Subject: Administrative Review of Translated Documents

The submission of translations of IRB-approved English study materials, including but not limited to short form consent documents, consent and assent forms, no longer require submission via the RASCAL modification module. The materials that would normally be submitted for translations of IRB approved English documents (i.e. the translated document, certificate of accuracy) should now be emailed to the respective IRB Team Manager and Administrative Assistant for administrative review.  [Please note: Identification of the IRB to which the protocol is assigned may be found on the Protocol History page in RASCAL.  A contact list for IRB staff may be found on the CUMC IRB website (http://www.cumc.columbia.edu/dept/irb/documents/CUMCIRBPhoneTree2.20.08.pdf).]   

Upon receipt and confirmation that the translated materials meet the requirements set forth in the Enrollment of Non-English Speaking Subjects in Research policy (http://www.cumc.columbia.edu/dept/irb/policies/Nonenglish_Speaking_Subjects.rtf) the translated materials will be stamped with the IRB approval stamp and attached in the RASCAL documents section of  the most recently approved new protocol, renewal, or modification submission for the corresponding protocol. A notice of administrative approval will be sent via RASCAL correspondence.

Simultaneous submission of new English documents and translations based on the new documents will continue to require submission via the RASCAL modification module because new English documents will require review by the IRB or a designee of the IRB.

If you have questions about this process, please contact: Leigh Travis, by email at lt2189@columbia.edu or by phone at 212.342.3182.

