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Dataset ID: NCT00108745-D4: This dataset contains the maximum grade of adverse events (AEs)
by Preferred Term from trial NCT00108745 presented in 35759733. NCT00108745-D1 contains
patient characteristics and outcome data. NCT00108745-D2 contains QOL data.
NCT00108745-D3 contains adverse event data by organ system.
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Seq Name Type Definition

1 UPI char Universal patient ID

Seq Name Type Definition

2 NRO2 char Max CTCAE grade for Neuropathy-Sensory
Code

No AE reported
1

2
3
4
Seq Name Type Definition
3 PN18MS02 char Max CTCAE grade for Pain: Joint
Code

No AE reported
1



Code

2
3

Seq Name Type Definition

4 CNO1 char Max CTCAE grade for Fatigue
Code

No AE reported
1

2
3

Seq Name Type Definition

5 CV99 char Max CTCAE grade for Cardiac General - Other
Code

No AE reported
1

2
3
4

Seq Name Type Definition

6 GI01 char Max CTCAE grade for Nausea

Code

No AE reported
1
2



Code

3
Seq Name Type Definition
7 Gl03 char Max CTCAE grade for Diarrhea
Code
No AE reported
1
2
3
Seq Name Type Definition
8 Gl05 char Max CTCAE grade for Dehydration
Code
No AE reported
1
2
3
Seq Name Type Definition
9 HMO1 char Max CTCAE grade for Leukocytes
Code

No AE reported
1

2
3
4




Seq Name Type Definition
10 HMO02 char Max CTCAE grade for Hemoglobin
Code
No AE reported
1
2
3
4
Seq Name Type Definition
11 HMO03 char Max CTCAE grade for Platelets
Code
No AE reported
1
2
4
Seq Name Type Definition
12 HMO04 char Max CTCAE grade for Neutrophils
Code

No AE reported
1

2
3
4




Seq Name Type Definition

13 MTO1 char Max CTCAE grade for Hypomagnesemia

Code

No AE reported
1

2
3

Seq Name Type Definition

14 MTO05 char Max CTCAE grade for Hyperglycemia
Code

No AE reported
1

2
3

Seq Name Type Definition

15 MTO08 char Max CTCAE grade for Hypocalcemia
Code

No AE reported
1
2
3

Seq Name Type Definition

16 MT25 char Max CTCAE grade for Alt




Code

No AE reported
1

2
3

Seq Name Type Definition

17 NRO5 char Max CTCAE grade for Dizziness
Code

No AE reported
1

2
3
4

Seq Name Type

Definition

18 NR31C char

Max CTCAE grade for Mood Alteration - Depression

Code

No AE reported
1
2
3

Seq Name Type

Definition

19 PLO8 char

Max CTCAE grade for Cough




Code

No AE reported
1

2
3
Seq Name Type Definition
20 CVvo03 char Max CTCAE grade for Hypertension
Code
No AE reported
1
2
3
Seq Name Type Definition
21 PN18MS05 char Max CTCAE grade for Pain: Back
Code
No AE reported
1
2
3
Seq Name Type Definition
22 ADO7 char Max CTCAE grade for Tinnitus
Code

No AE reported
2



Code

Seq Name Type

Definition

23 ENO1 char

Max CTCAE grade for Hot Flashes

Code

No AE reported
1

2
3

Seq Name Type Definition

24 Glo4 char Max CTCAE grade for Constipation
Code

No AE reported
1

2
3

Seq Name Type Definition

25 Gl0o6 char Max CTCAE grade for Anorexia
Code

No AE reported
1
2
3




Seq Name Type Definition

26 NRO1 char Max CTCAE grade for Neuropathy-Motor

Code

No AE reported
1

2
3
4
Seq Name Type Definition
27 PN18NR08 char Max CTCAE grade for Pain: Head/Headache
Code

No AE reported
1

2
3

Seq Name Type Definition

28 PN18GI01 char Max CTCAE grade for Pain: Abdominal Pain Nos
Code

No AE reported
1
2
3

Seq Name Type Definition




Seq Name Type Definition

29 PN18MS01 char Max CTCAE grade for Pain: Bone

Code
No AE reported
1

2
3

Seq Name Type Definition

30 PN18MS03 char Max CTCAE grade for Pain: Muscle
Code

No AE reported
1

2
3

Seq Name Type Definition

31 PN18MS07 char Max CTCAE grade for Pain: Extremity-Limb
Code

No AE reported
1
2
3

Seq Name Type Definition

32 IFO2GU06 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Urinary Tract Nos




Code

No AE reported

2
3

Seq Name Type Definition

33 Gl02 char Max CTCAE grade for Vomiting
Code

No AE reported
1

2
3

Seq Name Type Definition

34 GI51I char Max CTCAE grade for Obstruction, Gi - Small Bowel Nos
Code

No AE reported
1

2
3
4

Seq Name Type Definition

35 MTO3 char Max CTCAE grade for Hypoglycemia

Code

No AE reported



Code

2
3
Seq Name Type Definition
36 LPO5 char Max CTCAE grade for Edema: Limb
Code
No AE reported
1
2
3
Seq Name Type Definition
37 DR17 char Max CTCAE grade for Rash
Code
No AE reported
1
2
3
Seq Name Type Definition
38 HM14 char Max CTCAE grade for Lymphopenia
Code

No AE reported
1
2



Code

Seq Name Type

Definition

39 MT19 char

Max CTCAE grade for Hyponatremia

Code

No AE reported
1
3

Seq Name Type

Definition

40 CN12 char

Max CTCAE grade for Insomnia

Code

No AE reported
1

2
3

Seq Name Type Definition

41 MS99 char Max CTCAE grade for Musculoskeletal/St: Other
Code

No AE reported
1
2
3




Seq Name Type Definition

42 GI18 char Max CTCAE grade for Heartburn
Code
No AE reported
1
2
3

Seq Name Type Definition

43 0OCo01 char Max CTCAE grade for Blurred Vision
Code
No AE reported
1
2
3

Seq Name Type Definition

44 PLO1 char Max CTCAE grade for Dyspnea
Code
No AE reported
1
2
3

Seq Name Type Definition

45 PN18PL18 char Max CTCAE grade for Pain: Chest /Thorax Nos




Code

No AE reported
1

2
3
Seq Name Type Definition
46 PN18SX11 char Max CTCAE grade for Pain: Pelvis
Code
No AE reported
1
2
3
Seq Name Type Definition
47 GU04 char Max CTCAE grade for Urinary Frequency
Code
No AE reported
1
2
3
Seq Name Type Definition
48 IFO4GU06 char Max CTCAE grade for Inf Unknown Anc: Urinary Tract Nos
Code

No AE reported



Code

2
3
Seq Name Type Definition
49 MT24 char Max CTCAE grade for Ast
Code
No AE reported
1
2
3
Seq Name Type Definition
50 NR31B char Max CTCAE grade for Mood Alteration - Anxiety
Code
No AE reported
1
2
3
Seq Name Type Definition
51 Gl44 char Max CTCAE grade for Distention
Code

No AE reported
1
2
3




Seq Name Type Definition

52 IFO2PL14 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Upper Airway Nos
Code
No AE reported
2
3
Seq Name Type Definition
53 ALO1 char Max CTCAE grade for Allergic Reaction/Hypersensitivity
Code

No AE reported
1

2
3
Seq Name Type Definition
54 IFO4GUO1 char Max CTCAE grade for Inf Unknown Anc: Bladder (Urinary)
Code
No AE reported
2
3
Seq Name Type Definition

55 NR10 char Max CTCAE grade for Memory Impairment




Code

No AE reported
1

2
3
Seq Name Type Definition
56 ADO05 char Max CTCAE grade for Hearing (Without Monitoring Program)
Code
No AE reported
2
3
Seq Name Type Definition
57 DRO05 char Max CTCAE grade for Pruritus
Code

No AE reported
1

2
3

Seq Name Type Definition

58 DR19 char Max CTCAE grade for Nail Changes
Code

No AE reported
1



Code

2
3

Seq Name Type Definition

59 MS01B char Max CTCAE grade for Muscle Weakness - Extremity-Lower
Code

No AE reported
1

2
3
4
Seq Name Type Definition
60 MSO01J char Max CTCAE grade for Muscle Weakness - Whole Body/Generalized
Code

No AE reported
1

2
3

Seq Name Type Definition

61 CNO6 char Max CTCAE grade for Weight Gain
Code

No AE reported
1
2



Code

3
Seq Name Type Definition
62 GI51B char Max CTCAE grade for Obstruction, Gi - Colon
Code
No AE reported
3
Seq Name Type Definition
63 HG150 char Max CTCAE grade for Hemorrhage, Gi - Rectum
Code
No AE reported
1
3
Seq Name Type Definition
64 IFO3SX03 char Max CTCAE grade for Inf W/Gr 3 Or 4 Anc: Pelvis Nos
Code
No AE reported
3
Seq Name Type Definition
65 IF04SX03 char Max CTCAE grade for Inf Unknown Anc: Pelvis Nos




Code

No AE reported

3

Seq Name Type Definition

66 PN18NR09 char Max CTCAE grade for Pain: Neuralgia
Code

No AE reported
1

2
3

Seq Name Type Definition

67 GU10 char Max CTCAE grade for Incontinence, Urinary
Code

No AE reported
1

2
3

Seq Name Type Definition

68 MS03 char Max CTCAE grade for Arthritis
Code

No AE reported
1
2
3




Seq Name Type Definition

69 MTO04 char Max CTCAE grade for Hypokalemia
Code
No AE reported
1
3

Seq Name Type Definition

70 HG16N char Max CTCAE grade for Hemorrhage, Gu - Vagina
Code
No AE reported
1
3

Seq Name Type Definition

71 PN99 char Max CTCAE grade for Pain - Other
Code
No AE reported
1
2
3

Seq Name Type Definition

72 Gl46 char Max CTCAE grade for Hemorrhoids




Code

No AE reported
1

2
3
Seq Name Type Definition
73 CV14A char Max CTCAE grade for S/N Arrhythmia: Atrial Fibrillation
Code
No AE reported
2
3
Seq Name Type Definition
74 IFO2PL11 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Sinus
Code
No AE reported
2
3
Seq Name Type Definition
75 CV21A char Max CTCAE grade for Pericardial Effusion
Code

No AE reported
4




Seq Name Type

Definition

76 PN18PL17 char

Max CTCAE grade for Pain: Chest Wall

Code

No AE reported
1

2
3

Seq Name Type Definition

77 NR99 char Max CTCAE grade for Neurology - Other
Code

No AE reported
1

2
3
Seq Name Type Definition
78 CGO05 char Max CTCAE grade for Ptt
Code
No AE reported
1
2
3
Seq Name Type Definition




Seq Name Type Definition

79 G99 char Max CTCAE grade for Gastrointestinal - Other

Code
No AE reported
1

2
3

Seq Name Type Definition

80 NR16 char Max CTCAE grade for Cognitive Disturbance
Code

No AE reported
1

2
3

Seq Name Type Definition

81 MS13 char Max CTCAE grade for Fracture
Code

No AE reported
1
2
3

Seq Name Type Definition

82 IF02GI01 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Abdomen Nos




Code

No AE reported

2
3

Seq Name Type Definition

83 PN18MS09 char Max CTCAE grade for Pain: Neck
Code

No AE reported
1

2
3

Seq Name Type Definition

84 EN99 char Max CTCAE grade for Endocrine - Other
Code

No AE reported
1
3

Seq Name Type

Definition

85 IF99 char

Max CTCAE grade for Infection - Other

Code

No AE reported
1
2



Code

3
Seq Name Type Definition
86 IFO4PL11 char Max CTCAE grade for Inf Unknown Anc: Sinus
Code
No AE reported
2
3
Seq Name Type Definition
87 IFO2PLO1 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Bronchus
Code
No AE reported
2
3
Seq Name Type Definition
88 IFO2GUO1 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Bladder
Code
No AE reported
2
3
Seq Name Type Definition
89 0OC05 char Max CTCAE grade for Cataract




Code

No AE reported

1

2
3
Seq Name Type Definition
90 Gl42 char Max CTCAE grade for Dental: Teeth
Code
No AE reported
1
2
3
Seq Name Type Definition
91 DR20 char Max CTCAE grade for Wound Complication, Non-Infectious
Code
No AE reported
1
2
3
4
Seq Name Type Definition
92 GI51F char Max CTCAE grade for Obstruction, Gi - lleum




Code

No AE reported
3

Seq Name Type Definition

93 CGO01 char Max CTCAE grade for Inr

Code

No AE reported
1

2
3
Seq Name Type Definition
94 NRO8 char Max CTCAE grade for Syncope
Code
No AE reported
3
Seq Name Type Definition
95 IFO1 char Max CTCAE grade for Febrile Neutropenia
Code
No AE reported
3
Seq Name Type Definition

96 NR11 char Max CTCAE grade for Confusion




Code

No AE reported
1

3
Seq Name Type Definition
97 MLO1 char Max CTCAE grade for 2nd Mal: Poss. Related To Cancer Rx
Code
No AE reported
3
4
Seq Name Type Definition
98 PN18MS08 char Max CTCAE grade for Pain: Intestine
Code

No AE reported
1

3
Seq Name Type Definition
99 IFO2GNO3 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Wound
Code
No AE reported
2

3




Seq Name Type Definition

100 PN18GI16 char Max CTCAE grade for Pain: Stomach
Code
No AE reported
1
2
3

Seq Name Type Definition

101 SY04 char Max CTCAE grade for Flu-Like Syndrome
Code
No AE reported
1
2
3

Seq Name Type Definition

102 Cv17 char Max CTCAE grade for Vasovagal Episode
Code
No AE reported
3

Seq Name Type Definition

103 G117 char Max CTCAE grade for Colitis




Code

No AE reported

3
Seq Name Type Definition
104 IFO4PLO3 char Max CTCAE grade for Inf Unknown Anc: Lung (Pneumonia)
Code
No AE reported
2
3
Seq Name Type Definition
105 GI10 char Max CTCAE grade for lleus
Code
No AE reported
2
3
Seq Name Type Definition
106 VS02 char Max CTCAE grade for Thrombosis/Thrombus/Embolism
Code

No AE reported
2
3
4




Seq Name Type Definition

107 PN18HP02 char Max CTCAE grade for Pain: Gallbladder
Code
No AE reported
2
3
Seq Name Type Definition
108 NR13 char Max CTCAE grade for Ataxia
Code

No AE reported
1

2
3
Seq Name Type Definition
109 NR27 char Max CTCAE grade for Seizure
Code
No AE reported
2
3
Seq Name Type Definition

110 MSO1E char Max CTCAE grade for Muscle Weakness - Left-Sided




Code

No AE reported

2
3
Seq Name Type Definition
111 VS03 char Max CTCAE grade for Thrombosis/Embolism (Vascular Access-Related)
Code
No AE reported
3
Seq Name Type Definition
112 MS09 char Max CTCAE grade for Gait/Walking
Code
No AE reported
1
2
3
Seq Name Type Definition
113 HP12 char Max CTCAE grade for Cholecystitis
Code

No AE reported
3




Seq Name Type Definition

114 GIM1A char Max CTCAE grade for Dysphagia
Code
No AE reported
1
2
3

Seq Name Type Definition

115 IF02GI05 char Max CTCAE grade for Inf W/Nml Or Gr 1 Or 2 Anc: Colon
Code
No AE reported
3

Seq Name Type Definition

116 HM99 char Max CTCAE grade for Blood/Bone Marrow - Other
Code
No AE reported
1
2
3

Seq Name Type Definition

117 MS01C char Max CTCAE grade for Muscle Weakness - Extremity-Upper




Code

No AE reported
1

2
3
Seq Name Type Definition
118 MT12 char Max CTCAE grade for Alkalosis
Code
No AE reported
3
Seq Name Type Definition
119 MS14 char Max CTCAE grade for Joint Effusion
Code
No AE reported
1
3
Seq Name Type Definition
120 AD04 char Max CTCAE grade for Otitis Middle Ear
Code

No AE reported
1
3




Seq Name Type Definition
121 GU12G char Max CTCAE grade for Obstruction, Gu - Ureter
Code
No AE reported
2
3
Seq Name Type Definition
122 NR38 char Max CTCAE grade for Mental Status
Code
No AE reported
1
3
Seq Name Type Definition
123 PL11 char Max CTCAE grade for Hypoxia
Code
No AE reported
3
Seq Name Type Definition
124 IFO4GNO3 char Max CTCAE grade for Inf Unknown Anc: Wound
Code

No AE reported
2



Code

Seq Name Type Definition
125 SY99 char Max CTCAE grade for Syndromes - Other
Code
No AE reported
3
Seq Name Type Definition
126 GI51K char Max CTCAE grade for Obstruction, Gi - Stomach
Code
No AE reported
3
Seq Name Type Definition
127 IFO3DRO03 char Max CTCAE grade for Inf W/Gr 3 Or 4 Anc: Skin (Cellulitis)
Code
No AE reported
3
Seq Name Type Definition
128 NR34 char Max CTCAE grade for Encephalopathy




Code

No AE reported

3
Seq Name Type Definition
129 ocC17 char Max CTCAE grade for Retinal Detachment
Code
No AE reported
3
Seq Name Type Definition
130 NR15 char Max CTCAE grade for Cns Ischemia
Code
No AE reported
4
Seq Name Type Definition
131 NR25 char Max CTCAE grade for Personality
Code
No AE reported
4
Seq Name Type Definition
132 IFO2GN04 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Blood




Code

No AE reported

3
Seq Name Type Definition
133 IFO2GU02 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Kidney
Code
No AE reported
3
Seq Name Type Definition
134 CG99 char Max CTCAE grade for Coagulopathy - Other
Code
No AE reported
1
2
3
Seq Name Type Definition
135 IFO4GI03 char Max CTCAE grade for Inf Unknown Anc: Appendix
Code
No AE reported
4
Seq Name Type Definition




Seq Name Type Definition
136 HG16H char Max CTCAE grade for Hemorrhage, Gu - Stoma
Code
No AE reported
3
Seq Name Type Definition
137 GI51G char Max CTCAE grade for Obstruction, Gi - Jejunum
Code
No AE reported
3
Seq Name Type Definition
138 Cv21B char Max CTCAE grade for Pericarditis
Code
No AE reported
3
Seq Name Type Definition
139 IFO2GNO1 char Max CTCAE grade for Inf W/NmI Or Gr 1 Or 2 Anc: Catheter-Related
Code

No AE reported
3




