
Yale University Open Data Access (YODA) Project 

Yale University Center for Outcomes Research and Evaluation (CORE) 
1 Church Street, Suite 200, New Haven, CT 06510 

1 

REQUESTS FOR DATA ACCESS OUTSIDE SECURE DATA SHARING PLATFORM 

All clinical trial data being made available by Johnson & Johnson and Janssen Pharmaceuticals, Inc. 
through the YODA Project will be made available on a secure, online data sharing platform accessed via 
a password-protected personalized account. Released data will include all data relevant to the Research 
Proposal that are available, including collected participant-level data sets (appropriately de-identified as 
per current regional standards to protect patient privacy), data set specifications, protocols with any 
amendments, and reporting and analysis plans.  

There are certain circumstances that may require access to clinical trial data outside of the secure 
platform. However, given the sensitivity of patient data, including the importance of protecting privacy 
and risk of re-identification, as well as the greater risk for unauthorized data dissemination and analysis, 
access outside of the secure platform requires clear justification. If you are requesting access to clinical 
trial data outside of the secure platform, please provide the additional information regarding your 
research proposal requested below, so that the YODA Project may adequately assess the need for data 
access outside of the secure platform. Please attach additional sheets if necessary.  

Rationale for Data Source 

Provide strong rationale for why the requested data can uniquely be used to address the proposed 
project aims, and reasons why other clinical research data are not available or cannot be used. 

(Continued on page 2) 
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Justification for Access 

Provide clear justification for access outside the secure data sharing platform, including reasons why the 
platform may not permit the proposed analyses, such as the need for proprietary software that cannot 
be placed in the secure data sharing platform or to pool data from other sources that cannot access the 
secure data sharing platform. If describing proprietary software, please be specific in regards to the 
name of the software and reason(s) why it is needed for the proposed analyses. If describing data from 
other sources, please be specific in regards to the type(s) of data and reason(s) why the data cannot be 
uploaded to the secure data sharing platform.

Security 
Describe the protections in place to ensure data security outside of the platform, including 
technological and related procedural safeguards. Please note: the YODA Project requires that data be 
stored on a HIPAA-compliant server with security passwords. Any breach of data must be 
immediately reported to the YODA Project.


	Text1: The present project utilizes safety data from the placebo control arms of pivotal bedaquiline and delamanid clinical trials for multidrug-resistant tuberculosis (MDR-TB), to construct a "historical control" of individual patient data. This project aims to further elucidate the safety and tolerability profiles of drugs used to treat MDR-TB. One of the safety risks routinely monitored in trials for MDR-TB is QT prolongation: a known adverse event related to bedaquiline and delamanid. QT prolongation increases the risk of cardiac arrhythmias. Having access to the QT data from C208 would invaluably improve the quality of our safety analysis of these drugs. C208, along with pivotal trials of delamanid sponsored by Otsuka for which we have individual patient data, are the only completed clinical trials with internal, placebo controlled and concurrent controls that are appropriate for this analysis. With this data, we will be able to historically compare the safety of newer regimens against participants from C208 who were prescribed background regimens that did not contain these drugs but that may contain other drugs such as fluoroquinolones and other QT-prolonging drugs. The results will be published in a peer-reviewed journal so that regulatory bodies and clinicians can have more information on the safety of clinical use of new TB drugs.

	Text2: The main reason why we need access to C208 placebo arm data outside the secure data sharing platform is to pool data from other sources that cannot access the secure data sharing platform. To construct the historical control,
1.     Pivotal delamanid trials 204 and 213 are external data sources of individual patient data,
2.     C208 trial data we have shared with us from other sources, which we have already analyzed, and it would not be possible for us to use the coded data we already have to link to the QT data, since only the data holder has the list of codes that link the YODA Project QT data and the datasets we have.

	Text3: We will employ data security protections, conformant to UCSF requirements, to protect the security of the data. This includes limiting access to data to authorized recipients, and we will not at any time during or after the term of this agreement disclose data to any other person. Access will involve analysis on encrypted, password-protected workstations.



