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January 6, 2020 
 

 
LETTER OF GUARANTY – COMPLIANCE WITH 21 CFR 

 
 
To Whom It May Concern: 
 
The USDA Food and Safety and Inspection Service, FSIS Directive 5000.1, 
“Verifying an Establishment’s Food Safety System Handbook” requires an 
establishment to develop and employ sanitation or processing procedures that 
meet USDA regulatory sanitation performance objectives. 
 
The products listed below are acceptable for use where the product or steam 
produced may contact edible products and/or cooling systems.  The products 
listed below consist of ingredients that are GRAS (21 CFR Parts 182 or 184) or 
substances cleared under 21 CFR 173.310(c) according to the U.S. Food and 
Drug Administration (FDA).  Additionally, none of the ingredients are prohibited 
from use in applications where steam may contact milk products. 
 
When the product(s) are used under the intended conditions of use as outlined 
on the product label, catalog sheet, or specified in a Standard Operating 
Procedure (SOP), they will not adulterate food product.  The products are 
suitable for use in boilers and steam lines where the steam produced may 
contact food, milk or milk products and are formulated in compliance with 21 CFR 
as well as NSF certified for use where there is possibility of food contact. 
 

• BioTherm Fluids AF (NSF registration No. 142359) 
 

• BioTherm Fluids PGX (NSF registration No. 142358) 
 
 
Sincerely, 
 
Shawn McGlothlin 
President 
Orison Marketing, L.L.C. 
 
 


