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[Canadian Cancer 
Society Statistics, 2013]

[von der 
Maase 2000, von der Maase 2005],

[Bellmunt 2009]
[Sweeney 2006]
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[Ko 2013]

Dose Considerations
[Ko 2013]

[Gradishar 2005]

Biomarkers of Interest

Formalin Fixed Paraffin Embedded (FFPE) Specimens:

[Wertz 2011]

[Wosnitzer 2011]
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[Yamanaka 2001]

DNA-Based Germline Genetic Sequence Variants

CYP2C8
in vitro

CYP2C8

CYP3A5, CYP2C8 ABCB1

ABCB1
2677G>T/A (Ala893Ser/Thr) 3435C>T

ABCB1-
2677G>T/A

2677T/A
[Green 2008]
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[Groenvold 2006]

[Aaronson 1993]

[Osoba(b) 2005, Osoba(a) 1996]

[Osoba(a) 1996]

[Osoba(a) 1996]

[Cella 
2003]
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Name and Chemical Information

Chemical Structure

Mechanism of Action

[Desai 2009]
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Experimental Antitumour Activity

[Desai 
2008]

Animal Toxicology

Phase I Trials

[Ibrahim 2002]
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Phase II Trials

[Ibrahim 2005]

Phase III Trials

[Gradishar 2005]

[Gradishar 2005]

[Satouchi 2013]

[Tabernero 2013]

[von Hoff 2013]
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Pharmacokinetic Studies

[Gradishar 2005]

[Sparreboom 1998]

Safety and Toxicity Data
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Pharmaceutical Data

Supplied:

Storage:

Solution Preparation:

Route of Administration:

.
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Background Drug Information 
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optional

optional



CONFIDENTIAL CONFIDENTIAL



CONFIDENTIAL CONFIDENTIAL



CONFIDENTIAL CONFIDENTIAL

Drug Administration

Premedication (Arm 1)

Dose Adjustments (Arm 1)
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Hematologic Adverse Events (Arm 1)

Non-hematologic Adverse Events (Arm 1)

Hepatic Toxicity:
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Duration of Therapy (Arm 1)

Premedication (Arm 2)

Dose Adjustments (Arm 2)
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Hematologic Adverse Events (Arm 2)

Non-hematologic Adverse Events (Arm 2)

Hepatic Toxicity:
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Duration of Therapy (Arm 2)
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Permitted

Antiemetics:

Growth Factors and Blood Products:

Bisphosphonates and Bone Targeted Agents:

Not permitted

Anti-Cancer Treatment Other Than Protocol Therapy:

Concomitant Medications that Inhibit or Induce CYP2C8 or CYP3A4:

Herbal Medicine:
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Progression Free Survival

Overall Survival

Clinical Benefit Response Rate

Evaluable for Adverse Events:

Evaluable for Response:

[Eisenhauer 2009]

Evaluable for Quality of Life Assessment

Evaluable for Health Utilities:

Evaluable for Health and Demographic Assessment
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Measurable Disease tumour lesions

Malignant lymph nodes

Non-measurable Disease

Target Lesions
a maximum of 5 lesions total 2 lesions per organ

reproducible repeated measurements
short

Non-target Lesions
non-target lesions

Response

target non-target

[Eisenhauer 2009]
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Response - Patients With Non-Measurable Disease Only

Stable Disease (SD)

Progressive Disease (PD)

Note
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Clinical Lesions

Chest X-ray

CT, MRI

[Eisenhauer 2009]

Ultrasound

Endoscopy, Laparoscopy

Cytology, Histology
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EDC SAE web application interruption:

Local internet interruption:

.

Pregnancy Prevention

Pregnancy Occurring in WOCBP Exposed to Study Agent
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Pregnancy/Exposure Reporting
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Pharmacogenomics (Optional)

Formalin Fixed Paraffin Embedded Tissue Acquisition for Correlative Sciences (Optional)

Collection of Tumour Tissue for Tumour Banking (Optional)
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[Kaplan 1958]

[Schoenfeld 1982]
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Quality of Life Analyses 

Economic Analyses 
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Correlative Study and Pharmacogenomics Analyses 

Health and Demographic Questionnaire Analyses
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Dissemination of Trial Results
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Obtaining Consent for Pregnancy/Exposure Reporting

exposure/
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(prior to 
random-
ization)

if applicable

(optional)

(optional)

footnotes on next page …
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Karnofsky and Lansky performance scores are intended to be multiples of 10.
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It defeats the whole purpose of the assessment if it is delayed until the patient feels better! 
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Note: Patients from these centres should complete the quality of life assessment before the health utilities 
assessment.
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et cetera
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Clinical Trials















 % by CTC grades 
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 <Reason 1> 
 <Reason 2> 
 ... 

<violation 1> 
<violation 2> 
…









NAB-PACLITAXEL  
Paclitaxel  

 Level 1 
 Level 2 

 Level 1 
 Level 2 

 Level 1 
 Level 2 

…
…

(1) Stratified 
(2) Stratified Cox regression with all factors included
(3) NC = not computed
(4) Hazard ratio of first category over second category





*.** 
(*.**,*.**) 

*.** 
(*.**,*.**) 

 (1) Nab- Paclitaxel over Paclitaxel  hazard ratio (Unstratified)

         0.** 



(1) Patients could have more than one type of  therapy. 
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*.** 
(*.**,*.**) 

 (1) Nab- Paclitaxel over Paclitaxel  hazard ratio (Unstratified)

         0.** 





:
Paclitaxel 

 Level 1: level 2 

 Level 1: level 2 

 Level 1: level 2 

…

(1) Stratified
(2) Stratified Logistic regression, all factors included
(3) NC = not computed
(4) Odds ratio of first category over second category



Paclitaxel Int-P-value 

 0+1 
 2+ 

 Yes 
 No 

 Yes 
 No 

 < 100 
  100

 6 M 
 >  6M 



:
Paclitaxel 

 Level 1: level 2 

 Level 1: level 2 

 Level 1: level 2 

…

(1) Stratified
(2) Stratified Logistic regression, all factors included
(3) NC = not computed
(4) Odds ratio of first category over second category
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 0+1 
 2+ 
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NAB-PACLITAXEL     

Paclitaxel  





Nab-Paclitaxel 

 <reason 1> 
 <reason 2> 

 <reason 1> 
 <reason 2> 

 <reason 1> 
 <reason 2> 

 <reason 1> 
 <reason 2> 





















 
 
  Domain/item                        NAB-PACLITAXEL           Paclitaxel  
 
  Physical                N                    ***                *** 
                          MEAN                 **.**              **.** 
                          STD DEV              **.**              **.** 
 
  Emotional               N                    ***                ***  
                          MEAN                 **.**              **.** 
                          STD DEV              **.**              **.** 
 
  …                       N                    ***                *** 
                          MEAN                 **.**              **.** 
                          STD DEV              **.**              **.** 
 
 



Nab- Paclitaxel


