropenia ANC 1,12 x 10E3/uL

Neutropenia ANC 1,2 x 10 9/L

Neutropenia ANC 1,3 10x9/L

Neutropenia ANC 1,380x10e9 2/7/2012-5/7/2012
Neutropenia ANC 1.0 07/10/2013

ANC 2.6 14/10/2013 1 1493 1
Neutropenia ANC 1.0 20/12/2013

ANC 2.1 23/12/2013 1 1493 1
Neutropenia ANC 1.0 G/1

Neutropenia ANC 1.07 x 10 9/1

Neutropenia ANC 1.1 g/L

Neutropenia ANC 1.1 x 10 9/1

1/ ANC 1.41 x 10 9/1 gr.2 start:03/11/ ... 1 1493 1
Neutropenia ANC 1.13 on 20/12/2013

Neutropenia ANC 1.16

Neutropenia ANC 1.22

Neutropenia ANC 1.23

Neutropenia ANC 1.24

Neutropenia ANC 1.25 x 10 9/1

Neutropenia ANC 1.26 X10 9 /L on 30/11/2016
Neutropenia ANC 1.26 x 10 9/1

Neutropenia ANC 1.28 x 10 9/1

Neutropenia ANC 1.3 04/11/2013

ANC 2.1 18/11/2013 1 1493 1
Neutropenia ANC 1.3 x 10 9 /L recoreded on 6/10/2014
Neutropenia ANC 1.3 x 10/9

Neutropenia ANC 1.31 x 10/9

Neutropenia ANC 1.34 x 10 9/1

1/ANC 1.07 x 10 9/1 gr.2 start:03/06/ ... 1 1493 1
Neutropenia ANC 1.35

Neutropenia ANC 1.36 x 10 9/1

1/ANT 1.47 x 10 9/1 gr. 2 start:12/02 ... 1493 1
Neutropenia ANC 1.37 (one time)

Neutropenia ANC 1.4

ANC 3.0 01/04/2014

ANC was not measured betwe 1 1493 1
Neutropenia ANC 1.4 G/1

Neutropenia ANC 1.4 14/11/2013

ANV 1.6 29/11/2013 1 1493 1
Neutropenia ANC 1.4 nadir

Neutropenia ANC 1.46 x 10 9/1

Neutropenia ANC 1.47 x 10 9/1

1/ANC 1.41 x 10 9/1 gr.2 start:16/04/ ... 1 1493 1
Neutropenia ANC 1.49 x 10 9/1

Neutropenia ANC 1.49 x 10 9/1

1/ANC 1.28 x 10 9/1 start:30/09/2014 .. 1 1493 1
Neutropenia ANC 1.9

Neutropenia ANC 1.92 x 10 9/1

Neutropenia ANC 10

Neutropenia ANC 10/mmc

Neutropenia ANC 1020/mmc (lower value)

Neutropenia ANC 1060

Neutropenia ANC 1080

Neutropenia ANC 110

Neutropenia ANC 1100

Neutropenia ANC 1100 WBC 1670

Neutropenia ANC 1100/mmc (lower value observed)
Neutropenia ANC 1110

Neutropenia ANC 1120

Neutropenia ANC 1130

Neutropenia ANC 1160

Neutropenia ANC 1190

Neutropenia ANC 1200/ul

Neutropenia ANC 1210
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC
ANC

1220
1230
1230/mmec
1240

1240, although on day 18 MAY 2015 reached its lower

1250
1272
1290
1300
1300/mmc
1310
1320
1340
1360
1368
1400
1450
1460
1470
150/mmc
1510
1640/mmc
1660
1670
1690
1700
1720
1740
1780
1790
1850
1870
1910
1920
1960
1970
1980
1990

20
20/mme
2080

30
30/mmc
380/mmc (lower
40

430
450/mmc  (lower
50

500

530

540

560
600/mmc (lower
630

650
690/mmc (lower
70

value)

value)

value)

value)

70/mmc (lower value)

700/ul

708/mmc al giorno +25

730
740
750
750 /mmc
760
780

780/mmc (lower value observed)

800
810
830
840
850
880
900
920
930
930/mmc (lower

value)

930/mmc al giorno +22
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

ANC 940

ANC 950 mmc

ANC 951/mmc

ANC 970

ANC 990

ANC 990/mmc al girno +22

ANC 999. However, the maximum neutrpenia toxicity was ob

ANC < 1.5 G/1

ANC < 1000 mm3
ANC < 1000/mmc
ANC < 500

ANC < 500/ul

ANC <1.0 G/1 Several episodes temporarily discontinued

ANC <1.5G/1

ANC <500

ANC <500ul

ANC >1.0 G/1

ANC Count below 0.1 x 10E9/1

ANC Nadir 0.8 G/L

ANC between 0,65 and 2.09 x10E9/1

ANC count decrease (lower value observed 1900/mmc)
ANC decreased

ANC decreased grade 4 (0.4)

ANC labvalues of 0 - 0.05 x 109/1 on 11-06-14 and 12-06-14

ANC nadir 0.88 G/L
ANC of 0.72 x 10 9/L
ANC: 0.00

ANC: 0.61 x 1000/mmc
ANC:1.590 /mmc
ANC:1720/ mmc
ANC<0.1 G/L
ANC<1000
ANC<500
ANC<500/mmc
ANC= 1120/mmc
ANC= 1390/mmc
ANC= 1550/mmc
ANC= 880/mmc
ANC= 90/mmc
ANC=1070/mmc
ANC=1090/mmc
ANC=1110/mmc
ANC=1120/MMC
ANC=1160/mmc
ANC=1170/mmc
ANC=1180/mmc
ANC=1200/mmc
ANC=1240/mmc
ANC=1290/mmc
ANC=1310/mmc
ANC=1340/MMC
ANC=1390/mmc
ANC=1420
ANC=1450/mmc
ANC=1540/mmc
ANC=1550/mmc
ANC=1640/mmc
ANC=1730/mmc
ANC=1770/mmc
ANC=248/mm3
ANC=360/mmc
ANC=400/MMC
ANC=460/mmc
ANC=480/mmc
ANC=490/mmc
ANC=530/MMC; ANC=860/MMC GR3 FROM 04/04/2017 TO 11/04
ANC=580/mmc
ANC=670/mmc
ANC=710/mmc

g3 from 29/11/2017 to 06/12/201 ... 1 1493 1

ANC=750/mmc
ANC=800/MMC
ANC=800/mmc
ANC=840/mmc
ANC=900/mmc
ANC=920/mmc
ANC=940/MMC
ANC=950/mmc

i
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
From 28/07/
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

ANC=970/mmc

ANC=980/mmc

Absolute netrophil count down to 0.9

Absolute neutrophil count 0.65 x 10(9)/L

Anc 0,1 x10 9/L

Anc 0,9

Anc 0.8 x10e9/L

Anc 0.9

Anc 0.97x10e3/L

Anc 1,290x10e9

Anc 1,33x10e9 21/8/12-24/8/12

Anc 1110

Anc 1720

Anc 20

Anc 930 x 10e9

Anc = 0.5

Anc=1000/mmc

Anc=1040/mmc

Anc=1360/mmc

Aplasia

BG 1090/mmc, N 60% (N 654 /mmc)

Continuing but change in toxicitiy Grade 3 to grade 2 on
Cough and herpes zoster

Cytopenia

Decrease neutrophil count

Decrease of neutrophils (1.1)

Decreased neutrophil count

Decreased neutrophils

Expected neutropeni <0.1 x 10e9/L

Fatigue

Febrile neutropenia

Febrile neutropenia (sepsis)

Fever

Fever 38.1, leucocytos 1.5, crp 41

Filgrastim 480mgxl for 3 days

Fluctuating CTC between 0-3 during maintance
From 04-07-2013 until 06-07-2013 labvalue is 0.0 X10 9/L
From 04-10-2012 until 12-10-2012 labvalue is 0.0
From 06-09-2012 - 08-09-2012 labavlue is 0

From 13/08/2013 until 19/08/2013 not to be quantified, 0

From 18-10-2012 until 20-10-2012 labvalue is 0.0 x 10e9 /L

From 29/09/2011 - 04/10/2011 neutrophil granulocytes wer
From 30/06/14 to 27/07/2014 neutropenia G1;

1493 1

Fuo

G4 toxicity

GB 1820, N 1180

GB 10/mmc

GB 100 lower during transplant iter
GB 1070/mmc, N 48% (N 513/mmc)
GB 120/mmc

GB 1220/mmc, N 36% (500/mmc)

GB 1440/mmc, N 66% (N 910/mmc)
GB 1600/mmc, N 60%

GB 1750/mmc, N 1000/mmc

GB 180/mmc

GB 20/mmc

GB 20/mmc, N NA

GB 200

GB 200 lower during transplant iter
GB 2010/mmc, N 43% (N 900/mmc)
GB 2580/mmc, N 1660/mmc

GB 2940, N 1772/mmc

GB 30/mmc

GB 40

GB 40/mmc

GB 50

GB 50/mmc

GB 60/mmc

GB 70/mmc

GN 1400

Gb 100

Gb 2100/mmc, N 1210/mmc

Gb 40/mmc, N NA

Grade 2 neutropenia on cycle 2, no dose delays or modifi
Grade 3

Granulocytes 1060/mmc
Granulocytes 1350/mmc
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
(ANC not assessed)
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
toxicity observed
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Granulocytes 288/mmc

Granulocytes 816/mmc

Has been grade 4 to

Hematological tox

Infection with fever 39 treated with antibiotics IV.
Lab findings

Lab findings only

Lab findings only.

Lab findings only. Also from the 09/12/2014 till 01/02/2
Lab findings only. The Patient has during this cycle had
Lab findings.

Lab results only

Labfindings only

Labvalue is 1.24 x 109/L on 02/08/2014

Labvalue is 1.43 X 109/L on 16/08/2013

Labvalue of 0.50 x 109/L on 03/04/2014

Labvalue of 0.74 x 109/1

Lc = 1,8 G/L (neutrophils not done)

Leucocyte 0.05 x1.000mmc

Leucocytes 0.1 x 10-9/1

Leucocytes nadir 0.0 G/L (26.05.14)

Leucocytes of 0.5 x 10 9/L. Neutrophil count not measurable.

Leucocytes of <0.1 X10 9/1, neothrophil count not possible.
Leucopenia

Leuko 2,3

Leuko-neutropenie

Leukocyte 0,05x1000/mmc

Leukocyte 0,1 x 10e9/1

Leukocyte 50/ul

Leukocytes 1.300/mmc and neutrophils 730/mmc

Leukocytes 1.800/mmc, neutrophils 1.100/mmc

Leukocytes 1.900/mmc

Leukocytes 1200/mmc and neutrophils 570/mmc

Leukocytes 1600/mmc and neutrophils 700/mmc

Leukocytes 2.000/mmc and neutrophils 1.170/mmc
Leukocytes 2.100/mmc and neutrophils 1.050/mmc
Leukocytes 2890/mmc and neutrophils 1840/mmc

Leukopenia

Leukopenia (ANC not determined)

Leukopenia (ANC was not determined)

Leukopenia (decreased WBC count)

Leukopenia , neutropenia ctc grade 4

Leukopenia 2.00 x 10e9/1

Leukopenia and neutropenia

Lieve neutropenia

Low ANC

Low ANC ( and WBC)

Low ANC, also decreased WBC (grade 4)

Low ANC, also low WBC

Low ANC, grade 1 and grade 2in various periodes through
Low count of neutrophils, other 05/05/2014 until 08/05/2
Low netrophiles

Low neutrophiles

Low neutrophils

Low neutrophils count

Lowest Count of ANC in the periode was 0.7 10E9/1 on 22.

Lowest labvalue = 0.0*1079/1 from 28-03-2013 to 30-03-2013

Lowest labvalue is 0.0x10e9/L from 12/07/2012 until 16/0
Lowest labvalue of 1.0 x 109/L on 08/07/2013 and on 07/
Lowest labvalue on 23-11-2012, 0.58 x 109/L
Lowest nuetrophil count recoreded was Zero on 08/AUG/2014
Lukopenia
1 1493 1

Lymphocytes count decreased
Lynphocyte count decrease: 370/mmg (range:1000-4000/mmg)
Malaise
Max toxicity 0.77 x10e9/L
Maximum neutropenia

1 1493 1
Mild neutropenia
Mild neutropenia without fever
0
.007 x10°3/mmc
.02/mmc
.03 /mmec
.04 /mmc
.14 x 1073/mmc
.2x1073/mmc
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Neutropenia N 0.36 x1079/L
Neutropenia N 0.63 x 10"3/mmc
Neutropenia N 0.65 x 10"3/mmc
Neutropenia N 0.8 X10™9/L

Neutropenia N 0.94 x 10"3/mmc
Neutropenia N 0/ul

Neutropenia N 1 x 10%9/L

Neutropenia N 1,24 x 10"3/mmc
Neutropenia N 1,43 x 10"3/mmc
Neutropenia N 1,7 x 10%3/mmc
Neutropenia N 1.02 x 10"3/mmc
Neutropenia N 1.07 x 10"3/mmc
Neutropenia N 1.17/mmc

Neutropenia N 1.24 x10"3/mmc
Neutropenia N 1.24x%10"3/mmc
Neutropenia N 1.47x10"3/mmc
Neutropenia N 10/ul

Neutropenia N 100

Neutropenia N 1000

Neutropenia N 1010 /ul

Neutropenia N 1040

Neutropenia N 1060 from 02/10/2014 to 10/12/2014 GR 2
N 740 (13/01/ ... 1 1493 1
Neutropenia N 1090

N 910 from 12/01/2021 to 19/04/2021 G-CSF 1 1493
Neutropenia N 1090/mmc

Neutropenia N 1130/mmc

Neutropenia N 1170/mmc

Neutropenia N 1200

Neutropenia N 1250/mmc

Neutropenia N 1260/ul

Neutropenia N 1300

Neutropenia N 1400/ul

Neutropenia N 1460/ul

Neutropenia N 1480 mmc

Neutropenia N 1480/mmc

Neutropenia N 1520 mmc

Neutropenia N 1540/mmc

Neutropenia N 1779

Neutropenia N 1900/ul

Neutropenia N 20/ul

Neutropenia N 200

Neutropenia N 252 mmc

Neutropenia N 300

Neutropenia N 340

Neutropenia N 370/mmc

Neutropenia N 390/ul

Neutropenia N 40

Neutropenia N 400

Neutropenia N 450/mmc

Neutropenia N 460/mmc GR4 (24/04/2012)
N 1460/mmc GR1 (17/04/2012) 1 1493 1
Neutropenia N 500

Neutropenia N 510/mmc lower during 1 VMP
Neutropenia N 560/mmc

Neutropenia N 580/ul

Neutropenia N 60

Neutropenia N 600

Neutropenia N 650 x 1079/1
Neutropenia N 650/mmc

Neutropenia N 660/mmc

Neutropenia N 670/mmc

Neutropenia N 700

Neutropenia N 760

N 960 - GR2 from 29/07/2013 to 04/11/2013 1 1493
Neutropenia N 760/mmc

Neutropenia N 800

Neutropenia N 800

DOSE DELAYED from 11/11/2016 to 23/02/2017 1 1493
Neutropenia N 800/mmc

Neutropenia N 81

Neutropenia N 810 from 10/09/2014 to 12/11/2014
N 890 from 16/01/20 1 1493 1
Neutropenia N 816/mmc

Neutropenia N 820/mmc

Neutropenia N 850

Neutropenia N 860 in date 19/06/2013
Neutropenia N 860/mmc
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Neutropenia
Neutropenia
Neutropenia

N 1000 in data 09/07/2014

Neutropenia
Neutropenia

N 1080 from 03/03/14 GR2

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

l4days CTC 2 and 18 days CTC 3

Neutropenia
Neutropenia
Neutropenia
Neutropenia

890
900
900

910/mme
930

970/ul
980 /mmc
0/ul
769/mm3
< 500 mm3/ml
<50/ul

> 500
DECREASED
decreased
decresead
1040/mmc
1190/ul
650/ul
11744 /ML

ZZ2222222222222 22 Z2Z2Z2

N=520
N=670/mmc

N> 500

N>500 mmc
NE#= 800/mm3
NEU 0,6

NEU 0,86 x 10*9/1

NEU 1,21 10%9/1
NEU:960/MMC
NEUT 0 /mmc
NEUT 1200
NEUT 140
NEUT 160
NEUT 180
NEUT 230
NEUT 410
NEUT 50
NEUT 800
NEUT 920
NEUT 950
NEUT: 0/mmc

NEUTROPEN&#304 ;A

NEUTROPENIA

1 1493 1

1 1493 1

NEUTROPENIA N < 500/mmc

NEUTROPENIA (n 100)

NEUTROPENIA -PATIENT HAD CSF

NEUTROPENIA 46 DAYS OF NADIR

NEUTROPENIA ANC 0.97 X 10E9/L

NEUTROPENIA G3 FROM 26/12/13 TO 17/1/14 WHEN RECOVERY TO

NEUTROPENIA GRADE 2

NEUTROPENIA N < 500/mmc
NEUTROPENIA N< 500 /mmc
NEUTROPENIA: Neutrophils= 920/mm3

NEUTROPENIA:840/MMC

NEUTROPHILES: 0.64 x1000/mmc

1 1493

NEUTROPHILS 1890
NEUTROPHILS 80
NEUTROPHILS 890
NO

Nadir 0,72 G/L

Nadir 0.47 G/L
Nadir 0.56 G/L
Nadir 0.65 109e/1
Nadir 0.72 10Eg/1,

1
Nadir 0.75 10*9/L
Nadir 0.99 10*9g/1
Nadir 1,25

Nadir 1,25 G/L

1493 1
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

1 1493
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neut 0.68 (G3, 24/01/2019,
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Nadi
Nadi
Nadi
Nadi
Nadi
Nadi
Nadi
Nadi
Nadi
Nadi
Nadi
Nadi
Nadi
Nadi

Nadir: neutrophils 0.67 G/1 ,

Naut
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r Neutophil 0.4 109/L

r Neutrophil 0.8 109/L

r Neutrophil 0.9

r Neutrophil 1.0 10e9/L
r Neutrophil 1.1 109/L

r Neutrophil 1.2 10e9/L
r Neutrophili 1.3

r il 12.9.2012 con neutrofili 40/mmc
r neutrophil 0.1 109/L

r neutrophil <0.1x109/L,

r neutrophili 1.1 10e9/L

r value <

0.1 109/L

2sep 2013.

r value neutrophils < 0.1 109/L
r: 0.47 1l0eg/l

ropenia

Nethophil counts 10/mmc

Netropenia on 0.54 x10%9/L from 18.mar.2015 to 21.apr.2015

leucocytes 1.6 G/L

Netrophil count dcreased < 500/mcl
Netropnia

Neu
Neu
Neu
Neu
Neu
Neu
Neu
Neu
Neu
Neu.
Neu:

0

0,28x10 9/1

0,6x 10™9
1.0 G/L
1.069

1.3 G/L 13.05.2014
1.38 x 10*9/1

300

500
1.3 G/L
860 /mmc

Neuropenia grade 3
Neuropenia grade 4
Neurtopenia
Neurtropenia

Neut
Neut
Neut
Neut
Neut
Neut

Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut
Neut

0,15
0,90

0.07 10%9/L

0.78
0.97

21 days of therapy

1,07
1,14
1,23
1.18
1.22
100
1000
110
1180
120
130
1330
1370
140
1430
1470
150
160
170
180
20
2044
230
270
280
30

1

320 (drug interrupted)

390
40
430
450
480
480. G3,
50

23/12-01/01/2016,

1493 1

dose delayed. G3,

Other CTC grade

23/02/
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Neutropenia Neut 560
Neutropenia Neut 590
Neutropenia Neut 60
Neutropenia Neut 610
Neutropenia Neut 620
(maintenance delayed because of neutropenia gr ... 1 1493 1
Neutropenia Neut 630
Neutropenia G2, 15/05/2017 (treatment delayed) ... 1 1493 1
Neutropenia Neut 640
Neutropenia Neut 690
Neutropenia Neut 740
Neutropenia Neut 760
Neut 910 (07/06/2017 treatment delayed)
17/08 1 1493 1
Neutropenia Neut 80
Neutropenia Neut 810
Neutropenia Neut 820
Neutropenia Neut 880
Neutropenia Neut 880
27/01/2014 neut 580 patient temporarily discon ... 1 1493 1
Neutropenia Neut 890
Neutropenia Neut 950
Neutropenia Neut 960
Neutropenia Neut 970
Neutropenia Neut 980
Neutropenia Neut. count 1.89 x 10 9/1
Neutropenia Neut. count of 0.01 x10E9/1
Neutropenia Neut. of 0.48 x10 9/1 on 05.MAR.2014
Neutropenia Neut. of 0.74 x 10 9/1
Neutropenia Neut. of 1.03 x10 9/1
Neutropenia Neut. of 1.08 x 10 9/1 on 14.FEB.2014
Neutropenia Neuthophil count decrease < 500/mmc
Neutropenia Neutopenia
Neutropenia Neutr 0.28 from 03/06/2013 to 04/06/2013
Neutropenia Neutr 0.13
Neutropenia Neutr. 1330/ul
WBC 3450/ul 1 1493 1
Neutropenia Neutrhophil count decreased
Neutropenia Neutro 1,1 x 10.9/1
Neutropenia Neutro count 0.0 at 10-12-2012
Neutropenia Neutrofil
Neutropenia Neutrofil count 1.2 x 10%9/L
Neutropenia Neutrofili 1000/mmc
Neutropenia Neutrofili 1100/mmc
Neutropenia Neutrofili 1116/mmc
Neutropenia Neutrofili 1200/mmc
Neutropenia Neutrofili 813/mmc
Neutropenia Neutrofili inferiori a 500 microlitro
Neutropenia Neutrofili pari a 840/mmc.
Neutropenia Neutrofili:1050/mmc
Neutropenia Neutrofill
Neutropenia Neutrofilocytes 0.89 x 10 9/1
Neutropenia Neutrofils count decreased
Neutropenia Neutrofily 0.79
Neutropenia Neutrohili 0.6 10e9 / L
Neutropenia Neutrohpils = 1, 34 G/L
Neutropenia Neutroopenia
Neutropenia Neutropen fever
Neutropenia Neutropeni
Neutropenia Neutropenia
Neutropenia Neutropenia
7 1493 8
Neutropenia Neutropenia
29-07-2013, lenalidomide one week delay and ... 1 1493 1
Neutropenia Neutropenia
Neutropenia gr2; 9.7.2014- 5.8.2014
Neutro 1 1493 1
Neutropenia Neutropenia = neutrophils 0,85 x10E9/1
Neutropenia Neutropenia ANC 0,8
Neutropenia Neutropenia G4
Neutropenia Neutropenia (0,7 Gi/1)
Neutropenia Neutropenia (1,2Gi/1)
Neutropenia Neutropenia (1.19 x 10e9/L);other event: neutropenia gra
Neutropenia Neutropenia (3,5 Gi/1)
Neutropenia Neutropenia (ANC not measured during first weelks of VCDI)
Neutropenia Neutropenia (CTC grade 3) is also from 27/05/2014 till 2
Neutropenia Neutropenia (aplasia)
Neutropenia Neutropenia (grade 4 in FU phase)
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1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

B [

)

FRWRRPRRRPRRPEPREREREREREN

CWRRPRPPPPPWOURFPWORRERRER PR R PR

N
o

FREPRRPRRRRRERERE



HOVON-95: NON-SERIOUS ADVERSE EVENTS Monday November 25 14:37:46 2024 Page 32

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutrop ... 1 1493
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
neutropenia ct ... 1
Neutropenia
neutropenia ct ... 1
Neutropenia
Next period of neutropenia ctc
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

1
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

1493
Neutropenia
1493

Neutropenia

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

(intermittant)

0 Gi/1

0 Gi/l; therapy with Ratirogastrim
0,1Gi/1

0,2Gi/1

0,5 Gi/1

0,6Gi/L

0,6Gi/1

0,7Gi/1

0,8 gi/l

0,8Gi/1

0,9Gi/1

0,9Gi/1, received GCSF

0.05 10E9/1

0.1 G/L

0.19 10Eg/1

0.59 x 10e9/L; G3: 0.87 x10e9/L (13-apr-201
0.65 10E 9/1

0.71 10E9/1

0.8 x10/91

0.9 x 10E9/1

0.9 x 10e9/L; other episode from 12/5/2014 t
0Gi/1

1,0 was lowest value

1,8Gi/1

1.12 x10/9/1

1.26 10E9/1

1.3 10E9/1

1.73 x 10%9/L

11,4 Gi/1

1100

1320

17-05-2013 to 28-11-2013 ctc grade 2
760/ul

840 n. abs

< 0,1

<500/mmc

G2 1100/mm3

G3 N 900

G3 anche dal 18/3/14 all4/4/14

G4

G4 from 12.12.2013 = 0.25 neutrophils x10E9/
Gr 2 from 30/09/2013 to 03/12/2013.

WHO GRADE 2
and fever 38.1
ctc 2 onset 06-10-2014. Probable related to
ctc grade 2 onset 04-12-12 no action taken,
ctc grade 2 onset 15-04-2013

1
ctc grade 2 onset 19-09-2013

1

ctc grade 2.
1493 1
due to Bortezomib
due to HDM
for 6 days
from 1.jul.2014 to 7.jul.2017
from 15. may 2015 to 14. jan 2016
gr2
gr3
gr4
grade 2
grade 3
grade 3/con med:zarzio 48 mgxl(08/04/2014-09
grade 3/zarzio 48 iu gd, granocyte
grade 4
grade 4 for 5 days
grade 4 (PMN=300)/ con med: sc zarzio 480 mg
grade 4/ con med: g-csf 300mgx5days
grave
in FUO
in extremity
lieve con stanchezza
min 0.55 x10e9/L
n 0.8 x10e9/L (2aprl4-15aprl4 neutropenia G3
nadir 0.0 G/L
of 1.37 10g/1
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
day 29 not given.
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Neutropenia with a neutophil count of 1.5 x 10"°9/L on 21
Neutropenia wuthout fever
Neutropenia (0,8Gi/1)

Neutropenia,
1 1493 1
Neutropenia, 0,1Gi/1
Neutropenia, 0,6 Gi/1l
Neutropenia, 1,3 Gi/l
Neutropenia, 1,5Gi/1
Neutropenia, 1.3 x10Eg/l

Neutropenia, changed during the cycle in toxicity grade 2

Neutropenia.
Neutropenia.

Bortezomib day 11 to 32 not given.

Melpha 1
Neutropenia Neutropenia.
Delay Lenalidomide maintenance from 25-03- ... 1 1493 1
Neutropenia Neutropenia.
Delay cycle 2 one week. 1 1493 1
Neutropenia Neutropenia.
Lenalidomide maintenance not given from 07 ... 1 1493 1
Neutropenia Neutropenia.
Ongoing to a higher ctc grade on 15-01-2013 1 1493 1
Neutropenia Neutropenia. Neutropenia gr. 2 and gr. 3 alternately fro
Neutropenia Neutropenia. Other episodes of neutropenia in 2016 and 2
Neutropenia Neutropenia. Some episodes of neutropenia gr. 2 and leuk
Neutropenia Neutropenia:790/mmg (range: 1900-7700/mmg)
Neutropenia Neutropenia; neutropenia G3 from 09/06/2017 to 13/09/201
Neutropenia Neutropenia; neutropenia gr 2: jul - nov 2016
Neutropenia Neutropenia; other episodes of neutropenia gr. 2 in 2016
Neutropenia Neutropenia; other episodes of neutropenia grade 2 in 20
Neutropenia Neutropenie 0,6 Gi/1l
Neutropenia Neutropenya
Neutropenia Neutropheni nadir 0.6 10e9/L
Neutropenia Neutrophenia
Neutropenia Neutrophil
Neutropenia Neutrophil 0.6 10e9/L
Neutropenia Neutrophil 0.7 109/L
Neutropenia Neutrophil 0.8 10e9/L
Neutropenia Neutrophil 0/mmc
Neutropenia Neutrophil 1,09 x 10%9/L from 26.mar.2014 to 1l.nov.2014
Neutropenia Neutrophil 1.2 10.9
Neutropenia Neutrophil 1.2 10e9/L
Neutropenia Neutrophil 1.3 10e9/L
Neutropenia Neutrophil 600/mm3
Neutropenia Neutrophil 710
Neutropenia Neutrophil 920
Neutropenia Neutrophil 920/microliter
Neutropenia Neutrophil 980/mm3
Neutropenia Neutrophil <0.1
Neutropenia Neutrophil Count decreased
Neutropenia Neutrophil conut decreased
Neutropenia Neutrophil count
Neutropenia Neutrophil count decreased
Neutropenia Neutrophil count 1.4 x 1079/L
Neutropenia Neutrophil count 1.60 x10 9/1
Neutropenia Neutrophil count 1.9 mmol/L
Neutropenia Neutrophil count 10/mmc
Neutropenia Neutrophil count 1350/mmc (nadir)
Neutropenia Neutrophil count 1440/mmc
Neutropenia Neutrophil count 440/mmc
Neutropenia Neutrophil count 470/mmc
Neutropenia Neutrophil count 500/mmc
Neutropenia Neutrophil count 610/mmc
Neutropenia Neutrophil count 750/mmc (nadir)
Neutropenia Neutrophil count 800/mmc
Neutropenia Neutrophil count 880/mmc
Neutropenia Neutrophil count < 1000/mmc
Neutropenia Neutrophil count decrease
Neutropenia Neutrophil count decreased
Neutropenia Neutrophil count decreased
1 1493 1
Neutropenia Neutrophil count decreased 0.1 x109/L
Neutropenia Neutrophil count decreased 0.14-0.28x10%9/1
Neutropenia Neutrophil count decreased Gr2
Neutropenia Neutrophil count decreased Gr3
Neutropenia Neutrophil count decreased Grade 3 between 09aug2013-25a

Neutropenia

Neutrophil count decreased N 880/mmc
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1493
1493
1493
1493
1493
1493

B

PRRERRRERE

PRREPRRPRRRRER

[

i
ONRNRRPRPRRPRRRPRRPRRRRENRRNNRRPRRRRRRERRRRRROWOR

o

PRRERE R



HOVON-95: NON-SERIOUS ADVERSE EVENTS Monday November 25 14:37:46 2024 Page 34

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Neutrophil count decreased lowest value 0.1 10x9/L
Neutrophil count decreased to 0.13 10E9/1

Neutrophil count decreased to 0.41 103/mm?

Neutrophil count decreased. First cycle and last cycle g
Neutrophil count decreased; the lowest labvalue of 1.22
Neutrophil count decresead

Neutrophil count is 1.2x10 9/1 on 14/04/2014; neutropeni
Neutrophil count nadir 870/mmc

Neutrophil count of 0.68 10E9/1 on 10.SEP.2014
Neutrophil count of 0.92 x10 9/L on 07.07.2013
Neutrophil count of 1.53 on 1l4-sep-2012. Next measuremen
Neutrophil count on 1.31 x 10%9/L from 15. sept.2014 to
Neutrophil count on 16/6/2011 1.4x10e9/L

Neutrophil count: 0,85 * 10"9/L

Neutrophil count: 1.35 *1079/L

Neutrophil count: 1.58/mmc

Neutrophil counts decreased/con med: filgrastim administ

Neutrophil.
Neutrophil:
Neutrophil:
Neutrophil:0
Neutrophil:é
Neutrophil=
Neutrophil=
Neutrophile
Neutrophiles
Neutrophiles
Neutrophiles
Neutrophiles

Neutrophiles:
Neutrophiles:

0.01 x 10.9/1
0,01x10"3/mmc
0,02x10"3/mmec
,05%x10"3/mmc
66 /mmc
1,12 x 1000/mmc
1.03 x 1000/mmc
1,4 Gi/1
1.0 from 07 jul 2014 neutrophils 0.44 grade 3
1.2
670/ul
decreased
0,00 G/1
0.34x1000/ul

Neutrophili on 1.0 from 12.05.2014 to 19.05.2014

Neutrophill
Neutrophills

count
count

Neutrophilocytes 0.0 x 10.9/1
Neutrophilocytes 0.71 x 10 9/1

Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils
Neutrophils

0,05 x 1000/mcl

0,10x10(9) /L

0,3 Gg/1

0,7 10x9/L. Start of maintenance delayed
0,92 G/L

0.2 x10 9/L

0.4 10 E9/1

0.4 10x9/L

0.5 10x9/L

0.70 Gi/1

0.8

0.8 x 10*9/L

0.91 G/L on date 03.07.2013
0/mmc

1,0 g/1

1,20 G/L

1,3 Gi/1

1,3G/1

1,48 G/L

1,6 G/1

1,8 Gg/1

1.0
1.0 109/1
1.000-500/mmc
1.000/mmc
1.3 10E9/1
1.46 G/L
1.48 G/L
1.5 G/L
100

1010
1010/mm3
1050/mmec
1090

1200

1250

1600

1630

1740

1750

1780
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
next.gr. 3 sta
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Neutrophils 1810
Neutrophils 1850
Neutrophils 1990
Neutrophils 200/mmc
Neutrophils 347/mmc
Neutrophils 370/mmc
Neutrophils 420/mmc
Neutrophils 425/mmc
Neutrophils 459/mmc
Neutrophils 500/mmc
Neutrophils 620
Neutrophils 660/mmc
Neutrophils 700/mcl
Neutrophils 730/mmc
Neutrophils 860/mmc
Neutrophils 880/mmc
Neutrophils 892/mmc
Neutrophils 966/mmc
Neutrophils 970/mmc
Neutrophils < 0,1

Neutrophils < 1.000/mmc
Neutrophils < 1000/mmc
Neutrophils < 500/mmc
Neutrophils = 0,77 G/L
Neutrophils = 0.78 G/L
Neutrophils = 1,19 G/L
Neutrophils = 660/mmc

Neutrophils =840/mmc

Neutrophils >100

Neutrophils and leukocytes decreased
Neutrophils and leukocytes grade 2
Neutrophils count decrease
Neutrophils count decreased

Neutrophils count decreased 0.8 x 10e9 /L, under filgra

Neutrophils count decreased 1.0 - 0.5 x 10e9 /L,
Neutrophils count decreased to 0.0 103/mm?
Neutrophils count decreased to 0.75 102/mm3

Neutrophils count decreased to 1.18 10*/mm?® at D 22

Neutrophils count decreased to 1.34 102/mm?
Neutrophils decreased

Neutrophils decreased (1.63 10®*/mm®) no treatment needed
Neutrophils decreased 0.0 22/09/2011 patient placed in s

Neutrophils decreased 0.0 resolved 13/12/2011

Neutrophils decreased to 0.87 10%/mm® resolved to gra

Neutrophils decreased to 1.83 102/mm?
Neutrophils decreased tol.05 102/mm?
Neutrophils gr 1
Neutrophils grade 3
Neutrophils nadir 0.0 G/L
Neutrophils nadir 0.75 G/L
Neutrophils of 1.59 109/1
Neutrophils: 1.33 109/1
Neutrophils: 1070 *10°9/L
Neutropphil count decreased
Neutroépenia
Neutrpenia
Neutrphil count
Neuts <0.5
Neuttropenia
Next. gr.3 start 25/5/2015 end 21/6/2015
1493 1
No
No clinic symptoms found. LAB finding
No clinical symptoms observed. LAB finding.
No disease observed
No disease observed
1 1493 1
No disease observed,
No infection
No toxicity
No, labvalue on 16-01-2012 is 1.47 x 109
No, lowest labvalue 1.2 x 109/L is on 14-01-2013
No, on 04-06-2013 labvalue is 1.3 x 109/L
No, only lab findings
NoToxicity observed
Non
None
Normal event
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Neutropenia
PMN > 500 mmc
Neutropenia
PMN > 500 mmc
Neutropenia

PMN > 1000 mmc/ day 11 GR 2

Neutropenia
Neutropenia

PMN > 1000mmc/day 12

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

PNP 1210 (G 2 -11/10/2012)

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

1

(day +10)

(day +11)

1493

(GR2)

Not

Not any

Not clinically significant

Not. Also neutropenia grade 2 from 6.3.14 till 9.4.14. S
Nuetropenya

Nutropenia

Nutrophils < 1.000/mmc

Neytropen fever

O neutrophiles

Observed when it was time to start VCD nr 2

On 02-04-2013 lowest labvalue of 0.28 x 109/L

On 03-12-2012 labvlue is lowest 1.4 x 10 9 /L

On 03/09/2011 lowest labvalue is 0.0 x 10e9/L

On 05-03-2012 labvalue is 1.1 10e9 /L

On 05-08-2013 labvalue is 1.4 X10 9/L

On 05-09-2013 labvalue is 0.0 x10*9/L

On 06-05-2013 labvalue is 1.02 x 109/L; neutropenia (gra
On 09-12-2013 labvalue = 0.0*10%9/1

On 11-06-2013 labvalue is 0.45 x 109/L

On 12-07-2013 labvalue is 0.9 x 10 9/L

On 12-09-2011 and 16-09-2011 lowest labvalue of 0.6 *e9/1
On 14-02-2012 lowest labvalue: 0.38 x 10 9/1

On 16-08-2013 labvalue is 1.45 X 10 9/L and on 29-08-201
On 17-11-2011 labvalue is 1.4 10e9 /L

On 19-03-2013 labvalue is 0.79 x 109/L

On 19-12-2011 lowezt labvalue is 1.0 10e9 /L

On 20-11-2012 labvalue is 1.36 x 10 9/L

On 21-06-2013 labvalue is 102 x 109/L

On 22-04-2013 labvalue is 0.1 x 109/L

On 23-07-2013 labvalue is 0.63 x 109/L

On 24 SEP 2014 ANC 1490, but the lower level was reached
One dose of cyclophosphamide was skipped on c¢2/dl during
Ongoing neutropenia

Only lab findings

Onset at ANC 1200, reaching the lower count ANC 1190 at
PMN 0/mmc

PMN 100 MMC

PMN 1100 mmc lower during cycle 1

PMN 1600 mmc

PMN < 100
PMN < 500 mmc (day 5,7,10)

1 1493 1
PMN < 500 mmc (day 7,8,9)

1 1493 1
PMN < 500 mmc (day 7,8,9,10)
1 1493 1

PMN < 500 mmc/day 6,7,8,10

1 1493 1
PMN 500 mmc/day 12; Transfusion support 2UGRC

>
PMN > 500mmc/day 11
1 1493 1
PNP 1000 ul
PNP 1100 mmc
PNP 1200 mmc lower during maintenance
PNP 1280 mmc

PNP 1530 (G 1 - 29/08/2012)

1
PNP 600 MMC
PNP 600 mmc 17/07/2012 (GR 3)
PNP 700 MMC
PNP 940
PNP < 500 mmc
PNP < 500 mmc (day 7,8,9,10)
PNP < 500 mmc (days 6-7-8-9)
Platelets 60x106
Pneumomia
Polyneuropathy
Ptl 100000
Recurrent neutropenia
Recurrent neutropenia Gr3, with intermittent recovery va
Reduced neutrophil count at hemocrome in 16/12/2013, wit
Reduced neutrophil count resolved after g-csf therapy, w
SCT
Sct
Segments 1.06 x10Eg/1
Sepsis
Several episodes temporarily discontinued
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
neu
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
neutrop
Neutropenia
Neutropenia
neutropen
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

Neutropenia
Neutropenia
Neutropenia

Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia

1

1

1493

Seve
Seve
Seve
Seve
Seve
Seve
The
The
The
The
The
The
The

The
The
The
The
The
The
The
The
The
The
1493
The
The
1493
The
The
The
The
The
The
The
The
The
Vari
WBC
WBC
WBC
WBC
WBC
WBC
WBC

WBC
WBC
WBC
WBC
WBC
WBC

WBC
WBC
WBC

WBC
WBC
WBC
WBC
WBC
WBC
WBC
WBC
WBC
WBC:
WBC:
WBCs
WBCs
WBCs
WBCs
WBCs
WBCs
Wbc
Wbc
Wbc
Wbc

ral episodes temporarily discontinued ANC <1.0 G/1
ral episodes temporarily discontinued ANC <1.5 G/1
ral episodes temporarily discontinued ANC <1.5G/1
ral neutrophil count decreases
re neutropenia
re neutropenia (pmn <500/mmc)
lab value of 0.5X10 9/L on 18/09/2014; neutropenia (
labvalue of 0.55X10 9/1 on 25/07/2012
labvalue of 1.01 x 109/1 on 28/11/2013
labvalue of 1.47X10 9/L on 22/09/2014
lowest lab value of 1.29X 109 /1 on 06/01/2016
lowest labvalue of 0.01X10 9/L on 01/01/2014
lowest labvalue of 0.35 X 10 9/L on 18/02/2015.
1
lowest labvalue of 0.42x109/L on 30/10/2013
lowest labvalue of 0.4X109/L on 29/03/2014; neutrope
lowest labvalue of 0.57 x109/L on 02/05/2014; neutro
lowest labvalue of 0.7x10 9/1 on 02/12/2013
lowest labvalue of 0.7x10 9/1 on 02/12/2013.
lowest labvalue of 0.92X10 9/L on 20/10/2014
lowest labvalue of 0.95X10 9/L on 01/09/2014
lowest labvalue of 1.04X109 /L on 29/06/2015; neutro
lowest labvalue of <0.20X109/L from 13/12/2013 till
lowest value of 0.93X10 9 /1 on 31/12/2014;
1
lowest value of 1.0 x 10 9/L on 13/05/2015; neutrope
lowest value of 1.1x10 9/L on 16/01/2014;
1

maximum grade of neutropenia was observed when patie
neutrophil count could not be quantified from 02/08/
neutrophil count is 0 x 109/L for 4 days (13/01/14 -
neutrophil number could not be quantified from 12/08
neutrphil number could not be quantified from 15/05/
number of neutrophils could not be quantified from 0
number of neutrophils could not be quantified from 2
value of 0.4x10 9/1 on 23/05/2014

value of 1.22 x 109/L on 29/11/2013; neutropenia (CT
ous Measurements of ANC, 1,06 - 1,00 10E9/L in the p

30/ul
0,02x1000/mmc
0,05 x1.000/11
0,07x1000/mmc
0,1
0.01 x1.000/ul
1 1493 1
0.01x1000/mmc
0.02x1000/mmc
0.03 x 1000 mmc
0.04 x 1000 mmc
0.04x1000/mmc
0.05 x1.000/ul
1 1493 1
0.05x1000/mmc
0.06 x 1000/mmc
0.07 x1.000/pul
1 1493 1
1,51 x10°3/mmc
100 ANC 0
1100
2.00
2.86x1000/mmc
3.1
3.800
900
decreased
0.05x1000/mmc
1720, N: 66%
below 1000
count decreased
count decreased - multiple myeloma related
decreased

decreased 0.5 e9/L

decreased less than 1.0 x 10e9 /L

0.03

0.03 neutr 0.63 gr3 from 08/10/2012 to 15/10/2012
0.04 neut 0.99 gr 4 form 25/02/2013 to 26/02/2013
0.04, neutro 0.08 from 06/07/2013 to 11/07/2013
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Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Neutropenia
Other toxicity
Other toxicity
Other toxicity
Other toxicity
next gr.3 1,99 10*9/1 st

Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
2/ ... 1 1493
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity

Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity

Wbc 0.06 , Neutr 0.13 from 04/03/2013 to 05/03/2013
Wbc 0.06, neutr 0.13 gr4 from 18/06 to 23/06/2013
Wbc 2.66
Wbc 2.83

Wbc 2.94, neutr 1.1 from 06/11/2012 tO
Wbc 2380/ul
Wbc decreased
White blood cell decreased
White blood cells count decreased
White blood cells count increased
White blood cells decreased
White blood cells decreased (while the absolute neutroph
Worst neutrophils during this cycle grade 4: 0 10**9/1
Yes
(night) sweating
-lymphocyt count decreased, grade 3, start: 01/10/2013,
0.1 x 10e9/1
1) leukopenia 1,89 10%*9/1
1 1493 1

1) neuropathy gr.II start 24/12/2015, gr. 2, stop 11/04
1)sweling of left calf
1,96 10%9/1
1. hemianopsie. 2. abdominal pain (spleen). 3. Cholesterol
1/ lymphocyte count decreased (data in these fields)

1

1/paronychium of the thumb of the left lower limb gr.2 s
10.000 anc

18-04-2013, pain in the legg. not thrombosis. wait and see.

7% lymphocyte, leukocyte 5900/ul
A little pain in second and sixth costa. And CT-scan is
ALAT increased
ALAT increased grade 3 start 07.11.13 - stop 02.12.13 (r
ALP 143
ALP 3.72 ukat/1
ALT INCREASE 448 U/L;
1 1493 1
ALT Increase
ALT and AST increase
ALT and GGT increase
ALT increase
ALT increased
ANC : 2150/mm3
AST increased
Abdominal pain
Abdominal pain for a few days - unspecific
Abdominal pain gr 1
Abdominal pain grade 2/ con med: butylscopolamine
Achilles tendon rupture
Achillodynie on both legs
Acute bronchitis, end date unknown NA/08/2015
Acute pain between shoulder
After infusion; some hours vomating, diarrhea and nausea
After velcade problems with the intestins
Agitation
Agitation and tremors
Agitation- Moderate mood alteration
Alkaline phosphatase increased
Allergic reaction due to sc injection Velcade: hard red
Allergic skin reaction to Bactrimel
Alopecia
Alt icrease
Alternaria Alternata Maxillar and Etmoidal Sinusitis
Amnesia
Anemia gr2
Ankles arthritis
Ankles pain (30/3/12) + fatigue (03/04/2012)

Other toxicity Anorexia
Other toxicity Anorexia
- other AE’s: catheter sepsis, grade 2, no SAE ... 1 1493 1
Other toxicity Anorexia
ongoing ctc grade 1 on 20-07-2012 1 1493 1

Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity
Other toxicity

Anorexia gr2

Anorexia needing TPN

Another lung incident. The patient has had cough from ap
Anxiecity, panic

Anxiety

Anxiety Treated with Escitalopram and Oxazepam

Anxiety attack
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Other toxicity Anxiety( tachycardia, insomnia, headache): mother died b
Other toxicity Aplasia (AML)

Other toxicity Arousal

Other toxicity Arthralgia

Other toxicity Arthralgia (of the knees)

Other toxicity Arthralgia shoulder Several episodes temporarily discont
Other toxicity Arthralgias

Other toxicity Arthritis

Other toxicity Arthritis urica Right toe

Other toxicity Astenia

Other toxicity Asthenia

Other toxicity Autoimmunhemolysis --> treated with steroids
Other toxicity BASAL CELL CARCINOMA

Other toxicity Back Pain, present at Baseline.

Other toxicity Back ache grade 2

Other toxicity Back pain

Other toxicity Back pain

2, back pain g2 20.4.-28.9.2015 1 1493 1
Other toxicity Back pain (dorsal region)

Other toxicity Back pain - lumbago

Other toxicity Back pain during this cycle. ct scan performed and analg
Other toxicity Back pain worsening

Other toxicity Backache

Other toxicity Backpain

Other toxicity Backpain and pain right rib

Other toxicity Backpain,musles of the spine

Other toxicity Backpains

Other toxicity Bacterial conjunctivitis

Other toxicity Balanitis

Other toxicity Basal Cell Carcinoma

Other toxicity Bilateral ankle edema

Other toxicity Bilateral conjunctivis

Other toxicity Bilateral otosclerosis

Other toxicity Bilirubin increased

Other toxicity Bilirubin increased. 1.5 mg/dL

Other toxicity Bladder infection

Other toxicity Bloating and nausea due to different capsule Lenalidomide
Other toxicity Blurred vision

Other toxicity Blurred vision right eye

Other toxicity Blurred vision, glaucoma

Other toxicity Blurred vision.

Also AE Rectal hemorrage ctc grade 2 on ... 1 1493 1
Other toxicity Blurred vision.

Also onset 08-03-2013, AE weight loss c ... 1 1493 1
Other toxicity Blurred vision.

Ongoing to an higher CTC level 03-07-20 ... 1 1493 1
Other toxicity Blurred vision.

Recovered to ctc grade 2 on 04-09-2014. ... 1 1493 1
Other toxicity Bone pain

Other toxicity Bone pain (pre-exhisting) but possibly also neurological
Other toxicity Bone pain after stem cell mobilization
Other toxicity Bone pain at shoulder

Other toxicity Bone pain gr2

Other toxicity Bone pain grade 2

Other toxicity Bonepain

Other toxicity Bortezomib ingection site reaction

Other toxicity Breast cancer

Other toxicity Bronchitis

Other toxicity Brown sperm

Other toxicity Bruciore pianta del piede

Other toxicity Burning feeling in both hands and both feet
Other toxicity Burning pain, of constrictive nature including paresthes
Other toxicity Burning sensation at finger foot

Other toxicity Burning sensation under the feet

Other toxicity COUGH

Other toxicity COVID19 infection

Other toxicity CRAMPS AAII

Other toxicity Ca 1,81lmmol/1

Other toxicity Calcemia: 2,12 mmol/L

Other toxicity Calcific tendinitis right shoulder

Other toxicity Candidiasis

Other toxicity Cataract operation

Other toxicity Cataract surgery

Other toxicity Cataract, operation needed.

Other toxicity Catheter-related infection

Other toxicity Catheter-related infection; bacteraemia
Other toxicity Cephalea and vomiting

Other toxicity Chalazion on right eyelid
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Other
Other
Other
Other
Other
Other
Other
Other
Other

Other
Other

cataract surgery 03/16 g.2

toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity

toxicity
toxicity

Injury gr.1,

Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other

recovered to ctc gradel

Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other

Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other

bacterial conjunctivitis

Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other

toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity

toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity

toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity

toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity

Chalazions 2 eyes
Chalazions on both eyes
Changed stools pattern, start mebeverine
Chest pain (non-cardiac)
Chest pain due to fall
Chills
Chronic obstructive pulmonary disease
Cns bacteriemia
Coated tongue
1 1493 1
Common cold
Common cold

1493 1

Congiuntival hyperemia
Conjonctivite

Conjunctival bleeding
Conjunctivitis

Conjuntivitis

Constipation

Convulsion, such as the absence
Costal pain

Cough

Cough; herpes labialis infection (grade 2), start 02/01/
Cought

Cought - LEVOXACIN

Coxartrosi

Cramp

Cramp hands and feet.

07-08-2014 1 1493 1

Cramping in fingers-exact onset date unknown mar/2014
Cramps
Cramps (hands, legs)
Cramps in calf muscles
Cramps in the toes
Creatinine increased
Crystalline cleansing
Cushing syndrome
Cushingoid
Cyclophosphamide extravasation
Cystadenoma removal
Cystitis
DEPRESSION
Decrease of lymphocytes
Decreased leuco’s
Decreased leucocytes
Decreased of hunger
Deep venous thrombosis
Dental abscess
1 1493 1
Depressio
Depressio, Therapy Ciralex
Depression
Depression and Delir
Dermatitis
Diabetes mellitus - Metforim QD 1/2 tablet
Diarhhea grade 3/con meds:imodium 2mgx2
Diarrea
Diarrhea
Diarrhea gr2
Diarrhoea
Diarrhoea gr2, conmed: immodium, flagyl
Diarrhohea
Diplopia

(31/08/2013 - 09/09/ ... 1 1493 1

Divertikulit in colon sigmideum. TPN indicated.
Dizziness

Dizzy

Double vision

Drop fott

Dry eyes

Dry eyes and some rash

Dry eyes. Treated with Viscotears eyegel 2 mg six times
Dry mouth and throat

Dry skin

Drye eyes

Dryness left eye

Dygeusie
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Other toxicity Dysaestesia

Other toxicity Dysgeusia

Other toxicity Dysgeusie

Other toxicity Dyspepsia

Other toxicity Dyspnea

Other toxicity ERECTILE DYSFUNCTION

Other toxicity Ear and labyrinth disorder, tinnitus
Other toxicity Ecchymosis

Other toxicity Edama legg

Other toxicity Edema

Other toxicity Edema ankle

Other toxicity Edema bilat legs

Other toxicity Edema leg

Other toxicity Edema legg

Other toxicity Edema legs

Other toxicity Edema limbs

Other toxicity Edema of lower limbs

Other toxicity Elbow articular pain; elbow articulargrade 2 from aug 2
Other toxicity Elevated ALT

Other toxicity Enterocolitis infectious

Other toxicity Eosinophilia

Other toxicity Epigastric pain

Other toxicity Epileptic attack

Other toxicity Episode of major depression

Other toxicity Epistaxis

Other toxicity Epistaxis

2nd episode epistaxis: start 03.10.2013- sto ... 1 1493 1
Other toxicity Epistaxis recurrent

Other toxicity Erectile dysfunction

Other toxicity Erectile dysfunction. The patient has some prostatic pro
Other toxicity Erectile dysfunction/impotence

Other toxicity Erektile dysfunction

Other toxicity Erythema with pruritus

Other toxicity Esophageal candidiasis

Other toxicity Eye disorder, Central Cornea ulcus with epithelium defect
Other toxicity Eye disorders, Conjunctivitis ?

Other toxicity Eye disorders, watering eyes

Other toxicity Eye disorders,Conjunctivitis ?

Other toxicity Eye redness

Other toxicity FATIGUE

Other toxicity FEVER 39°C (Levoxacin 500 Mg/BID)

Other toxicity FLU LIKE SYNDROME

Other toxicity FUO

Other toxicity Facies Cortisonizzata + Red-eye, not dry
Other toxicity Facies cortisonizzata

Other toxicity Fall

Other toxicity Fatigue

Other toxicity Fatigue and fever grade 1

Other toxicity Fatigue and insomnia

Other toxicity Fatigue grade 2

Other toxicity Fatigue, forgetful, moody

Other toxicity Fatigue; other event: traumatic shoulder dislocation on
Other toxicity Fatique

Other toxicity Feb. Neutropenia

Hypokalemia G3 04.03.2014-06.03.2014 ( ... 1 1493 1

Other toxicity Febrile axillary abscess

Other toxicity Febrile neutropenia

Other toxicity Feeling not well few days after infusion of Velcalde.
Other toxicity Feeling of restlessness and insomnia in relation to dexa
Other toxicity Fever

Other toxicity Fever (Max temperature 38°C)

Other toxicity Fever 2 hours after bortezomib injection

Other toxicity Fever and cough

Other toxicity Fever and flu-like syndrome. treated with azitromycin 50
Other toxicity Fever eci

Other toxicity Fever without neutropenia

Other toxicity Fever without neutropenia and singns of infection

Other toxicity Fingers cramps

+ breast cramprs from 19/06/2014 ONGOING 1 1493 1

Other toxicity Flank pain

Other toxicity Flat sense of stomach

Other toxicity Flu

Other toxicity Flu episode with productive cough

Other toxicity Flu like symphtoms; fever Gl from 04.04 to 08.04.2015; f
Other toxicity Flu like symptoms

Other toxicity Flu like syndrome

Other toxicity Flu-like syndrome

Other toxicity Flu-like syndrome without fever
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Other
Other
Other
Other
Other
Other

Hotspots Rib le

toxicity
toxicity
toxicity
toxicity
toxicity
toxicity

Fluid left ear
Fluid retention
Follow-up: bronchial infection; treated with amoxicilline
Fracture finger
Fracture of the left mandible
Fracture sacrum;
1 1493 1

Other toxicity Fracture sternum
Other toxicity Fractures costa 6 and 12 related to MM. In addition,
ba 1493 1
Other toxicity Frozen shoulder
Other toxicity Fungal inguinal folds.miconazole spray required
1 1493 1
Other toxicity GASTROENTERITIS
Other toxicity GGT 139 UI/L
Other toxicity GGT INCREASE
Other toxicity GGT increased
Other toxicity GGT increased.
also hyperglycemia gr 2 not serious, sta ... 1 1493 1
Other toxicity GI mucositis oral
Other toxicity Gastic acid
Other toxicity Gastric acid
Other toxicity Gastric acid
1 1493 1
Other toxicity Gastro intestinal pain
Other toxicity Gastroesophageal reflux
Other toxicity General malaise
Other toxicity Gingivectomy
Other toxicity Gingivitis
Other toxicity Glucose 12,7 mmol/1
Other toxicity Glucose intolerance
Other toxicity Gly 9.4 mmol/1l
Other toxicity Gonarthrosis
Other toxicity Gout (attack of arthritis)
Other toxicity Gout at rihgt knee and thigh joint
Other toxicity Gouty arthritis
Other toxicity Gouty arthritis (podagra)
Other toxicity Gynecomasty right (mammografy was done 19/04/2014, no ab
Other toxicity HEADACHE
Other toxicity HYPOCALCEMIA
Other toxicity HYPOCALCEMIA CA 7,0
Other toxicity HZV
Other toxicity HZV infection
Other toxicity Had a flu
Other toxicity Haematoma on the tounge, resolved spontanously
Other toxicity Haemorroids
Other toxicity Hallucinations and behavior disorder
Other toxicity HeAvy alcohol use
Other toxicity Headache
Other toxicity Hearing impaired
Other toxicity Hearing loss, therapy with Voluven, Trental, Bevitol, So
Other toxicity Hematologic tossicity
Other toxicity Hemorrhoids
Other toxicity Hemorroids
Other toxicity Hemovitreus
Other toxicity Herpes Zoster (thoracic right) - Valaciclovir 500mg 3x2
Other toxicity Herpes simplex infection at mucosa mandibula
Other toxicity Herpes simplex inferction, treated with valaciclovir; al
Other toxicity Herpes zoster
AE: herniated Disc, CTC Crade: NA. Serio ... 1 1493 1
Other toxicity Herpes zoster (scalp)
Other toxicity High ALAT
high ALAT in relation to prophylaxe Fluconazol 1 1493 1
Other toxicity High Alkaline phosphatase
Other toxicity High GGT
Other toxicity High Gamma GT
Other toxicity High Gamma GT
Ongoing to an higher CTC level on 12-03-2013 1 1493 1
Other toxicity High creatinine
Other toxicity Hip fracture
Other toxicity Hip pain
Other toxicity Hot flashes
Other toxicity Hot flush
Other toxicity Hyper Glycemia
Other toxicity Hyper kalemia
Other toxicity Hyperglycemia
Other toxicity Hyperglycemia (occasional)
Other toxicity Hyperglycemia. Grade 2: 14.-17.12.12; Grade 1: 20.11.-13
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Other toxicity Hyperglycemia: 184 mg/dl G2
Other toxicity Hyperkalemia 6,13 mmol/1l
Other toxicity Hyperpirexia
Other toxicity Hypertension
Other toxicity Hyperuricemia
Other toxicity Hypo albuminemia
Other toxicity Hypo calcemia
also high ALAT ctc grade 2, stop date 21- ... 1 1493 1
Other toxicity Hypo-albuminemia
Other toxicity Hypoalbumin
Other toxicity Hypoalbuminemia
Other toxicity Hypocalcemia
Other toxicity Hypocalcemia gr3/con med: n/s 0.9%, 1000 cc + 6 amp gluc
Other toxicity Hypokalemia
Other toxicity Hypokalemia.
hypokalemia in relation to diarrhea 1 1493 1
Other toxicity Hypokaliaemia 2.7mmol/1
Other toxicity Hypokaliemia grade3/con med: 4 amp KCL 250 cc D/W 5% eve
Other toxicity Hypokalidmia
Other toxicity Hyponatremia
Other toxicity Hyponatremia 126 mmol/l on 14/02/2014 and 130 on 15/02/2014
Other toxicity Hypophosphatemia
Other toxicity Hypophosphatemia (labvalue 0.57 mmol/l on 19-06-14)
Other toxicity Hypotension
Other toxicity Hypothyreos
Other toxicity Hypothyroidism
Other toxicity Hypoxemia to the EGA
Other toxicity INSOMNIA
Other toxicity IPERBILIRUBINEMIA
Other toxicity Immune system disorder: allergic reaction (chills, hyper
Other toxicity Inappetence
Other toxicity Inappropriate secretion of ADh, hyposideremia
Other toxicity Incised wound right middle finger
Other toxicity Incisional hernia (LAPAROCELE)
Other toxicity Increase ALAT ,also possible related to pain medication
Other toxicity Increase Gamma GT 109 u/l
Other toxicity Increase of blood glucose levels
Other toxicity Increased ALAT and ASAT levels
Other toxicity Increased ALAT and ASAT values
Other toxicity Increased ASAT and ALAT levels
Other toxicity Increased D-dimers
Other toxicity Increased GGT
Other toxicity Increased alkaliska phosfataser
Other toxicity Increasing WBC and Neutrophil
Other toxicity Infection
Other toxicity Infection dig. 3 right hand
Other toxicity Infection eye sin
Other toxicity Infection glande submandibulaire
therapy with antibiotics 1 1493 1
Other toxicity Infections_other: fever 38.3 C, treated with oral AB.
a ... 1 1493 1
Other toxicity Inflammation of the eyes
Other toxicity Influenza, delay Lenalidomide maintenance start periode
Other toxicity Inguinal hernia; surgical correction on 30/07/2013
Other toxicity Injection site reaction after SC injection of Bortezomib
Other toxicity Insomnia
Other toxicity Insomnia

2 1493 2
Other toxicity Insomnia
2) hypophosphatemia- gr.2 start 22/09/2015 end ... 1 1493 1
Other toxicity Insomnia
Also Nightmare ctc grade 2 onset 24-02-2014, p ... 1 1493 1
Other toxicity Insomnia ( medication with mirtazapin)
Other toxicity Insomnia LEXOTAN
Other toxicity Insomnia after dexamethason intake
Other toxicity Insomnia day 2 and 3 of third cycle VCD - now PRN Zolpid
Other toxicity Insomnia due to intake of Dexamethazon
Other toxicity Insomnia intake of Oxazepamum AND
restlessness Grade 2 1 1493 1
Other toxicity Insomnia lorazepam prescribed,patient takes it if necessary
Other toxicity Insomnia no treatment needed
Other toxicity Insomnia, stomac upsaid, agitation
Other toxicity Insomnia, therefore temazepam
Other toxicity Insomnia.

1 1493 1
Other toxicity Insomnia/ con meds: Lexotanil 3 mg qd
Other toxicity Intermittent hypocalcemia
Other toxicity Irritated mucous membrane and reduced sense of taste aft
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Other toxicity Itchy wheal at neck and right arm
Other toxicity Jaw osteonecrosis
Other toxicity Jaw osteonecrosis (ONJ)
Other toxicity Keratitis
Other toxicity Kollaps after infusion velcade and Cyclophosphamid
Other toxicity Konjunctivitis
Other toxicity Kyphosis
Other toxicity LD 9.62 ukat/l, gr. II
Other toxicity LD, 8.22 ukat/1l
Other toxicity LD, 9.09 ukat/1l
Other toxicity LEGS PAIN
Other toxicity LEUKOPENIA
Other toxicity LOMBAR PAIN
Other toxicity Lack of appetite
Other toxicity Laringofaringitis, chronic hypertrophic rhinitis
Other toxicity Left costal pain
Other toxicity Left shoulder arthritis
Other toxicity Left ventricular systolic dysfuntion, 48%
echo cor 08-0 1493 1
Other toxicity Leg cramps
Other toxicity Legcramps
Other toxicity Legs neuropathy, oral mucositis G1 from 14.06.2013 to 01
Other toxicity Legs pain
Other toxicity Lekocytosis 11,2 Gi/1l
Other toxicity Leokocytosis 2,5
Other toxicity Leucocytes
Other toxicity Leucocytes 1.9 10e9/L
Other toxicity Leucocytes 2.2 10E9/L
Other toxicity Leucocytos (total WBC)
Other toxicity Leucocytosis
Other toxicity Leucopenia
Other toxicity Leucopenia 1.3 10E9/L
Other toxicity Leucopenia G2
Other toxicity Leukocyte 1800/ul
Other toxicity Leukocytes 0.16
Other toxicity Leukocytes 0.061 x 109
Other toxicity Leukocytes 0.13
Other toxicity Leukocytopenia (16/12/2013 : WBC 3.1 ) No new measuremen
Other toxicity Leukocytose
Other toxicity Leukocytosis 0.66
Other toxicity Leukopemia 2,99 10*9/1
next gr.2 2,24 10*9/1 start 30/0 1 1493 1
Other toxicity Leukopenia
Other toxicity Leukopenia
EXTRA AE’'s:
-rash, grade 2, . 1 1493 1
Other toxicity Leukopenia
next gr.2 start 15/09/2014 end 01/02/2015
n ... 1
Other toxicity Leukopenia
ongoing leukopenia ctc grade 3 onset 13-07-2 ... 1 1493 1
Other toxicity Leukopenia (none neutropenia)
Other toxicity Leukopenia and lymphopenia
Other toxicity Leukopenia ( 28-11-13 to 02.12.13 grade 2 and from 02.12
Other toxicity Leukopenia (ANC not determined)
Wherefore dosis reducti 1 1493 1
Other toxicity Leukopenia (ANC not measured during first weeks of VCDI)
Other toxicity Leukopenia 0,93 10*9/1
1 1493 1
Other toxicity Leukopenia 0.04 10%*9/1
Other toxicity Leukopenia 0.1 10%*9/1
Other toxicity Leukopenia 0.1 x 10e9/1
Other toxicity Leukopenia 0.9 1079/
Other toxicity Leukopenia 1,39 10*9/1
Other toxicity Leukopenia 1,73 10*9/1
next gr.3 15/01/2014 end 18/01/2014 1 1493 1
Other toxicity Leukopenia 1,87 10%9/1
Other toxicity Leukopenia 1,92 10*9/1
Other toxicity Leukopenia 1.63 10*9/1
leukopenia 1.12 10*9/1 start 18/ 1 1493 1
Other toxicity Leukopenia 2,17 10*9/1
next gr.2 start 05/01/2015 end ... 1 1493 1
Other toxicity Leukopenia 2,23 10*9/1
Other toxicity Leukopenia 2,28 10*9/1
Other toxicity Leukopenia 2,46 10*9/1
Other toxicity Leukopenia 2,53 10*9/1

next gr.2 start 22/12/2014 end 1

Other

toxicity

. 1 1493 1
Leukopenia 2,9 10*9/1
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hypophosphatemia gr.2 start 29/0 ... 1 1493 1

Other toxicity Leukopenia 2,98 10*9/1

next gr.2, 2,32 10*9/1 start 20 ... 1 1493 1

Other toxicity Leukopenia 2.42 x 10*9/1

Other toxicity Leukopenia 2.45 10*9/1

Other toxicity Leukopenia 2.52 x10%*9/1

next gr.2 , 2.22 x10%*9/1 start e 1 1493 1

Other toxicity Leukopenia 2.64 1079/1

Other toxicity Leukopenia 2.94 1079/1

Other toxicity Leukopenia 2.96 10%9/1

Other toxicity Leukopenia ctc grade 2 onset 28-10-2013

leukopenia ctc ... 1 1493 1

Other toxicity Leukopenia, neutrophils not done. Several episodes of le

Other toxicity Leukopenia.

Also Gout ctc grade 2 onset 18-10-2013. Not ... 1 1493 1

Other toxicity Leukopenia.

Also insomnia ctc grade 2 onset 12-12-2013. ... 1 1493 1

Other toxicity Leukopenia.

Bortezomib day 29 and 32 one day delayed. 1 1493 1

Other toxicity Libido decreased

Other toxicity Lip infection, treated with oral antibiotics;

tooth i ... 1 1493 1

Other toxicity Lipothimic episode

Other toxicity Littel bit tumor at MPT-1, probably gout

Other toxicity Liver enzymes increased: ALT gr2, AST gr 2, ALF gr2, gam

Other toxicity Localized cutaneous erythema

Other toxicity Lombar pain

Other toxicity Loss of weight because of pain after radiation Therapi.
N 1 1493 1

Other toxicity Loss of weight because of pain after radiation therapi.
. 1 1493 1

Other toxicity Loss of weight becuuse of pain after radiation Therapi.
. 1 1493 2

Other toxicity Lower leg oedema

Other toxicity Lower limb pain

Other toxicity Lower limb paresthesias

Other toxicity Lumbago

Other toxicity Lumbar pain

Other toxicity Lumbar pain Gl From 1 to 20 JAN 2015

Other toxicity Lumbar-sacral pain

Other toxicity Lung infection

Other toxicity Lymfocyten + leucocytes decreased

Other toxicity Lymfocytes low

1 1493 1

Other toxicity Lymfocytes: 0.5x10e9/1

Other toxicity Lymphocyt count decreased

Other toxicity Lymphocyte count decrease

Other toxicity Lymphocyte count decrease

(white blood cell decreased g ... 1 1493 1

Other toxicity Lymphocyte count decreased

Other toxicity Lymphocyte count decreased CTC AE gr. 3 and 2 alternatel

Other toxicity Lymphocyte count decreased. 11.9. Grade 2, 14.9. Grade 4

Other toxicity Lymphocyte count decreased. CTC Grade 2 at AUG 28 and fr

Other toxicity Lymphocyte count decreased. CTCAE 4 until 17.10.12; CTC

Other toxicity Lymphocytes count decreased

Other toxicity Lymphocytes count decreased grade 4 (28/08/2014-08/09/20

Other toxicity Lymphocytes decrease

Other toxicity Lymphoma of peripheral T lymphocyte origin of the mycosi

Other toxicity Lymphopenia

Other toxicity Lymphoycte count decreased

Other toxicity Lympohocytes count decreased

Other toxicity MICOSITIS

Other toxicity MILD HYPOGONADISM

Other toxicity MUCOSITIS

Other toxicity Malaise

Other toxicity Mandibular osteonecrosis

Other toxicity Mediootitis with the introduction of ventilation tube

1 ... 1 1493 1

Other toxicity Memory reduction

Other toxicity Mental problems

Other toxicity Meteorism, constipation

Other toxicity Microfrattura X costa

Other toxicity Middle ear inflammation

Other toxicity Mild conjunctival hyperemia with inferior corneal epitel

Other toxicity Mild dyserythropoiesis with megaloblastic changes

Other toxicity Mixed connectivity

Other toxicity Mood alteration

Other toxicity Mood alteration (irritable, angry, sad)
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Other toxicity Mood alteration swings

Other toxicity Mood alteration, anxiety

Other toxicity Mood alteration,euphoria

Other toxicity Mood alternation

Other toxicity Mood disturbance

Other toxicity Mucosit

Other toxicity Mucosite

Other toxicity Mucositis

Other toxicity Mucositis oral

Other toxicity Mukositis

Other toxicity Muscle weakness

Other toxicity Muscle cramp face

Other toxicity Muscle cramping in face

Other toxicity Muscle cramps

Other toxicity Muscle cramps, therapy: Magnesium
Other toxicity Muscle pain

Other toxicity Muscle spasms in hands

— AE Flu like symptoms,

. 1 1493 1
Muscle weaknes

Other toxicity

Other toxicity Muscle weakness

Other toxicity Muscle weakness.

Next cycle 50% dose reduction 1 1493 1

Other toxicity Musculoskeletal and

connective tissue disorder -

Other ... 1 1493 1

Other toxicity Muskoloskeletal pain

Other toxicity Myalgia

Other toxicity Myalgia grade 1

Mucositis grade 1 1 1493 1
Other toxicity Myalgia,

since high dose Melphalan 1 1493 1
Other toxicity Myopathy

Other toxicity Myopathy

Also Insomnia ctc grade 2 possible related to ... 1 1493 1
Other toxicity Myositis

Because of ongoing Myositis (consultation neur ... 1 1493 1
Other toxicity Nausea

Other toxicity Nausea and anorexia, TPV indicated

Other toxicity Nausea and vomit

Other toxicity Nausea and vomiting

Other toxicity Nausea gr. 1 and obstipation gr. 1

same start and enddate. 1 1493 1

Other toxicity Nausea;

Other toxicity Neuropathic grade 2 with pain/con med:1 tab lonalgal / gd
Other toxicity Neuropathic pain

Other toxicity Neuropathic pain grade 2

Other toxicity Neuropathic pain grade 3

Other toxicity Neuropathy

Other toxicity Neuropathy both legs and feet

Other toxicity Neuropathy in both legs and feets

Other toxicity Neuropathy right leg

Other toxicity Neuropathy, both feet

Other toxicity Neuropathy-sensory.

Also onset 23-5-2013 during cycloph ... 1 1493 1

Other toxicity Neuropati

Other toxicity Neuropatier

Other toxicity Neutropenia (second onset)/ overlap with HSC mobilizatio
Other toxicity Neutropenia grade 2

Other toxicity Neutrophilia

Other toxicity Night sweat

Other toxicity Night sweating

Other toxicity Night sweats

Other toxicity Non-cardiac thoracic pain

Other toxicity Nose bleed

Other toxicity Nousea

Other toxicity Obstipation

Other toxicity Oedema of lids of eyes (AE due to Fluconazol intake)
Other toxicity Oedema right upper extremites

Other toxicity Oedemia both ankles

Other toxicity Oedemia on both legs, therapy with Lasix

Other toxicity Oedimia on both ankles

Other toxicity Oesophagitis

Other toxicity Oesophagus carcinoa

Other toxicity Operation - fixation left humerus and left tibia
Other toxicity Oral Mucositis

Other toxicity Oral candida

Other toxicity Oral hypertrophy

Other toxicity Oral mucosities
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Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other

Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Also

Other
Other
Other
Other
Other

toxicity Oral mucositis
toxicity Oral mucositis and vaginal mucositis
toxicity Orthostatisme
toxicity Osteitis due to bisphosphonate
toxicity Osteonecrosis jaw
toxicity Osteonecrosis of the jaw (ONJ)
toxicity Osteopenia
toxicity Otitis
toxicity Otitis externa
toxicity Otitis externa (right ear) with staphylocoque epidermidis
toxicity PAIN
toxicity PNP. going to grade 2-3 and pain grade 3 in 06-03-2012.
toxicity Paget disease of the vulva - at a review of clinical sit
toxicity Pain
toxicity Pain (rib grade 1, abdominal cramping grade 2)
1 1493 1
toxicity Pain (right hip)
toxicity Pain ankles
toxicity Pain at lower left thorax
toxicity Pain back
toxicity Pain back and pelvis
toxicity Pain back continuing
toxicity Pain by PNP
toxicity Pain epigastrium
toxicity Pain feet
toxicity Pain in abdomen
toxicity Pain in extremity
AE Ankle bone fracture ctc gra ... 1 1493 1
toxicity Pain in extremity with tingling due to previously injury
toxicity Pain in left leg and enlargement. Ultrasound examination
toxicity Pain in legs, neuropathic pain start gabapentin on 07-11
toxicity Pain in right hip; also from 04/03/2014 till 18/11/2014;
toxicity Pain in shoulder/neck related to MM

In addition, back p

Other
Other
Other
Other

toxicity
toxicity
toxicity
toxicity

conclusion: arthrosis MC 1

Other
Other
Other

Pain right lower leg- start: 20.

Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
Other
D ...
Other
Other
Onset
Other
Other
Other
Other
Other
Other
Other

toxicity
toxicity
toxicity

toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
1 1493
toxicity
toxicity
ae constipation ctc grade
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity

patient received loperamide

Other
Other
Other
Other
Other
Other
Other
Other
Other
Other

toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity

1 1493 1
Pain in the neck
Pain in the right hip
Pain in the right leg
Pain joints hands and feet.
1 1493 1
Pain knee
Pain left leg
Pain left lower leg
01.2017 1 1493 1
Pain left side foot, cause unknown
Pain lower limbs (myopathy related to simvaststine inter
Pain of lumbal spine
Pain of spine after collapsel
Pain pelvis
Pain right thorax, due to progress of disease
Pain shoulder
Pain thorax
Pain to feet at rest in the evening
Pain, left shoulder = tendinitis
Pain; abdominal cramps
Painful swelling at the cervical level in the median.
1
Pancytopenia
Paralitic ileus.
2 18-0 ... 1 1493 1
Parestesie bilaterali alle punta delle dita delle mani
Paresthesias
Paresthesias (peripheral sensory neuropathy)
Pathological fracture of proximal humeral diaphysis
Patient experienced luch of appetite, he was hospitalize
Patient fell on his bicycle. No sequelae. Patient is doi
Patient has diarrhea
1 1493 1
Patient psychologically affected
Patient was aggressive with his family
Pelvis and hand pain (also insomnia gl from 05mar2013,
Peri orbital ecchymosis (hematoma)
Peri-anal fistula
Pericarditis
Periorbital edema
Peripheral Neuropathy
Peripheral edema
Peripheral neuropathies
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Other toxicity Peripheral neuropathy

Other toxicity Peripheral sensory Neuropathy

Other toxicity Peripheral sensory neuropathy

Other toxicity Peripheral sensory neuropathy grade 2

Other toxicity Peritheral motor neuropathy

Other toxicity Peritoneal

Other toxicity Petechiae

Other toxicity Pharyngitis

Other toxicity Pharyngitis

L4-L5 decompression in lumbar channel L4-L5 ... 1 1493 1
Other toxicity Pharyngitis (16/02/2012-17/02/2012)

cold (23/02/2012-06 1 1493 1

Other toxicity Pitting

Other toxicity Pituitary adenoma

Other toxicity Planned neurological surgery

Other toxicity Platelets count decreased tol38 000 at D 36
Other toxicity Platelets grade 3 (06-08-2012 till 15-08-2012)
WBC grad 1 1493 1

Other toxicity Pleura effusion

Other toxicity Pleuritic pain

Other toxicity Pleuritic pain

infection (flu like) 06.03.2014 until ... 1 1493 1
Other toxicity Pneumonia

Other toxicity Pneumonia, parenchyma progression right lower lobe, susp
Other toxicity Polineuropatia

Other toxicity Polydipsia. Feet dysesthesia G2 (06/02/2014)
Other toxicity Polyneuropathy

Other toxicity Polyneurophathy

Other toxicity Positive blood cultures staphylococcus hominis and strep
Other toxicity Post-erosion left knee

Other toxicity Presyncope, Orthostasis

Hypertension grade 3 end:25.11.2013 1 1493 1

Other toxicity Productive cough

Other toxicity Productive cough (LEVOXACIN until 02/04/2012)
Other toxicity Productive cough and fever max 38°

Other toxicity Profuse sweating; from 05/07/2017 to 07/07/2017 Priapism
Other toxicity Prostatitis

Other toxicity Pruritis, from 01/09/13 CTC gr 1

Other toxicity Pseudoarthrosis right femur (surgically treated)
Other toxicity Psych insomnia

Other toxicity Psychiatric disoders, delirium

Other toxicity Psychiatric disorder , depression

Depression recovered 1 1493 1

Other toxicity Psychiatric disorder gr 3 (and anxiety gr 2)
Other toxicity Psychiatric disorder hallucinations.

Bortezomib day 8 n 1493

Other toxicity Psychiatric disorder, mood alteration anxiety.
Also con 1 1493 1

Other toxicity Psychiatric disorder, mood alteration depression.
Actio ... 1 1493 1

Other toxicity Psychiatric disorders - anxiety

Other toxicity Psychiatric disorders: Depression

Other toxicity Psychiatric disorders: Restlessness

Other toxicity Psychiatric disorders: depression

Other toxicity Pulmonary embolism

2/bleeding from the nose gr.2 start: ... 1 1493 1

Other toxicity Rachis pain

Other toxicity Radiation therapy because of hip fracture due to MM
Other toxicity Radiusfracture

Other toxicity Rash maculo-papular (follow-up)

Other toxicity Rash without blistering

Other toxicity Reactive arthritis

Other toxicity Recurrent dermatomycosis of genitals

Other toxicity Recurrent night sweats

Other toxicity Redness to conjunctiva

Other toxicity Related to the injections with Bortezomib, the patient h
Other toxicity Renal colic

Other toxicity Respiratory infection

Other toxicity Respiratory tract infection

Other toxicity Respiratory tract infection eci

Other toxicity Restles the day he take Dexametasone every time
Other toxicity Restless

Other toxicity Restless the day he take Dexametsone

Other toxicity Restlessness

Other toxicity Restlessness, grade 1 in relation to Dexamethasone, ongo
Other toxicity Retention cyst in the axilla

2/fracture of the right up

1 1493 1
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Other
Other
Other
Other
Other

Also AE planned scar correction

Other
Other

+ left mandibular osteonecro

Other
Other
Other
Other
Other
Other
Other

toxicity
toxicity
toxicity
toxicity
toxicity

toxicity
toxicity

toxicity
toxicity
toxicity
toxicity
toxicity
toxicity
toxicity

plateltes co

Retinal detachment

Retinal tear

Retinopathy

Rhinitis infective; cyst at left foot G1 from 18 apr 19
Rib fracture eci

onset ... 1 1493 1
Richt leg pain

Right femur osteonecrosis

. 1 1493 1
SARS-CoV-2 infection

STIPSIS

Salpingo-oophorectomy

Sciatic nerve pain

Sciatic pain (Dose interrupted)

Sebaceous cyst or fibrolipoma

Second thrombocytopenia during this cycle
1493 1

Other toxicity Secundary MDS; panhypopituitarism (grade 3), from 04/11/
Other toxicity Sens. Neuropathie
Other toxicity Sensory neuropathy
Other toxicity Severe arthrosis
Other toxicity Shady
Other toxicity Shivering after zolendronat administration
Other toxicity Shoulder muscle pain, both sides
Other toxicity Shoulder pain
Other toxicity Shoulder trauma due to fall
Other toxicity Singultus
Other toxicity Sinuitis
Other toxicity Sinus infection (+ low back pain grade 2 start:15/10/201
Other toxicity Sinus pilonidalis
Other toxicity Sinusitis
Other toxicity Skin browning
Other toxicity Skin/catheter related infection. Treatment with oral Dal
Other toxicity Sleep disorder
Other toxicity Sleeping problems
Other toxicity Sleepless every night
Other toxicity Soft tissue infection-right toe
Other toxicity Soormucositis
Other toxicity Sora throat
Other toxicity Sore eyes with difficulty focusing
1 1493 1
Other toxicity Sore throat
Other toxicity Soreness related to the muscles while beeing treated wit
Other toxicity Spine pain
Other toxicity Spondilodiscite
Other toxicity Spondy atritis
Other toxicity Spontaneous fracture costa 4 right side after sneezing
Other toxicity Spontaneous fracture of the left clavicle: wearing guardian
Other toxicity Stiffness muscles when starting to move
Other toxicity Stipsis
Other toxicity Stye both eyes
Other toxicity Surgery for right shoulder tendon rupture
Other toxicity Swelling lower limb
Other toxicity Swelling of the face and abdomen
Other toxicity Symptomatic hypothyroidism
Other toxicity Syncopal episode
Other toxicity Syncope
Other toxicity Syncope, in relation to nausea and diarrhea
Other toxicity TRANSAMINASES INCREASE + GGT INCREASE G2
Other toxicity Taste alteration
Other toxicity Testicular bilateral pain
Other toxicity Testicular orchitis ROCEFIN
Other toxicity Testicular pain
Other toxicity The patient gets hospitalized with fever. Th test result
Other toxicity The patient has been hopitalized because of pains relate
Other toxicity The sense of fluid retention.
Other toxicity Thoracic herpes zoster
Other toxicity Thoracic pain
Other toxicity Tingling in the throat
Other toxicity Tinnitus
Other toxicity Tinnitus
1/syndrome after discontinuation of corticoste ... 1 1493 1
Other toxicity Tinnitus/con med: zinadol bid -stop date:1706/2013
Other toxicity Tooth extraction
Other toxicity Toothpain grade 2
Other toxicity Tracheite
Other toxicity Trauma con distorsione alla caviglia destra accidentale
Other toxicity Tremor
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Other toxicity Trigeminal neuralgia
Other toxicity Tubal ear infection
Other toxicity Ulcer right foot and infection
Other toxicity Upper airway infection. Should be mentioned under infec
Other toxicity Upper respiratory infection
Other toxicity Upper respiratory infection. Azitromax p.o.24/02 and 25/
Other toxicity Upper respiratory tract infection
Other toxicity Upper respiratory tract infection; also from 30/07/2015
Other toxicity Urinary tract infection
Other toxicity Urticaria
Other toxicity Vaginal hemorrhage (probably due to thrombocytopenia)
Other toxicity Vaginal pruritus
Other toxicity Vaginal spotting
Other toxicity Varicella
Other toxicity Varicella zoster
Other toxicity Vein thrombosis
Other toxicity Vertebral collapse
Other toxicity Vertebroplastica
Other toxicity Vertigo
Other toxicity Visual blurring.
1 1493 1
Other toxicity Visual hallucinations gril
Other toxicity Visual hallucinations, agitation and confusion probabyly
Other toxicity Vitamin D deficiency.
Also: Mood Alteration depression ... 1 1493 1
Other toxicity Vomiting
Other toxicity Vomiting
- white blood cells decreased, grade 4, start ... 1 1493 1
Other toxicity WBC
Other toxicity WBC count decreased
Other toxicity WBC decreased 2.8
Other toxicity WBC decreased grade 3 (1.2)
Other toxicity WBC grade 2
ANC grade 2 1 1493 1
Other toxicity WBC+ insomnia grade 2 from 17-12-2013 till 21-01-2014
Other toxicity WBC.
Other toxicity WBC1.6 on 28/03/2014; 22/04/2014=2.1; 3/5/2014=3.0
Other toxicity Water retention
Other toxicity Watering eyes
Other toxicity Watery eyes and nose
Other toxicity Wbc
Other toxicity Wbc decreased
Other toxicity Wegener granulomatosis
AE appeared in follow-up period, ... 1 1493 1
Other toxicity Weight decrease
Other toxicity Weight decreased, lack of appetite
Other toxicity Weight gain
Other toxicity Weight loss
Other toxicity Weight loss 8 kg
Other toxicity Weight loss and diarrohea
Other toxicity Weight loss more 13,7%
Other toxicity Weight loss of 13 kg.
Other toxicity Weight loss, anorexya
Other toxicity Weight loss, diarrhea (start 09/07/2013-stop 15/07/2013,
Other toxicity Weightloss
Other toxicity Weigth loss
Other toxicity White blood cell count decreased
Other toxicity White blood cell count decreased
(ANC not determined) 1 1493 1
Other toxicity White blood cell decreased
Other toxicity White blood cells
Other toxicity White blood cells decreased
Other toxicity White blood cells decreased
- AE bone marrow dysplasia, 1 1493 1
Other toxicity White blood cells decreased
— upper respiratory infecti 1 1493 1
Other toxicity White blood cells decreased
As of 05.09.2014 ongoing wi 1 1493 1
Other toxicity White blood cells decreased 18/10= 2.8, 21/10= 3.3, 23/1
Other toxicity White blood cells decreased 24/07 0.5, 26/07 0.1, 5/8 0.
Other toxicity Womiting
Other toxicity Worse eyesight
Other toxicity Wound fingers (cut fingers with sawing machine, ciproxin
Other toxicity Wrist pain
Other toxicity Zona zoster
Renal & urin. disorders Acute Kidney injury
Renal & urin. disorders Chronic Kidney disease
Renal & urin. disorders Hemorrhage
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Renal & urin. disorders Other 70 1493 79
Renal & urin. disorders Urinary retention 10 1493 10
Respir, thor, medias disorders Dyspnea 72 1493 89
Respir, thor, medias disorders Hemorrhage 3 1493 3
Respir, thor, medias disorders Hypoxia 3 1493 3
Respir, thor, medias disorders Inflammation 17 1493 17
Respir, thor, medias disorders Other 210 1493 236
Respir, thor, medias disorders Pulmonary edema 1 1493 1
Respir, thor, medias disorders Pulmonary fibrosis 1 1493 1
Respir, thor, medias disorders Pulmonary hypertension 1 1493 1
Respir, thor, medias disorders Respiratory failure 2 1493 2
Skin & subcutaneous disorders Erythema multiforme 60 1493 76
Skin & subcutaneous disorders Erythroderma 12 1493 15
Skin & subcutaneous disorders Other 270 1493 367
Skin & subcutaneous disorders Palmar-plantar erythrodysesthesia syndrome 1 1493 1
Skin & subcutaneous disorders Pruritus 49 1493 57
Skin & subcutaneous disorders Purpura 3 1493 3
Skin & subcutaneous disorders Rash acneiforme 48 1493 58
Skin & subcutaneous disorders Rash maculo-papular 106 1493 139
Thrombocytopenia 09-10-2013 till 13-10-2013 grade 3 and 4 1 1493 1
Thrombocytopenia 1 plt given 1 1493 1
Thrombocytopenia 1 x 1079/L 1 1493 1
Thrombocytopenia 10/12/2013 Platelets 140
09/01/2014 Platelets 245 1 1493 1
Thrombocytopenia 101000/mmec 1 1493 2
Thrombocytopenia 103000 1 1493 1
Thrombocytopenia 107.000/mmc plt 1 1493 1
Thrombocytopenia 109 x 10”3/mmc 1 1493 1
Thrombocytopenia 10x 10e9/1 2 1493 2
Thrombocytopenia 11 10*9/1 1 1493 1
Thrombocytopenia 11 x1.000/pl

1 1493
Thrombocytopenia 11.000/mmc 1 1493 1
Thrombocytopenia 11000 3 1493 3
Thrombocytopenia 110000 1 1493 1
Thrombocytopenia 113 1 1493 1
Thrombocytopenia 113000 1 1493 1
Thrombocytopenia 114 1 1493 1
Thrombocytopenia 114 x 10%9/1 1 1493 1
Thrombocytopenia 114000 1 1493 1
Thrombocytopenia 11° gg : 75 PLT
32° gg: 87 PLT 1 1493 1
Thrombocytopenia 12 1493
Thrombocytopenia 12 000/ul 1493
Thrombocytopenia 12/03/2014 Platelets 130
25/03/2014 Platelets 238. No 1 1493 1
Thrombocytopenia 12000 1 1493 1
Thrombocytopenia 120000 2 1493 2
Thrombocytopenia 121000 1 1493 1
Thrombocytopenia 122000 2 1493 2
Thrombocytopenia 124 x10%9/1 1 1493 1
Thrombocytopenia 124000-75000 1 1493 1
Thrombocytopenia 126 x10%9/1 1 1493 1
Thrombocytopenia 126000 2 1493 2
Thrombocytopenia 126000-54000-117000 1 1493 1
Thrombocytopenia 127 1 1493 2
Thrombocytopenia 127000 2 1493 2
Thrombocytopenia 127x10%9/1 1 1493 1
Thrombocytopenia 128000 1 1493 1
Thrombocytopenia 129000 1 1493 1
Thrombocytopenia 13 1 1493 1
Thrombocytopenia 13000 3 1493 3
Thrombocytopenia 133000 1 1493 1
Thrombocytopenia 138 x 10 *9 1 1493 1
Thrombocytopenia 139000mmc 1 1493 1
Thrombocytopenia 14 1 1493 1
Thrombocytopenia 14 10*9/1 2 1493 2
Thrombocytopenia 14 x 10*9/L 1 1493 1
Thrombocytopenia 14000 1 1493 1
Thrombocytopenia 144000 1 1493 1
Thrombocytopenia 147000 1 1493 1
Thrombocytopenia 148000 1 1493 1
Thrombocytopenia 15 1 1493 1
Thrombocytopenia 15.000/ul 1 1493 1
Thrombocytopenia 15000 2 1493 2
Thrombocytopenia 16.000/ul 1 1493 1
Thrombocytopenia 16000 2 1493 2
Thrombocytopenia 16000/mmc 1 1493 1
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

05/11/2013 Platelets 92

19/11

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

1

1493

17

17000

17x10%*9/L

18

19000

19x10*9/L

2 days of thrombocytopenia after 2 HDM
20000 plt

21

21 x10"9/L

21.12.-30.12.12; 11.1.-21.1.13

22/07 grade 2, 24/07 grade 3, 26/07 grade 4, 4/8 grade 3
22000

23/10 = 43, 25/10=21, 28/10= 4 30/10= 22, 1/11=17, 6/11=43
24

24000

24000 mmc

24000mmc

24k

25 x10*9/L

26 000/ul

26 FEB 2013: PLT=8000/mmc

29/10/2013 Platelets 119

1
3000/mmc PLT
31
32,000 mm3 platelets
33 10E9/L
35000/ul
37
38,000 mm3 platelets
39000
4 days of thrombopenia
4 days thrombocytopenia due to HDM
40 x 109/1
4000
42 10%9/1
42000
44000
46000/ul
48000
48000 /mmc
49 10%9/1

5

50 000/ul
5000 microliter
5000 /mmc
53 *107%9/L
53000

54 10%9/1
56 x 109/1
57

57 x10%9/1
58000

6

6 Gi/l

60

6000

6000 /mmc
60000
60000/mmc
62000
65.000

67

67 10E9/1
67000
69000

7

7 109/1
70

7000 ptls
70000

71

71 10%9/1
71000

72

73 x 10%9/1
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

> 50000 from 23/10/2014

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
toxicity observed
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

73*109/L
74*109/L
74000

78000
79000/mme
8.000/mmc
8000
8000/mmc
80000 platelets
82

83000

84000

85000

87000
88000/ul
89000

9000
9000/ul

91 000/ul
94.000 plateles/mmc
95 x 10*9/L

97
99
<25
> 20000 to 22/10/2014
1 1493 1
ANC 15.6 x 10 9/1
ANC 64.000
ANC 66 G/1

Baseline condition Thrombopenia ctc grade 3 why given pl
Baseline toxicity
Bloody diarrhoea. Haemorrhoids
Conta piastrinica diminuita
Cytopenia
Decreased platelets
Decreased thrombocytes
Expected thrombocytopenia 11 x 10e9/L
Fatigue
First Measurement of grade 1 tox was 18.08.2014, 127 10E
From 06-10-2012 until 10-10-2012 labvalues are 13
From 11.05.2014 trombocytopenia on 140 x 10"°9/L to 16.05
@3 15/07-12/08/2014 (Interrupted 07/08-27/08/2014)
G3 toxicity
GRADE 4 THROMBOCYTOPENIA OBSERVED ON CYCLES 6 AND 11
Grade 1
Grade 1 thrombocytopenia
Grade 2
Grade 4
Isolated thrombocytopenia
LAB findings only.
Lab findings
Lab findings only
Lab findings only.
Lab findings.
Lab results only
Lab values.
Labvalue is 66 X 10 9/L on 02-08-2013
Labvalue on 27-12-2012 is 35 x 109/L
Lap findings
Low grade trombocytopenia
Low platelet count
Low platelets
Low platelets from 5.jul.2014 to 11.jul.2014
Low platelets i blood samples
Low thrombocytes
Lowest Platelet count recorded was 12 on 10/AUG/2014
Lowest labvalue = 7*1079/1 on 29-03-2013
Lowest labvalue is 10 x x 10e9 /L on 20-10-2012
Lowest labvalue is 8x10e9/L on 14/07/2012
Lowest labvalue is on 01/10/2011: 14 0 x 10e9/L
Lowest platecount in this periode was 87 x 10E9/1
Malaise
Max toxicity 122 x 10e9/L
Maximum thrombocytopenia
1 1493 1
N 800/ul
Nadir 102 G/L
Nadir 115 G/L
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

Nadir 124 G/L

Nadir 128 G/L

Nadir 38 E9/1

Nadir 49 G/L

Nadir 52 G/L

Nadir 66 G/L

Nadir 74 10e9/L

Nadir 97 G/L

Nadir Platelated 44 10e9/L

Nadir Platelet 45 10e/L

Nadir for platelets = 92x10E9/L

Nadir il 16.9.2012 con 14000/mmc

Nadir platelet 57 10e/L

Nadir platelet 9x109/L, 31 aug and 1 sep 2013. Other CTC
Nadir thrombocytopenia (77 G/L)

Nadir value 23 109/L

Nadir value thrombocyte 8 109/L

Neut 810

Neutropenia (minimo anc 0.97 x 10e9/L)

Neutrophil count decresead

No

No bleeding

No disease observed

No hemorrahagic , trombocytopenia syntomatology

No new AE or worsened during current cycle, baseline

No toxicity

No, labvalue on 19-11-2012 is 71 x 109/L

No, only lab findings

No, only lab findings.

NoToxicity observed

Non

None

Normal event

Not clinical relevant. frequent with bortezumib and tran
On 01/09/2011 labvalue is 23 x 10e9/L, with the lowest 1
On 03/08/2012 value platelet count decreased to 70 10x9/L
On 05-03-2012 labvalue is 58 10e9 /L

On 05-09-2013 lowest labvalue is 9 x10*9/L

On 06-05-2013 labvalue is 51 x 109/L

On 06-07-2013 labvalue is 15 X 10 9/L

On 07-01-2012 lowest labvalue of 74 x 10 9/L

On 07-09-2012 labvalue is 15 x 109/L

On 08-12-2013 lowest labvalue=7*1079/1

On 10-05-2013 labvalue is 74 x 109/L

On 10-11-2011 and 11-11-2011 labvalue is 27 10e9 /L (low
On 12-09-2011 labvalue is 64 10e9 /L, on 16-09-2011 labv
On 13-03-2012 lowest labvalue: 26 x 10 9/1

On 16-08-2013 the lowest labvalue of 8 X 10 9/L

On 24-04-2013 labvalue is 12 x 109/L

On 31-03-2013 labvalue is 19 x 10 9/L, before this date
On lab values

Ongoing trombocytopenia

Only lab findings

21000/mmec

49000 /mmc

52000/mmc, increased to P 94000/mmc on 17.9.2012
69000/mmec

70000/mme

79000/mme

88000 /mmc

PLATELET 15000

PLATELET 28000

PLATELET 37000

PLATELET 72.000

PLATELETS 85000

PLATELETS 92000

PLT

PLT < 20000

PLT nadir 24000/mmc

PLT 10 x1.000/ul

Lol BuvaUvRL vl ALY

1 1493 1

PLT 10.000 mmc

PLT 10.000/mmc

PLT 10000/mmc

PLT 103

PLT 105000/mmc

PLT 107000/mmc

PLT 109.000
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Thrombocytopenia

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

PLT

PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT
PLT

11 x1.000/ul
1 1493 1
11000/mmc (lower value)
110000/mmc
111.000
111.000/mmc
118.000/mmc
12.2 x 10 9/1
124
13
13.000/mmc
13000 /mmc
130000/mmc (lower value observed)
133
133000/mmc (lower value observed)
14
14.000/mmc
14000 /mmc
149000 ul
15.5 x 10 9/1
15000/mme
16.3 x 10 9/1
16.4 x 10 9/1
16000 /mmc
16G/L
17 x 10 9/1
17.000/mmc
17000
17000 mmc
17000 /mmc
18000 /mmc
19000
19000/mme
19000/ul
20.8 x 10 9/1
20000 23/12/2013
20000/mmc
21.000/mmec
22000/mmec
22k
23000/mmc
24000/mmec
25.7 x 10 9/1
25000/mmc
27.000
27.3 x 10 9/1
27.6 x 10 9/1
27000/mmec
29
3000/mmec
31000/mmec (nadir)
32 10%9/1
32000/mmc
33 x 10 9/1
33 x 10/9
33.9 x 10 9/1
33000/mmc (lower value)
35.000/mm3
35000/mmc
36.000
36000/mmc
37,400
37.5 x 10 9/1
37000
37000/mmc
38000
39000 ul
4000
4000 /mmec
41 x 10 9/1
41x 10 9/1
42.000/mmc at +29 VS PLT 220.000/mmc at +1
42000 on 18/02/2014
42000 /mmc
43,1x 10 9/1
43,5 x 10 9/1
43. Depest level (gr 3) between 26.06 and 4.07.2014
43000/mmc

PFRRPRPRPRRPRPRPRENRRERRNRRRRRRRRNNRNRRRRENRRRNNRRPWORRPRRRERRRRRNNRRNRRPRRRRRRRRRRRRRR R R R R R R

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

FPRRPRPRPRPRPRPRPNRRRRNRRRRRRRRENNRNRRRRNRRRNNRRPWORRPRRRERRRRRNNRRNRRRRRRRRRRRRRRRRR R R R R R



HOVON-95: NON-SERIOUS ADVERSE EVENTS Monday November 25 14:37:47 2024

Thrombocytopenia PLT 46000/mm3
Thrombocytopenia PLT 46000/mmc (lower value)
Thrombocytopenia PLT 47.000/mmc
Thrombocytopenia PLT 47.1 x 10 9/1
Thrombocytopenia PLT 47000
Thrombocytopenia PLT 48.2 x 10 9/1
Thrombocytopenia PLT 48000/mmc
Thrombocytopenia PLT 49000
Thrombocytopenia PLT 50 G/L 16.05.2014
Thrombocytopenia PLT 50 x 10/9
Thrombocytopenia PLT 5000/mmc
Thrombocytopenia PLT 51000/mmc
Thrombocytopenia PLT 52000/mmc
Thrombocytopenia PLT 53000/mmc
Thrombocytopenia PLT 55
Thrombocytopenia PLT 56 x 10 9/1
Thrombocytopenia PLT 56.000
Thrombocytopenia PLT 56.7 x 10 9/1
1/PLT 71.6 x 10 9/1 gr.2 start:17/01/2014 1 1493
Thrombocytopenia PLT 56000 EPO
Thrombocytopenia PLT 57000/mmc
Thrombocytopenia PLT 58.000/ul
Thrombocytopenia PLT 6 x 10"3 / mmc
Thrombocytopenia PLT 6 x 10e9/1
Thrombocytopenia PLT 6000/mmc
Thrombocytopenia PLT 6000/mmc /30000PLT
Thrombocytopenia PLT 60000/mmc
Thrombocytopenia PLT 61
Thrombocytopenia PLT 61.3 x 10 9/1
Thrombocytopenia PLT 61.5 x 10 9/1
Thrombocytopenia PLT 61000
Thrombocytopenia PLT 63.000/mmc
Thrombocytopenia PLT 63.4 x 10 9/1
Thrombocytopenia PLT 63.8 x 10 9/1
Thrombocytopenia PLT 64 x 10/9
Thrombocytopenia PLT 65 x 10 9/1
1/PLT 61.7 x 10 9/1 gr. 2 start:25/05/2 ... 1 1493
Thrombocytopenia PLT 65000/mmc
Thrombocytopenia PLT 66 22/12/2014
Thrombocytopenia PLT 66.000
Thrombocytopenia PLT 66000/mmc
Thrombocytopenia PLT 67000/mmc
Thrombocytopenia PLT 68
Thrombocytopenia PLT 68000/mmc
Thrombocytopenia PLT 69.000/mm3
Thrombocytopenia PLT 69000/mmc
Thrombocytopenia PLT 6x10°3/mmc
Thrombocytopenia PLT 7.8 x 10 9/1
Thrombocytopenia PLT 70 x 10E3/ulL
Thrombocytopenia PLT 7000/mmc
Thrombocytopenia PLT 70k
Thrombocytopenia PLT 71
Thrombocytopenia PLT 71.000
Thrombocytopenia PLT 72.8 x 10 9/1
1/PLT 66.9 x 10 9/1 gr.2 start:10/10/ ... 1 1493
Thrombocytopenia PLT 72000/mmc
Thrombocytopenia PLT 73.000/mmc
Thrombocytopenia PLT 73.7 x 10 9/1
Thrombocytopenia PLT 73000/mmc
Thrombocytopenia PLT 74000
Thrombocytopenia PLT 74000/mmc
Thrombocytopenia PLT 75.000/mmc
Thrombocytopenia PLT 75.000/mmc at +11
Thrombocytopenia PLT 76000/mmc
Thrombocytopenia PLT 77000/mmc
Thrombocytopenia PLT 78.000/mmc
Thrombocytopenia PLT 78000/mmc
Thrombocytopenia PLT 8.1 x 10 9/1
Thrombocytopenia PLT 80 x 1079/L
Thrombocytopenia PLT 80.000/mmc
Thrombocytopenia PLT 8000/mmc
Thrombocytopenia PLT 81.000/mmc

1 1493
Thrombocytopenia PLT 81000
Thrombocytopenia PLT 82000/mmc
Thrombocytopenia PLT 87.000
Thrombocytopenia PLT 87000/mmc
Thrombocytopenia PLT 88000
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

PLT 89000 ul

PLT 9.9 x 10 9/1
PLT 9000/mmc

PLT 90000/mmc
PLT 91 K

PLT 92000/mmc (lower value)

1 1493
PLT 93000/mmc

PLT 93000/mmc VS PLT 307000/mmc before VMP

PLT 95000/mmc

PLT 96.000

PLT 99 x 1079 / L
PLT 99000/mmc

PLT 9x1000/mmc

PLT < 10000/mmc
PLT <50000-25000/mmc
PLT = 84000

PLT = 98

PLT =40

PLT > 20000

PLT DECREASED

PLT ca. 70

PLT decreased

PLT level 35 21.08.2014

PLT values 73.000/ulL

PLT values: 53x1000/ulL

PLT15000/mmc
PLT88000/mmc

PLT: 10.000

PLT: 58 x 1000/mmc
PLT: 68000/mmc
PLT: 85.000/mmc
PLT:102.000/mmc
PLT< 20000/mmc
PLT< 36000/mmc
PLT<10000/mmc
PLT<20 G/L
PLT<25000
PLT<25000/mmc
PLT<LLN MA >75000mmc

1

PLT<nl but >75.000 (96.000/mmc)

PLT= 11000/mmc
PLT= 127000/mmc
PLT= 67000/mmc
PLT= 80000/mmc
PLT= 86.000
PLT= 86000/mmc
PLT= 95000mmc
PLT= 98000/mmc
PLT= 99000/mmc
PLT=104000/mmc
PLT=106000/mmc
PLT=110000/mmc
PLT=111000
PLT=111000/mmc
PLT=112000/mmc
PLT=116000/mmc
PLT=117000/mmc
PLT=123000/mmc
PLT=125000/mmc
PLT=126000/mmc
PLT=128000/mmc
PLT=129000/mmc
PLT=134000/mmc
PLT=137000/mmc
PLT=17000/mmc
PLT=22000/mmc
PLT=25000/mmc
PLT=31000/mmc
PLT=35000/mmc
PLT=38000/mmc
PLT=39000/mmc
PLT=43000/mmc
PLT=48000/mmc
PLT=49000/mmc
PLT=50000/mmc
PLT=51000/mc
PLT=53000/MMC
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
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Thrombocytopenia
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

PLT=53000/mmc
PLT=57000/MMC
PLT=60000/mmc
PLT=68000/mmc
PLT=69000/mmc
PLT=7000

PLT=70000/mmc
PLT=72000/mmc
PLT=75000/mm3
PLT=75000/mmc

PLT=75000/mmc, plt=38.000 from 26/4/2018 ongoing at visi

PLT=76000/mmc
PLT=80000/mmc
PLT=82000/mmc
PLT=83000/mmc
PLT=85000/mmc
PLT=87000/mmc
PLT=88000/mmc
PLT=89000/MMC
PLT=91000/mmc
PLT=94000/mmc
PLT=95000/mmc
PLT=96000/mmc
PLT=98000/mmc
PLTS

PLTS 10000
PLTS 102000
PLTS 132

PLTS 132000
PLTS 140

PLTS 17

PLTS 59000
PLTS 6000
PLTS 60000
PLTS 65000
PLTS 8000
PLTS 9000
PLTS 95000
PLTS 98000
PLTS: 32.000
PLTS: 85000
PLTS: 98.000
PLTs 102

PLTs 108

PLTs 11000
PLTs 124

PLTs 15000
PLTs 66000
PLTs 9000
PLTs < 10000 mm3
PLTs below 25000

PLTs decreased less than 25,000/mm3
PLTs less than 25,000/mm3

PTL 11000
PTL 19000

PTL 26000

PTL 28000

PTL 30000

PTL 32000

PTL 36 x 10"3/mmc
PTL 38x1079/L
PTL 50000

PTL 52000

PTL 54000

PTL 56000

PTL 6000

PTL 62 x 10%9/L
PTL 62000

PTL 68000

PTL 70000

PTL 80 x 10"9/L
PTL 8000

PTL 82000

PTLS 10.000
PTLS 129.000
PTLS 20000

PTLS 2200

PTLS 23000
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Thrombocytopenia
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

Epistaxis start 27.02.2014 sto

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

PTLS 4000
PTLS 48.000
PTLS 52.000
PTLS 9000
PTLS 91000

Monday November 25 14:37:47 2024 Page 59

Patient has during this cycle had platelets within norma
Piastrine 100.000/mmc

Piastrine 127000

Piastrine 38.000/mmc

Piastrine 41.000/mmc

Piastrine 49.000/mmc

Piastrine 57.000/mmc

Piastrine 60000 microlitro

Piastrine 64.000/mmc

Piastrine inferiori 10000 microlitro
Piastrine inferiori a 10000

Piastrine inferiori a 10000 microlitro

Piastrinipenia
Piastrinoepnia
Piastrinopenia
Piastrinopenia
Piastrinopenia
Piastrinopenia
Piastrinopenia
Piastrinopenia
Piastrinopenie

130000
61000
69000
grave
severa

Piatrinopenia 101000
Piatrinopenia 63000
Piatrinopenia 68000

Plat 85

Plated count 41000/mmc (nadir)
Plated count 44000/mmc (nadir)
Plated count 96000/mmc

Platel count decreased
Platelated 64 10e9/L

Platelet

Platelet count decreased

Platelet 120x1079/L

Platelet 123000/mmc

Platelet 139x10%9/L

Platelet 15x 10 9/L. Tha patient had a platelet transfusion
Platelet 18000/mmc

Platelet 30000

Platelet 34 10e9/L

Platelet 47 10e9/L

Platelet 5 109/L 11/2/2013 the patient had 4 platelet tr
Platelet 56 x109/L 24 May2013

Platelet 6, platelet transfusion

Platelet 63,000/mm3

Platelet 64

Platelet 66 10x9/L

Platelet 69

Platelet 71000
Platelet 78000
Platelet 84000
Platelet 85000

Platelet 85000/mmc
Platelet 87 x 10 9/L

Platelet 9.000

mm3

Platelet = 41.000
Platelet >50 G/1

Platelet Count
Platelet count
Platelet count
Platelet count
Platelet count
Platelet count
. 1
Platelet count
Platelet count
Platelet count
Platelet count
Platelet count
Platelet count
Platelet count
Platelet count

of 8 x10E9/1 on 18.MAY.2014

72 G/1
decrease
decreased
decreased

1493 1
decreased 134
decreased on 27-12-2011 to 23 10e9 /L. an
decreased to 135 000 at D15
decreased to 4 103/mm?3
decreased to 52 10x9/L
decreased to 6 103/mm3
decreased: 60 10.9/1
down to 55

Platelet decrease
Platelet decreased

[
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Platelets 159 10/01/2014
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Platelets 106 14/07/2014
Plat ... 1 1493
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Platelets 149 02/06/2014
Plate ... 1 1493

Platelet
Platelet
Platelet
Platelet
Platelet
Platelet
Platelet
Platelet
Plateletc
Plateletc
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets

Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets

1
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets

1

decreased (158 000

Page 60

decreased (88 000),no treatment needed
decreased (not less than 111000 no platelet inf
decreased but no bleeding (20000/mm3) 09/12/201

decreased to 111000
decreased to 92 000/mm?

decreased until 104000 no thrombocytopenia at 0

infusion 7-12-2012
ount decreased

ount decreased, lowest Count 47 10E9/1 on 31.MA

= 117 x10E9/L

10 (7/8/2014) 71 (12/8/2014),

10-22 this period
10.000/mmc
10.400/mmc

106 G/1

109 G/1
11.000/mmc

118 30/12/2013

1 1493 1
12.000/mmc

122

124

124 G/1

13 000

131 G/1

133.000

138 30/06/2014

14.000/mmc
14000/mme

143 *10.9 /L
15000/mmc
16000 /mmc

17 109/1
17x10%9/L at 08-07-2013
22000

26000
32.000/mmc
32000 n ab
33x10(9) /L
36.000/mmc
36000 n ab

105 (22/08/2015)

37 27/06 and platelets 35 01/07 , gr.3

37.000/mmc
4000/mmc

41 10 10x9/L
41 10x9/L

43 G/1)

46 10x9/L
46.000/mmc
5.000/mmc
50-60.000/mmc
5000/mmc
6.000/mmc
61.000/mmc
63.000/mmc
65*10e9L in one bloodsampel
68.000/mmc

70 G/1
70.000/mmc
72000

74 10E9/L

76 Gi/l

76 .000/mmc
77.000/mmc
79.000/mmc

8

8000 /mmc
82000/ul
85.000/mmc
9.000/mmc
91.000/mm3

97 22/05/2014
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
. 1

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Plt > 24000

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

1493

Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
1
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets
Platelets

Page 61

97 Gi/1

98 G/L

< 10.000

< 10.000/mmc

< 100.000/mmc

<25

<25.000/ul

= 61

= 87x10E9/L

count

count decrease

count decrease (83000/mmc)

count decreased

count decreased - multiple myeloma related
count decreased to 146 000 at D 15

count decreased to 19 103/mm?® transfusions n .
count decreased to 28 103/mm?® resolved to gr ... 1
count decreased to 61000

count decreased to 99 000 at D15

count decreased tol4l 000

count decrese (min 36000 x10e9/L); from 24 dec

decrease

decrease: 35000/mmg (range:150000-400000/mmq)
decrease:119000/MMC

decreased

decreased (7000),platelets transfusion needed

PORRPRRPRRERRRRRRR

[

AR RN R R

decreased to 102 000/mm?
decreased to 12000/mm3 platelet transfusion needed 1
decreased to 64 10%/mm® resolved to grade 1 ... 1
decreased to 80 000/mm? during this cycle

decreased to 81 000/mm3 1
decreased, nadir on 13.05.2014 = 19 x10E9/L

grade 3 (42)

nadir 7 G/L (29.05.2014)

[

i

Platelets of 105 x10 9/1
Platelets of 158 on
Platelets of 50 109/1
Platelets of 7 x10E9/1
Platelets of 8x 10 9/L
Platelets/mm3 66,000
Platelets: 44 000/uL
Platelets: 5 G/1

Platelets: 77000/mmg ( range: 150000- 400000/mmqg)

Platelets: 90000

Platlet count <25000/mmc

Platlet count decrased PLT 18000/mmc
Platlet count decreased

Platlets 96 x10E9/L on 31.01.2014
Platltes count 10000/mmc

Plt

Plt 16000 ul lower during transplant iter

1 1493 1
Plt 10.000/ul
Plt 10000
Plt 10000 ul
Plt 10000 ul (03/09/2012)
P1lt 104.000/mmc
Plt 105
Plt 108
Plt 108000
Plt 109000 ul
Plt 10x 1000/mcl
Plt 11 x10™9/L
Plt 110000
Plt 114000 ul
Plt 116.000
Plt 116000 ul
Plt 118000 ul
Plt 119 x 1079/1
Plt 119000 ul
Plt 12000
Plt 12000/mmc
Plt 120000 ul
Plt 123000 ul
Plt 127
Plt 129000 ul
Plt 12k
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

Plt 17000 mmc (day 9)

Plt 11000

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

1

Plt 30000 mm3 (day 5,10)

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

Plt 50000 GR 2 to 06/01/2014

Thrombocytopenia

Plt 50000 to 26/12/2013 GR2

Pl ... 1
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Plt 81000 (GR1)

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

NOT GIVEN Bortezomib C4D32

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

GR 1 from 29/08/16 ONGOING
GR 2 from 08/07/2021

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

Plt 101000 in date 10/07/12

Thrombocytopenia
Thrombocytopenia

1493

Plt
Plt
Plt
Plt

1493

Plt
Plt
Plt
Plt
Plt

Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt

Plt

Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt

in date 24/08/2012

Plt
Plt
Plt

Plt
Plt
Plt
Plt
Plt
Plt

Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt
Plt

(GR1)

Plt
Plt

13000
131000
13k
14000 mmc (day 8)

1
144.000
144000
16 000/ul
16000
16000 mm3 (day 7)

1 1493 1
165 x10"3/mmc
17 000/ul
17.000/ul
17k
18000 ul
18k
19000/ul
20000
20000 to 04/01/2014

1 1493 1

20000 to 23/12/2013
1
21 x 1073 /mmc
22000/mmec
22k
23000
23k
24000
24k

26000 lower during transplant iter
28000
29k
30000
31000
31k
32.000
32k
33000
34000 ul
35000
4000/mmc
40000
41000
1 1493
42k (TREATMENT DEFINITELY DISCONTINUED)
43000
44000
1 1493
45000 lower during transplant iter
46 000/ul
46000
47 000/ul
47k
48000

1493 1
a8k
5 x 1073/mmc
51000
51k
52 x10%9/L
52000 ul
52000 ul - 45000 ul (GR3 - 27/03/2012)
54k
57 x 10%9/1
57x10 9/1
59x1079
60
60 x 1079/L
60000 ul
63000
63000
1 1493
63000 ul
64000

Page 62

lower during
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Thrombocytopenia Plt 64k

Thrombocytopenia Plt 65000

Thrombocytopenia Plt 65k

Thrombocytopenia Plt 66 000/ul

Thrombocytopenia Plt 67000 ul lower during 2 cycle
Thrombocytopenia Plt 68000 ul

Thrombocytopenia Plt 69 x 10"3/mmc

Thrombocytopenia Plt 69k

Thrombocytopenia Plt 7 x 10%9/L

Thrombocytopenia P1lt 7000 ul

Thrombocytopenia P1lt 7000/mmc

Thrombocytopenia Plt 70000 mmc

Plt 111000 mmc (GR1l) from 19/06/2012 to ... 1 1493 1
Thrombocytopenia Plt 71 x 10"9/L

Thrombocytopenia P1lt 71000

Thrombocytopenia Plt 71k

Thrombocytopenia P1lt 73.000/ul

Thrombocytopenia Plt 74000 ul

Thrombocytopenia Plt 75

Thrombocytopenia Plt 77000 ul

Thrombocytopenia P1lt 78000

Thrombocytopenia Plt 7k

Thrombocytopenia Plt 8 x 10"3/mmc

Thrombocytopenia P1lt 80 000/ul

Thrombocytopenia Plt 8000 ul

Thrombocytopenia P1lt 8000/mmc

Thrombocytopenia P1lt 8000/ul

Thrombocytopenia P1lt 81000

Thrombocytopenia Plt 82000 ul

Thrombocytopenia Plt 83000

Thrombocytopenia Plt 83000 ul

P1lt 54000 ul 08/07/2015 1 1493 1
Thrombocytopenia P1lt 87000

Thrombocytopenia P1lt 87000 ul

Thrombocytopenia Plt 87k

Thrombocytopenia Plt 87x10e9 5/7/2012-9/7/2012
Thrombocytopenia P1lt 88000

Thrombocytopenia Plt 89

Thrombocytopenia Plt 8k

Thrombocytopenia Plt 9 x 10"3/mmc

Thrombocytopenia P1lt 9000

Thrombocytopenia Plt 90000 lower during transplant iter
Thrombocytopenia Plt 90000 mmc

Thrombocytopenia Plt 90k

Thrombocytopenia P1lt 91000 ul

Thrombocytopenia Plt 93 x 107%9/L

Thrombocytopenia P1lt 93000 ul

Thrombocytopenia P1lt 95 000/ul

Thrombocytopenia Plt 96.000

Thrombocytopenia P1lt 97 000/ul

Thrombocytopenia P1lt 98.000

Thrombocytopenia Plt 99

Thrombocytopenia P1lt 99.000/ul

Thrombocytopenia Plt 9k

Thrombocytopenia Plt < 20000/day 7,9,10,11

Plt > 20000/day 15 1 1493 1
Thrombocytopenia Plt < 20000/day 8,9,10

Plt > 20000/day 11 GR3 1 1493 1
Thrombocytopenia Plt < 25000 (dal 2/7/2012 al 6/07/2012) GR4
Plt <50000 ... 1 1493 1

Thrombocytopenia Plt < 25000 mmc/day8 GR4

Plt > 20000 mmc/daylo0 1 1493 1
Thrombocytopenia Plt < 50000 - 25000/mmc

Plt > 75000/mmc (from 12/03/201 ... 1 1493 1
Thrombocytopenia Plt <20000 dal 10.2.2013 al 13.2.2013
Thrombocytopenia Plt <20000 il 02.11.2012
Thrombocytopenia Plt =23000

Thrombocytopenia Plt =77.000

Thrombocytopenia P1lt > 20000

Thrombocytopenia Plt > 20000mmc/dayl0;

Transfusion support 1 apheresis ... 1 1493 1
Thrombocytopenia Plt >20000 ul

Thrombocytopenia Plt GR 4 from 22/10/2012 to 06/10/2012 nadir 11000 ul
Thrombocytopenia Plt decrease

Thrombocytopenia Plt decreased

Thrombocytopenia P1t9000/ul

Thrombocytopenia Plt: 111000/mmc

Thrombocytopenia Plt: 76.000/ul
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

P1lt:26x10"3/mmc
Plt:78x10"3/mmc
P1t:95000
P1t<25000

Plt<LLN MA >75.000/mmc
P1lt<LLN but >75.000/mmc

P1t=108000/mmc
P1t=133000/mmc
P1t=41.000/mmc

Plt=
Plt=
Plt>
Plta
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Plts
Pre-
Pre-
ptl

Ptl

Ptl

Ptl

Ptl

Ptl

ptl

Ptl

Ptl

Ptl

Ptl

58,000
65.000
25000
telets = 58x1079/L intermittent grade 2 until 12Marc

4000
8 , (transfusion of 3 pockets of PLTS)
10.0 x 10 9/1
103000
104000
108000
11
11.000
114
114000
116
125000
13.000
13000
130000
131000
135000
137000
141x10e9
142 g/L
142000
143
144000
149000
15000
17.000
21000 at nadir
22.000 ( plts 65.000 from 28/02/2012 to 25/03/2012)
23000
28000/ul
30000
37.000
38000
5
5000
5000/mmc
59000
6
6000
61x10e9/L
68
7
78000
86
88
88000
89000
9 transfusion of 2 pockets od PLTS and 1 pocket o
9000
92000
94000
existing
existing grade 3 thrombocytopenia, during the cycle
10000
102000
11000
111 x10"9/mmc
116 x 1079/L
119000
12.000
13 x 10™9/L
13000
131.000
132000
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Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
G 4 FRO

Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia
Thrombocytopenia

1493

Ptl 14000
Ptl 141000
Ptl 144.000
Ptl 15000
Ptl 16000
Ptl 20000
Ptl 22000
Ptl 34000
Ptl 39000
Ptl 4000

Ptl 49000
Ptl 6000

Ptl 62000
Ptl 65000
Ptl 6x107"3/mmc
Ptl 7000

Ptl 73 x 10"9/L
Ptl 7x1079/mmc
Ptl 9000

Ptl 98000
Ptl 99 x 10%9/L
Ptl < 20000
Ptls

Ptls 12.000
Ptls 12000
Ptls 135.000
Ptls 15000
Ptls 16.000
Ptls 18000
Ptls 20.000
Ptls 23000
Ptls 29000
Ptls 32000
Ptls 34.000
Ptls 4000
Ptls 6000
Ptls 60000
Ptls 61.000
Ptls 7.000
Ptls 7000
Ptls 9.000
Ptls 9000
Ptls 94000
SCT

Sct

See above: thrombocytopenia
Severe thrombocytopenia

THRBOCYTOPENIA
THROMBOCYTOPENTIA
THROMBOCYTOPENIA

THROMBOCYTOPENIA - G3 FROM 16/12/13 TO 14/1/14,

PLT < 10.000/mmc

1
THROMBOCYTOPENIA 38 DAYS OF NADIR
THROMBOCYTOPENIA 85.000
THROMBOCYTOPENIA 92.000
THROMBOCYTOPENIA GRADE 2
THROMBOCYTOPENIA PLT < 10000/mmc
THROMBOCYTOPENIA PLT < 25000/mmc
THROMBOCYTOPENIA SPONTANEOUSLY RESOLVED
THROMBOCYTOPENIA WITHOUT BLEEDING
THROMBOYTOPENIA
TPK 62
TPK 92
TROMBOCYTOPENIA
TZhrombopenia 71 gi/l
Tc 66 G/1
Tc 72 G/1
Tc 74 G/1
Tc < LLN 150 G/1
Tc <50G/1 10./12./14.6.2013

Tc = 13 G/L
Tc = 40 G/L
Tc = 62 G/L
Tc = 90 G/L
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The labvalue of 68x10 9/1 on 02/12/2013

The lowest labvalue of 17X10 9/L on 24/08/2014.
The lowest labvalue of 20X109/L on 04/08/2014
The lowest labvalue of 23X109/L on 28/11/2013

N
PURARPRPRPRPRPRPRRRRRRRRRRRRRPRRNRRNRRRRRRRRRNRRRRRRRRRRER

FRRPRPRPREPRPRPRPRPRERRERRNRRRRRRRRRRR

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

@
PORORRPREPREPEPRPREPEEPPRRRPERERPRPRERRPRERRENRRNRRRRRRRRRNRRRRRRRRRRER

PFRRPRPRPRPRPRPRPREPRERERERNRRRRRRRRRRR



HOVON-95: NON-SERIOUS ADVERSE EVENTS Monday November 25 14:37:47 2024 Page 66

Thrombocytopenia The lowest labvalue of 5.0 X109/1 on 12/08/2014
Thrombocytopenia The lowest labvalue of 50.0X10 9/1 on 14/10/2013
Thrombocytopenia The lowest labvalue of 51X10 9/L on 31/03/2014; thromboc
Thrombocytopenia The lowest labvalue of 61 x 109/L.
Thrombocytopenia The lowest labvalue of 68X109/L on 27/08/2014.
Thromboc 1 1493 1
Thrombocytopenia The lowest labvalue of 68x10 9/1 on 03/01/2014.
Thrombocytopenia The lowest labvalues of 22 x 109/1 on 08/08/2013
Thrombocytopenia The lowest platelet number of 13 X 109/L on 18/05/2014
Thrombocytopenia The lowest thrombocyte number of 6.0X10 9/L on 04/05/2014
Thrombocytopenia The lowest value of 12 x 109/L on 14/01/2014;
thrombocy ... 1 1493 1
Thrombocytopenia The lowest value of 7.0X10 9/L on 31/12/2013
Thrombocytopenia The maximum grade of thrombocytopenia was observed when
Thrombocytopenia The value of 8x10 9/1 on 14/06/2014
Thrombocytopenia Thombocytopenia
Thrombocytopenia Thormbocytopenia
Thrombocytopenia Thormobocytopenia
Thrombocytopenia Thrmbocytopenia
Thrombocytopenia Throbocytopenia
Thrombocytopenia Thrombocitopenia
Thrombocytopenia Thrombocitopenia plt 34x10e9/L
Thrombocytopenia Thrombocitopenia. plt 25 x 10e9/L
Thrombocytopenia Thrombocyopenia
Thrombocytopenia Thrombocyte 114 x 10 9/1
Thrombocytopenia Thrombocytemia
Thrombocytopenia Thrombocytes 22 G/L on date 21.07.2013
Thrombocytopenia Thrombocytes 6 x 10.9/1
Thrombocytopenia Thrombocytes 62 10* 9/1
Thrombocytopenia Thrombocytes 64 x 10 9/1
Thrombocytopenia Thrombocytes nadir 9 G/L
Thrombocytopenia Thrombocytes of 161 x10 9/1 on 30.0CT.2013

1 1493 1
Thrombocytopenia Thrombocytopena
Thrombocytopenia Thrombocytopenia
Thrombocytopenia Thrombocytopenia

10 1493 21

Thrombocytopenia Thrombocytopenia (97Gi/1)
Thrombocytopenia Thrombocytopenia (decreased platelets count)
Thrombocytopenia Thrombocytopenia (nadir 94 G/L)
Thrombocytopenia Thrombocytopenia 117 Gi/1l
Thrombocytopenia Thrombocytopenia 28.07.2014 was 127 x 10>9/L and on 21.0
Thrombocytopenia Thrombocytopenia 48000/ul
Thrombocytopenia Thrombocytopenia 89 G/L
Thrombocytopenia Thrombocytopenia CTCAE gr. 2
Thrombocytopenia Thrombocytopenia G3
Thrombocytopenia Thrombocytopenia G4
Thrombocytopenia Thrombocytopenia determines the non-execution of the day
Thrombocytopenia Thrombocytopenia due to HDM
Thrombocytopenia Thrombocytopenia during maintenance
Thrombocytopenia Thrombocytopenia for 6 days
Thrombocytopenia Thrombocytopenia gr2
Thrombocytopenia Thrombocytopenia gr4
Thrombocytopenia Thrombocytopenia grade 3
Thrombocytopenia Thrombocytopenia grade 3 / transfusion of 3 plt units fr
Thrombocytopenia Thrombocytopenia grade 3/ 2 plt given
Thrombocytopenia Thrombocytopenia grade 4
Thrombocytopenia Thrombocytopenia grade 4 for 4 days
Thrombocytopenia Thrombocytopenia wbc 74 x 10e9/L
Thrombocytopenia Thrombocytopenia without bleeding
Thrombocytopenia Thrombocytopenia, 60Gi/1l
Thrombocytopenia Thrombocytopenia, at 25-06-2013 grade 4, but this is pro
Thrombocytopenia Thrombocytopenia, on 19-12-2011 labvalue is 50 x 109/L
Thrombocytopenia Thrombocytopenia.
Thrombocytopenia Thrombocytopenta - trc 11
Thrombocytopenia Thrombopenia
Thrombocytopenia Thrombopenia
Onging to a higher ctc level 11-04-2013 1 1493 1
Thrombocytopenia Thrombopenia 48 10E9/1
Thrombocytopenia Thrombopenia (42 Gi/1)
Thrombocytopenia Thrombopenia (79 Gi/1l)
Thrombocytopenia Thrombopenia 10 10E9/1
Thrombocytopenia Thrombopenia 100Gi/1l
Thrombocytopenia Thrombopenia 106 Gi/1l
Thrombocytopenia Thrombopenia 106 gi/1l
Thrombocytopenia Thrombopenia 106Gi/1l
Thrombocytopenia Thrombopenia 12 Gi/l

Thrombocytopenia

Thrombopenia 133gi/1l

PR e

PRRPRPRPVORPRPRPRPWONRRRRRRER PR e

,_.
N
w =

ORRPRRPRPREPNRPRPWRRRRRRRRRRRRRRRRRRR

~

PREPRPRRRERRRERE

1493
1493
1493
1493

1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

e

PRREPPPWRPRPRPPWONRRRRERRER e

i
©
o

WHRRRPRPREPNVNRPRPWRRRRRRRNRRRRRRERRRRR

-
[

PREPRPRRRERRRERE



HOVON-95: NON-SERIOUS ADVERSE EVENTS Monday

Thrombocytopenia Thrombopenia 134Gi/l
Thrombocytopenia Thrombopenia 135 Gi/1l
Thrombocytopenia Thrombopenia 139Gi/1l
Thrombocytopenia Thrombopenia 143Gi/1
Thrombocytopenia Thrombopenia 144 Gi/1l
Thrombocytopenia Thrombopenia 21 Gi/l
Thrombocytopenia Thrombopenia 23 x 10E9/1
Thrombocytopenia Thrombopenia 33 x 10 9/1
Thrombocytopenia Thrombopenia 37 Gi/1
Thrombocytopenia Thrombopenia 39 10e9/1
Thrombocytopenia Thrombopenia 39gi/1
Thrombocytopenia Thrombopenia 41 Gi/l
Thrombocytopenia Thrombopenia 42 10E 9/1
Thrombocytopenia Thrombopenia 44x10e9/1
Thrombocytopenia Thrombopenia 47 10E9/1
Thrombocytopenia Thrombopenia 47 giga/l, Therapy with Ratiogastrim
Thrombocytopenia Thrombopenia 55Gi/1
Thrombocytopenia Thrombopenia 57 x10 9/1
Thrombocytopenia Thrombopenia 63 Gi/l
Thrombocytopenia Thrombopenia 65Gi/1
Thrombocytopenia Thrombopenia 67 x 10E9/1
Thrombocytopenia Thrombopenia 70 10E9/1
Thrombocytopenia Thrombopenia 79Gi/1
Thrombocytopenia Thrombopenia 7Gi/1
Thrombocytopenia Thrombopenia 7Gi/l, therapy with thrombocyte concentration
Thrombocytopenia Thrombopenia 87gi/1
Thrombocytopenia Thrombopenia 93 Gi/l
Thrombocytopenia Thrombopenia 9Gi/l; Thrombocyte Koncentrate received on
Thrombocytopenia Thrombopenia Thrombocytes 114
Thrombocytopenia Thrombopenia ctc grade 2 onset 06-12-2013
thrombopenia 1493 1
Thrombocytopenia Thrombopenia ctc grade 2 onset 14-03-2013.
Thrombopenia 1493 1
Thrombocytopenia Thrombopenia grade 1
Thrombocytopenia Thrombopenia,
onging to an higher ctc level on 05-03-2013 1 1493 1
Thrombocytopenia Thrombopenia, 04-10-2012 ongoing to higher ctc grade
Thrombocytopenia Thrombopenia, 78 was lowest value
Thrombocytopenia Thrombopenia, 79 Gi/l
Thrombocytopenia Thrombopenia, 7Gi/1l
Thrombocytopenia Thrombopenia, 85 Gi/l
Thrombocytopenia Thrombopenia.
Bortezomib day 11 to 32 not given.
Melph 1
Thrombocytopenia Thrombopenia.
Delay VMP3
1 1493 1
Thrombocytopenia Thrombopenia.
Lenalidomide maintenance not given from 0 1 1493 1
Thrombocytopenia Thrombopenia.
Ongoing to higher CTC level 20-12-2013 1 1493 1
Thrombocytopenia Thrombopenia.
Ongoing to higher ctc grade 07-11-2013 1 1493 1
Thrombocytopenia Thrombopenia.
bortezomib day 32 not 1 1493 1
Thrombocytopenia Thrombopenia.
recovered to baseline condition 03-04-2013 1 1493 1
Thrombocytopenia Thrombopenia.
recovered to baseline condition 25-09-2014 1 1493 1
Thrombocytopenia Thrombopenia.
recovered to basline condition 24-03-2014 1 1493 1
Thrombocytopenia Thrombopenia. End date 16/1/15 is still uncertain. Possi
Thrombocytopenia Thrombopenie, 115 gi/l
Thrombocytopenia Thrombozytopenia
Thrombocytopenia Thrombozytopenia 8 G/L
Thrombocytopenia Thrombycytes of 112 x 10 9/1
Thrombocytopenia Thrombycytes of 12 X 10 9/1
Thrombocytopenia Thrombycytes of 97 x 10 9/1
Thrombocytopenia Thromcytopenia
Thrombocytopenia Thromocytopenia
Thrombocytopenia Thromopenia 7 Gi/l
Thrombocytopenia Tromb 23
Thrombocytopenia Trombcytes count 10 on 19. of september 2013
One infusi 1493 1
Thrombocytopenia Trombocyten 142 1079/1
Thrombocytopenia Trombocytes
Thrombocytopenia Trombocytes 11 x 10.9/1
Thrombocytopenia Trombocytes 134 (29-10-2012)

November 25 14:37:47 2024 Page 67

FRRPRPRPRPRPRPREPREPRPRPRPRRERRRRRRRRRRRRRER

PRERRPR

FRNORRRRRRRERE

PR e

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493

1493
1493
1493
1493
1493

1493
1493
1493
1493
1493
1493
1493
1493
1493
1493
1493

1493
1493
1493
1493

FRRPRPRPRPRPRPREPREPRPRPRRRERRRRRRERRERRERRRRRER

PRRERRP

FRWRRRRRRRERE

]



HOVON-95: NON-SERIOUS ADVERSE EVENTS Monday November 25 14:37:47 2024 Page 68

Thrombocytopenia Trombocytes 134 x 10 9/1

Thrombocytopenia Trombocytes 53 x 10.9/1

Thrombocytopenia Trombocytes 60

Thrombocytopenia Trombocytes 70 x 10 9/1

Thrombocytopenia Trombocytes: 63 *e9/1

Thrombocytopenia Trombocytopenia

Thrombocytopenia Trombopenia

Thrombocytopenia Trombopenia 24 10E9/1

Thrombocytopenia Trombopenia 62 10E9/1

Thrombocytopenia Trombopenia,

treatment definitely discontinued (bortez 1493 1
Thrombocytopenia Trombopenia.

Recovered to baseline condition 01-05-2014 1493 1
Thrombocytopenia Trombostopenia

Thrombocytopenia Tthrombocytopenia

Thrombocytopenia Various Measurements of platelets 129-144 10E9/L in the
Thrombocytopenia Worst platelets during this cycle: 19 10%**9/1
Thrombocytopenia Yes

Vascular disorders Hypertension

Vascular disorders Hypotension

Vascular disorders Other

Vascular disorders Superficial thromboflebitis

Vascular disorders Thromboembolic event

Vascular

disorders

Vasculitis
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