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Disclaimer

Except as specifically identified, all data and information discussed below and
necessary for approval of NDA 208026 are owned by Boehringer Ingelheim or are data
for which Boehringer Ingelheim has obtained a written right of reference. Any
information or data necessary for approval of NDA 208026 that Boehringer Ingelheim
does not own or have a written right to reference constitutes one of the following: (1)
published literature, or (2) a prior FDA finding of safety or effectiveness for a listed drug,
as described in the drug’s approved labeling. Any data or information described or
referenced below from reviews or publicly available summaries of a previously approved
application is for descriptive purposes only and is not relied upon for approval of NDA
208026.

Review Notes and Abbreviations/Key

Some of the sponsor’s tables and figures from the electronic NDA submission have been
included and cited in this review. All drug-related trends are discussed in relation to concurrent
vehicle control groups in each study unless otherwise noted.

Key: Linagliptin (LINA); Metformin HCI extended release (metformin XR, aka metformin ER);
fixed-dose combination (FDC), once daily dosing (QD); mg/kg (mg/kg/day); MRHD
(maximum recommended human dose); IR (immediate release), XR (extended release);
polyethylene oxide (PEQO), polyethylene glycol (PEG); molecular weight (MW)
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