GRAS Notice (GRN) No. 816
https://www.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory

AIBMR Life Sciences, Inc.

September 27, 2018

Susan Carlson, PhD

Division Director

Division of Biotechnology and GRAS Notice Review
Office of Food Additive Safety (HFS-200)

Center for Food Safety and Applied Nutrition

Food and Drug Administration

Department of Health and Human Services

5001 Campus Drive

College Park, MD 20740

Dear Dr. Carlson;

In accordance with regulation 21 CFR Part 170 Subpart E (Generally Recognized
as Safe (GRAS) Notice), on behalf of Prenexus Health, Inc. (the notifier), the
undersigned, Timothy S. Murbach, submits, for FDA review, the enclosed notice
that xylooligosaccharides, derived from sugarcane, are GRAS for use in foods.

Should you have any questions or concerns regarding this notice, please contact me
at 253-286-2888 or tim@aibmr.com

Sincerely,

Timothy S. Murbach, ND, DABT (agent of the notifier)
Senior Scientific & Regulatory Consultant
AIBMR Life Sciences, Inc. (“AIBMR”)

XOS GRAS














































































































































































ATTENDEES

John R. Endres, ND, Chief Scientific Officer
AIBMR Life Sciences, Inc.

David Keller, CEO, LLC
Keller Consulting Group,

Tim Brummels, CEO, President & Founder
Prenexus Health, Inc.

Georges Bergen, Sr. Regulatory Affairs Manager
DSM Nutritional Products, LLC




















































if 2.4 g XOS is to be added to a 40 g nutrition bar, the input to Creme Global for that
nutrition bar could be 6 g X0S/100 g bar (or 6%).

Creme Global software uses NHANES consumption data in order to calculate
estimates of aggregate exposure in the total population and/or subpopulations from
the addition of XOS at input concentrations per food code in the selected foods.
Based on input concentrations, the amount of XOS per serving size of any specific
food may vary from food to food as different foods have different serving sizes and
different input concentrations.

Based on the intended use, back calculations using input concentrations and NHANES
consumption data indicate the amount of XOS from Prenexus XOS derived from
sugarcane may range from 0.3 g to 2.4 g XOS in a serving of the various selected
foods. The mean amount of XOS in a serving of food contained in the intended use is
2.2 g. The closeness of the mean to the maximum amount shows that XOS will be
added to the majority of foods in which Prenexus XOS derived from sugarcane is
intended for use at the maximum amount of 2.4 g per serving of food.

Based on a mean additional level of 2.2 g per serving of food the EDI can be back
calculated “as per serving XOS consumption.” For example, 3845 mg/p/d (or 84.9
mg/kg bw/d) can be expressed as follows:

3.845 g/2.2 g = 1.7 serving XOS/p/d (or 0.0386 servings XOS/kg bw/d) at the 90™"
percentile at the mean serving size added to foods.

Based on the minimum and maximum serving range of 0.3 g to 2.4 g XOS the 90"
percentile EDI ranges from 1.6 to 12.8 servings of foods containing X0S/p/d.

Please find amended Tables 4 and 5 attached.

Kind Regards,

Tim Murbach, ND, DABT

Senior Scientific & Regulatory Consultant
AIBMR Life Sciences, Inc.
tim@aibmr.com

Ph. (253) 286-2888

www.aibmr.com

www.toxicoop.com

Follow us on Twitter
https://twitter.com/AIBMRInc

The information contained in this transmission may be legally privileged and confidential information
intended only for the use of the intended recipient. If you are not the intended recipient, the review,
dissemination, distribution, copying, or printing of this transmission is strictly prohibited. If you have
received this message in error, please notify me immediately. Thank you.
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