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Boston Children’s Hospital (BCH) has implemented Veeva SiteVault, our new electronic
investigator site file (elSF) system.

Veeva SiteVault is a 21 CFR Part 11-compliant elSF platform designed to maintain both
regulatory and study binders within a single, industry-standard, compliant system. SiteVault
supports secure electronic source documentation, remote monitoring, eSignatures, eConsent,
and digital delegation-of-authority logs. The system is accessible through Single Sign-On (SSO)
for BCH staff and via a Veeva account for Clinical Research Study Sponsors and CROs. At study
closeout, SiteVault enables compliant virtual archiving for the duration required under
applicable regulations, reducing long-term paper storage requirements.

For Sponsors and CROs using other Veeva Clinical applications, SiteVault also supports
integration through Study Connect, allowing for seamless document and data exchange.
Sponsor and CRO representatives with existing Veeva accounts may continue using their
current login credentials.

BCH requires that all studies initiated on or after March 2026 be maintained in SiteVault rather
than on paper. For ongoing studies that will remain active beyond March 2026, study files will
be migrated into SiteVault. Study teams have been instructed to follow one of the two
approaches below to document the transition:

e Create a note-to-file indicating the date when the paper binder was fully migrated to
SiteVault. This note must be retained in both the paper binder and SiteVault, or
e Add a note-to-file in both systems documenting the date after which the paper binder

will no longer be maintained.

We appreciate your continued partnership and collaboration. For additional information, please
visit Veeva SiteVault , BCH Clinical Research Systems and BCH SQV pages.



https://sites.veeva.com/solutions/eisf/
https://research.childrenshospital.org/resources/clinical-research-resources/systems
https://research.childrenshospital.org/sites/default/files/2025-09/SQV%20Template.pdf

