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This Note to File is to document typos in the inclusion and exclusion criteria of the Clinical Investigation
Plan (CIP) for the Fluoroscopic Navigation Clinical Study.

On 18Sep19 the ILS Medical Writer identified a typo in the CIP for the Fluoroscopic Navigation Clinical
Study regarding the Exclusion Criteria 1. The word “not” was included in error:
Central lesions that are not visible endobronchially or could be reached by a flexible
bronchoscope or endobronchial ultrasound (EBUS) without utilization of ENB

Exclusion Criteria 1 should have stated: 2. € '\6\6“’7‘3‘/” Hec 209
Central lesions that are aet-visible endobronchially or could be reached by a flexible
bronchoscope or endobronchial ultrasound (EBUS) without utilization of ENB

On 290ct19, a site Principal Investigator noticed that Inclusion Criteria 1 inaccurately states the targeted
lesion size for protentional subjects:

Subjects presents with lung lesion(s) greater than 10 mm in diameter amendable to evaluation by
the ENB at the time of the evaluation

Inclusion Criteria 1 should have stated:
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Subjects presents with lung lesion(s) greater than or equal to 10 mm in diameter amendable to
evaluation by the ENB at the time of the evaluation

The intent of the inclusion criteria was to be consistent with the superDimension Indications for Use.

The CIP will not be updated as the study has been closed by the sponsor and the Site IRBs.
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