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FDA®D Warning Letter il © —
Warning Letter 320-18-55 Letter Issue Date : May 23, 2018

You did not have procedures for reviewing audit trails or electronic data for the Fourier-transform infrared spectroscopy or ultraviolet
systems.
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FDA® Warning Letter fl @ —
Warning Letter 320-17-25 Letter Issue Date : February 24, 2017

Our investigator observed that your laboratory systems lacked controls to prevent your staff from altering or deleting electronic data.
Analysts manipulated and deleted audit trails.

You lacked adequate controls for all HPLC, gas chromatography, and ultra-violet systems.
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FDA® Warning Letter 5 ® —
Warning Letter. 320-17-01 Letter Issue Date: October 13, 2016

In responce to this letter, provide details of your retrospective review of the HPLC and other laboratory data, such as Fourier
transform infrared spectroscopy, gas chromatography, UV spectrophotometry, and (b)(4) analyzer data.
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FDA®D Warning Letter 5l @ —
Warning Letter. 320-15-09 Letter Issue Date: April 6, 2015

You lacked controls to prevent the unauthorized manipulation of your laboratory’s electronic raw data. Specifically, your infrared
(IR) spectrometer did not have access controls to prevent deletion or alteration of raw data.
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