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APPENDIX

Clinical Investigator Financial Disclosure

Application Number:  206353
Submission Date(s):  April 4, 2014
Applicant:  Bristol-Myers Squibb
Product:  atazanavir/cobicistat

Reviewer:  Sarita Boyd, Pharm.D.
Date of Review:  December 19, 2014
Covered Clinical Study (Name and/or Number):  AI424-511

Was a list of clinical investigators provided:  Yes No (Request list from 
applicant)

Total number of investigators identified:  5
Number of investigators who are sponsor employees (including both full-time and part-time 
employees):  0

Number of investigators with disclosable financial interests/arrangements (Form FDA 3455):  
0
If there are investigators with disclosable financial interests/arrangements, identify the 
number of investigators with interests/arrangements in each category (as defined in 21 CFR 
54.2(a), (b), (c) and (f)):
Compensation to the investigator for conducting the study where the value could be 
influenced by the outcome of the study:
Significant payments of other sorts:  
Proprietary interest in the product tested held by investigator:  
Significant equity interest held by investigator in sponsor of covered study:  
Is an attachment provided with details of the 
disclosable financial interests/arrangements:  

Yes No (Request details from 
applicant)

Is a description of the steps taken to minimize 
potential bias provided:

Yes No (Request information 
from applicant)

Number of investigators with certification of due diligence (Form FDA 3454, box 3) 0
Is an attachment provided with the reason:  Yes No (Request explanation 

from applicant)

All investigators reported having no disclosed financial interests/arrangements.  Financial 
disclosure information does not affect approvability of this application.
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SARITA D BOYD
12/22/2014

MARY E SINGER
12/22/2014
I concur with Dr. Boyd's review and recommendations.
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