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What will happen to data when study is
complete?

COMPLIANCE, DOCUMENTATION AND EFPOETING

Training

All studv personnel have completed Collaborative IRB Training Initiative (CITI) Yes  No
training:

Entities with adverse event reporting responsibilities: PI  [Industry |Other

M |Sponsor
Entities to which adverse events and, if applicable, DSMB reports will be ESAIRE FDA
reported: M &

[NOTE: Adverse events must be reported to the ESA program in the same way
(using the IRB approved adverse event form) and in the same timeframes as

mandated by the IRB. MGH IRB guidelines are available at NIH Industry DSMB
http:‘healthcare partners. org/phsirb/adverse him. MIT IRB guidelines are Sponsor
available at

hittp:/web mit edu/committees/couhes/monitoringandreporting shimlzadverse ]

Documentation Requirements
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Become a
Member

Welcome

CITl Login and Registration Page

The CITl course is a protected site. If you are a new learner at a participating

arganization you must register to create your own username and password and gain
access to the site.

ﬂ New Users Register Here
ﬂ Already Registered? Login Below

Username

Password

Forgot login information

To ensure that all users enjoy rapid response fimes, access is temporarily limited to 2200
concurrent users. As learners log off others will be permitted to log on. There are




