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REDACTED STATYSTICAL ANALYSIS PLAN PART B VERSION 2.0 

RPC01-201

A PHASE 2/3, MULTI-CENTER, RANDOMIZED, DOUBLE-BLIND, PLACEBO-
CONTROLLED (PART A) AND DOUBLE-BLIND, DOUBLE-DUMMY, ACTIVE-
CONTROLLED (PART B), PARALLEL GROUP STUDY TO EVALUATE THE 

EFFICACY AND SAFETY OF RPC1063 ADMINISTERED ORALLY TO RELAPSING 
MULTIPLE SCLEROSIS PATIENTS 

The information contained in the attached report is the property of Celgene and should not be shared or 
used for any purpose other than that for which it was provided. 

Celgene is committed to providing information about its clinical trials to researchers and patients with the 
goal of furthering science and enhancing healthcare worldwide.  Laws and regulations require, however, 
that Celgene protects patient privacy.  The company may further have legal or contractual obligations not 
to disclose commercial or technical information provided by or related to certain partner companies or 
vendors. 

The attached report is presented in its original format, but certain information has been redacted in order 
to comply with the aforementioned obligations or to protect Celgene’s confidential commercial 
information.  The redactions are based on the following principles: 

Redacted information has been replaced by grey space, maintaining original spacing and pagination. 
Any information that might allow the identification of individuals has been redacted for 
anonymization.  
Attachments to this report that contain confidential information are not made available.  Such 
attachments include those that contain identifiable patient information, such as subject listings, 
narratives, and profiles.  They also may contain confidential commercial information such as 
methodologies, and hypothesis generating and exploratory analyses. 
Cross-references to these attachments (such as links to subject listings in Section 16.2) are not 
redacted from the body of the report.  However, the hyperlinks in the electronic document are no 
longer functional. 
Information about Celgene vendors and their services are redacted because many contracts prohibit 
disclosure of that information.  Further, laws and regulations prevent us from disclosing certain 
information about our vendors or their services because it is protected by copyright. 

Information about Celgene’s redaction policies and the availability of additional data from this report may 
be found at http://www.celgene.com/research-development/clinical-trials/clinical-trials-data-sharing/.
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1. ADMINISTRATIVE STRUCTURE 

1.1. Data Quality Assurance

2. INTRODUCTION  

3. OBJECTIVES 3.3.



4. INVESTIGATIONAL PLAN 

4.1. Overall Study Design and Plan
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Figure 1. Study Schematic 

4.2. Study Endpoints
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5. GENERAL STATISTICAL CONSIDERATIONS 
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Figure 2.
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5.1. Sample Size

5.2. Randomization, Stratification, and Blinding

5.3. Analysis Populations

5.3.1. Intent-to-Treat (ITT) Population 
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5.3.2. Per-Protocol (PP) Population 

5.3.3. Safety Population 

5.4. Other Important Considerations

5.4.1. Definition of Baseline 

5.4.2. Study Day Calculation for Reporting Purposes 

CELG
ENE PROPRIETARY IN

FORMATIO
N

Importanmporta

inition of Bnition of 

5.4.2.5.4.2.



5.4.3. Visit Windows 

5.4.4. Missing and Partial Data 

6. PATIENT DISPOSITION 
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7. DEMOGRAPHICS, MEDICAL HISTORY AND BASELINE 
CHARACTERISTICS 

7.1. Demographics

7.2. Medical History

7.2.1. General Medical History 
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7.3. Inclusion and Exclusion Criteria

8. TREATMENTS AND MEDICATIONS 

8.1. Prior and Concomitant Medications
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8.2. Study Treatments

8.2.1. Extent of Exposure 

8.2.2. Treatment Compliance 

9. EFFICACY ANALYSIS 
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9.1.2. Sensitivity Analysis 
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9.2.1. Analysis 

Key Secondary Endpoint: The number of new or enlarging hyperintense T2-
weighted brain MRI lesions over 24 months 

Key Secondary Endpoint: The number of GdE brain MRI lesions at Month 24 

CELG
ENE PROPRIETARY IN

FORMATIO
N

dpoint: Thdpoint: T



Key Secondary Endpoint: Time to onset of disability progression as defined by a 
sustained worsening in EDSS of 1.0 points or more, confirmed after 3 months and 
after 6 months 
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9.3. Other Secondary Efficacy Endpoints

9.3.1. Analysis 

Secondary Endpoints: The proportion of patients who are GdE lesion-free at Month 
24, and the proportion of patients who are T2 lesion-free at Month 24 
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Secondary Endpoint: Change in normalized brain volume (atrophy) on MRI scans 
from Baseline to Month 24 

Secondary Endpoint: Change in MSFC score from Baseline to Month 24 (including 
the low-contrast letter acuity test [LCLA] measurement of visual function as a 
component) 
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Secondary Endpoint: Change in MSQOL-54 score from Baseline to Month 24 

9.4. Exploratory Efficacy Endpoints
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9.4.1. Analysis 
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10. SAFETY ANALYSIS 

10.1. Adverse Events

10.1.1. Incidence of Adverse Events 
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10.1.2. Relationship of Adverse Events to Investigational Product 

10.1.3. Severity of Adverse Event 

10.1.4. Serious Adverse Events 



10.1.5. Adverse Events Leading to Treatment Discontinuation 

10.1.6. Death 

10.1.7. Adverse Events of Special Interest 

10.2. Clinical Laboratory Evaluations

10.2.1. Hematology 
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10.2.2. Blood Chemistry 

10.2.3. Urinalysis 

10.3. Vital Sign Measurements
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Vital Sign Criteria for Abnormalities
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10.4. Electrocardiogram

10.5. Pulmonary Function Testing

10.6. Physical Examination

10.7. Chest X-ray

10.8. Suicidality

10.9. Other Assessments
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11. INTERIM ANALYSIS

12. REFERENCES

CELG
ENE PROPRIETARY IN

FORMATIO
N



APPENDIX A  IMPUTATION ALGORITHM FOR PARTIAL AND
MISSING DATES

Year of onset Month of onset Day of onset Onset date to be imputed as
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