From: Rakovan, Lance

To: George.Gleason@brukerdetection.us

Cc: Herrera, Tomas; Sepulveda, Lymari; Struckmeyer, Richard; schapel@irsc-inc.com
Subject: Request for Additional Information: Amendment to Registration NR-1101-D-102-E
Date: Tuesday, June 16, 2020 2:30:13 PM

Mr. Gleason:

The U.S. Nuclear Regulatory Commission (NRC) staff has reviewed the Bruker Detection
Corporation (Bruker) amendment request dated April 16, 2020 and determined that
additional information is needed. In order to continue with our review, please address the
issues listed below. This information is required by Title 10 of the Code of Federal
Regulations (10 CFR) Section 32, and described in the relevant guidance document
NUREG-1556, Volume 3, titled “Applications for Sealed Source and Device Evaluation and
Registration.”

In your April 16, 2020, letter requesting an amendment to exempt device registration
no. NR-1101-D-102-E to include the Water Chemistry RAID-M 100 model, you note
that “the label with the new model name and part number is currently under
development.” Per 10 CFR 32.26 and 32.29, please provide a picture or drawing
with the final label to include the final part number. Additionally, please verify that
the method of attachment, dimensions, materials, and location of the label remain
the same or, if not, provide details on any changes.

Please confirm receipt of this email and submit the requested information within 30

calendar days of the date of this email. If we have not received the complete information
within 30 days, we will consider your amendment request as having been abandoned by
you. This is without prejudice to the submission of a complete new amendment request.

Sincerely,

/a/me

Lance J Rakovan, PMP

State, Federal & Tribal Liaison Project Manager
Office of Nuclear Material Safety & Safeguards
US Nuclear Regulatory Commission
Washington, DC 20555

(301) 415-2589

lance.rakovan@nrc.gov

“The highest form of knowledge is empathy.” - Bill Bullard
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