Table 11-4.4.1  Incidence of Ulcerative Oral Mucositis (FAS Subjects)

	
	All
	MM
	NHL

	
	N
	Sub- jects
	% (95% CI1)
	N
	Sub- jects
	% (95% CI1)
	N
	Sub- jects
	% (95% CI1)

	Incidence of ulcerative oral mucositis (WHO scale grade 3-4)2
	145
	97
	66.9 (58.6-74.5)
	85
	59
	69.4 (58.5-79.0)
	60
	38
	63.3 (49.9-75.4)

	1	NOTE: CI calculation assumed a binomial distribution.
2	NOTE: Total no. of missing daily WHO scale values, all subj.: 264 (7.2%); MM: 131 (6.3%); NHL: 133 (8.3%). Mean ± SD missing daily values per subj., all subj.: 1.8 ± 4.4; MM: 1.5 ± 4.4; NHL: 2.2 ± 4.4.
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Table 11-4.5.1  Duration of Ulcerative Oral Mucositis (FAS Subjects)

	
	All
	MM
	NHL

	
	

N
	Mean ± SD; quartiles; range;
95% CI1
	

N
	Mean ± SD; quartiles; range;
95% CI1
	

N
	Mean ± SD; quartiles; range;
95% CI1

	
Duration  (days)  of  ulcerative
OM2,3
	

145
	4.8 ± 5.4;
0-3-8;
0-24;
4.0-5.7
	

85
	5.2 ± 5.6;
0-3-9;
0-21;
4.1-6.3
	

60
	4.2 ± 5.0;
0-3-7;
0-24;
3.0-5.5

	1	NOTE: CI calculation based on bias-corrected bootstraping using 1,000 repetitions.
2	NOTE: Subjects who never developed ulcerative OM are included with a duration of 0.
3	NOTE: Total no. of missing daily WHO scale values, all subj.: 264 (7.2%); MM: 131 (6.3%); NHL: 133 (8.3%). Mean ± SD missing daily values per subj., all subj.: 1.8 ± 4.4; MM: 1.5 ± 4.4; NHL: 2.2 ± 4.4.
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Table 11-4.6.1  Duration  of  Ulcerative  Oral  Mucositis  Among  Subjects  Who  Developed
Ulcerative Oral Mucositis (FAS Subjects)

	
	All
	MM
	NHL

	
	

N
	Mean ± SD; quartiles; range;
95% CI1
	

N
	Mean ± SD; quartiles; range;
95% CI1
	

N
	Mean ± SD; quartiles; range;
95% CI1

	
Duration  (days)  of  ulcerative
OM2
	

97
	7.1 ± 5.2;
3-6-10;
1-24;
6.2-8.2
	

59
	7.5 ± 5.3;
3-6-11;
1-21;
6.3-8.9
	

38
	6.6 ± 4.9;
3-5-9;
1-24;
5.2-8.3

	1	NOTE: CI calculation based on bias-corrected bootstraping using 1,000 repetitions.
2	NOTE: Total no. of missing daily WHO scale values, all subj. with ulcerative OM: 115 (4.5%); MM subj. with ulcerative OM: 48 (3.2%); NHL subj. with ulcerative OM: 67 (6.4%). Mean ± SD missing daily values per subj., all subj. with ulcerative OM: 1.2 ± 2.0; MM subj. with ulcerative OM: 0.8 ± 1.3; NHL subj. with ulcerative OM: 1.8 ± 2.6.
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Table 11-4.7.1  Incidence of Oral Mucositis by Highest Grade (FAS Subjects)

	
	All
	MM
	NHL

	
	N
	Sub- jects
	% (95% CI1)
	N
	Sub- jects
	% (95% CI1)
	N
	Sub- jects
	% (95% CI1)

	Number / percentage of subjects with no OM2
	145
	18
	12.4 (7.5-18.9)
	85
	8
	9.4 (4.2-17.7)
	60
	10
	16.7 (8.3-28.5)

	Incidence of grade 1
OM2
	145
	30
	20.7 (14.4-28.2)
	85
	18
	21.2 (13.1-31.4)
	60
	12
	20.0 (10.8-32.3)

	Incidence of grade 2
OM2
	145
	48
	33.1 (25.5-41.4)
	85
	27
	31.8 (22.1-42.8)
	60
	21
	35.0 (23.1-48.4)

	Incidence of grade 3
OM2
	145
	35
	24.1 (17.4-31.9)
	85
	24
	28.2 (19.0-39.0)
	60
	11
	18.3 (9.5-30.4)

	Incidence of grade 4
OM2
	145
	14
	9.7 (5.4-15.7)
	85
	8
	9.4 (4.2-17.7)
	60
	6
	10.0 (3.8-20.5)

	1	NOTE: CI calculation assumed a binomial distribution.
2	NOTE: Total no. of missing daily WHO scale values, all subj.: 264 (7.2%); MM: 131 (6.3%); NHL: 133 (8.3%). Mean ± SD missing daily values per subj., all subj.: 1.8 ± 4.4; MM: 1.5 ± 4.4; NHL: 2.2 ± 4.4.
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Table 11-6.3	Adverse Events That Occurred in ≥ 10% of Subjects by Preferred Term

	Preferred term
	Subjects
	%

	All subjects
	145
	100.0

	Subjects reporting adverse events
	144
	99.3

	
	
	

	Diarrhoea
	96
	66.2

	Rash
	81
	55.9

	Vomiting
	80
	55.2

	Nausea
	76
	52.4

	Febrile neutropenia
	64
	44.1

	Pyrexia
	58
	40.0

	Headache
	26
	17.9

	Anorexia
	24
	16.6

	Constipation
	24
	16.6

	Erythema
	22
	15.2

	Staphylococcal infection
	21
	14.5

	Cough
	16
	11.0

	Abdominal pain
	15
	10.3
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