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Death AdverseBvents.Table: | 2345

Date
411712009
411712009
5/8/2009
5/29/2009
/2212009
711512009
8/4/2009
8/25/2009
9/15/2009
10/6/2009
10/27/2009
11/17/2009
12/8/2009
12/28/2009
1/29/2010

Visit Name

* Red = High; Blue = Low

logy Labs

ALT
Baseline 15
Cycle 1 Day 1 16
Cycle 2 Day 1 e
Cycle 3 Day 1 38
Cycle 4 Day 1 27
Cycle 5 Day 1 50
Cycle 6 Day 1 2%
Cycle 7 Day 1 21
Cycle 8 Day 1 14
Cycle 9 Day 1 13
Cycle 10 Day 1 10
Cycle 11 Day 1 12
Cycle 12 Day 1 12
Cycle 13 Day 1 10
End of Treatment 12
Dataset Date 3/31/2013

AST
19 10
23 10
R 1.7
30 109
24 16
43 14
1"
21 10.5
18 10.5
16 10.4
16 106
19 99
19 101
20 104
16 10.7
Created on 7/7/2014

343
3.38
0.66
2.58
8.72
248
2.18
253
2.52
1.81
237
242
228

4.18

Patient Profiles

477
459
1.88
367
1149
372
373
363
343
259
355
364
359
356
555

Version7.1.0.1
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Consent
date after
1st AE

Raynaud's syndrome
Isn't
subject Adverse Events *
male? .

Verbatim

AE before
Screening?

Patient ID

History of
Depression

Gender: Male Race: Caucasian
Primary Site of Cancer Head/Neck Investigator Name D. Howser
Age 42 Height (crm)
Medical History
Medical History Term Category Diagnosis Year Active or Resolved?
Pneumonia Pulmonary 1962 Resolved
Anxiety Psychiatric 1996 Active
Depression Psychiatric 1996 Active

Other 1996 Active

Gynecelogic/Urclogic 2005 Active

m . )
Prefered Term Start Date Stop Date Emergent Serious? | Severity

Intermittent Hyperglycemia | Glucose, serum-high (hyperglycemial 24 Nov 2007 Feb 2008 Yes o Mild
Increased ALT Alanine aminotransferase increased 14 Dec 2007 Mar 2008 Yes o Moderate
Tinnitus Tinnitus 29 Dec 2007 Dec 2007 No o Mild
XRT - induced Dermatitis Dermatitis radiation NOS 04 Jan 2008 Feb 2008 Yes o Mild
Decreased Leukocytes [ Leukopenia NOS 10 Jan 2008 07 Feb 2008] Yes |Yes Severe
Lung Neoplasm Lung Neoplasm 06 Feb 2008 08 Mar2008)| Yes [Yes Severe
* Related AEs highlighted in biue; Serious AEs in Red boided text.

Timeline
15 Dec 2007 29 Dec 2007 12 Jan 2008 26 Jan 2008 09 Feb 2008 23 Feb 2008 08 Mar 2008
Screening Day 7 Day 21 Day28 Dayd2 Day 49
Sinf Gonsent ® < < ©  Day3s <
@ Randomized ®
°
Intermittent Hyperglycemia
L Increased ALT
Tinnitus
o
XRT - induced Dermatitis
Decreased Leukocytes
TOMgNESblasm
0 14 28 a2 56 70 84

Visits  Adverse Events: Severe Moderate Mild
* Time on study drug is shaded in yellow.

Lab Graphs *

ALT

150
100
50

Lab values

after date

E

of death?

0 14 28
* Shaded area is normal range.
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X3: (a) BMIDOFFO . (b) pRBCEIMDEFRX]

p_BMI
°

P_Date_of_Last pRBC_Transfusion
g

P_Date_of_Discontinuation
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456

Site Overview

B A + High Risk Patients

Site Grade Study Grade Patient % Discrepancies
8 421 4561002 5.16
Total Patients Total Patients

4541008 4.35

2.62 2.38
Percent Discrepancies Percent Discrepancies 4561007 4.18

3.48 3.27

Average Discrepancy Average Discrepancy 45461010 3
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