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[bookmark: _GoBack]In the United States (U.S.), proprietary blends are expressly provided for dietary supplements by the Food, Drug & Cosmetic Act. Like all dietary supplements, those containing proprietary blends are subject to federal and state requirements for safety, quality and proper labeling. All requirements for listing ingredients in dietary supplements are applicable to proprietary blends, with one exception allowed in the law to protect formulators’ intellectual property. While all dietary ingredients in a proprietary blend and the total quantity of all ingredients in the blend must be listed on the product label, the quantities of each dietary ingredient in the blend are not required to be disclosed on the label. Manufacturers and marketers of dietary supplements containing proprietary blends are responsible for meeting all regulatory requirements in the U.S., including but not limited to those pertaining to listing ingredients on the supplement facts label and label claims as outlined below. 
1. Listing Dietary Ingredients
a. All dietary ingredients contained in a proprietary blend shall be listed by their common or usual name (21 CFR 101.36 (b)(3)(i)) and plant part, if applicable (21 CFR 101.36 (d) (1).
b. Dietary ingredients in a proprietary blend that have a Reference Daily Intake (RDI) or a Daily Reference Value (DRV) (referred to in regulation as “(b)(2)-dietary ingredients”) shall be listed in a column in the order specified in 21 CFR 101.36 (b)(2)(B).
c. Dietary ingredients other than (b)(2) dietary ingredients in the blend shall be listed in order of input from most-to-least by weight, in a column or linear fashion, and indented under the term "proprietary blend" or other appropriately descriptive term or fanciful name (21 CFR 101. 36 (c)(2)). [footnoteRef:1] [1:  See CRN’s Best Practices for Probiotics for information about listing probiotics.] 


2. Disclosing Proprietary Blend Quantity
a. The quantitative amount of the proprietary blend, that is the weight of all dietary ingredients other than (b)(2) dietary ingredients contained in the proprietary blend, shall be listed ((21 CFR 101. 36 (c)(3)).1
b. In determining the weight of the proprietary blend, sum the weight of each “other dietary ingredient” listed and not the weight of any component, or the source, of that dietary ingredient (21 CFR 101.36 (b)(3(ii)).
c. Dietary ingredients contained in the blend that are (b)(2) dietary ingredients shall be listed according to 21 CFR 101.36 (b)(2) with a quantitative amount and percent Daily Value ((21 CFR 101.36 (c)(1)).

3. Label Claims: Structure/Function Claims
a. All claims made on the product label, including any descriptive or fanciful name used to identify a proprietary blend that represents a product claim, shall:  
i. Be truthful and not misleading (21 USC 343(r)(6)). 
ii. Not represent express or implied disease claims ((101.93(f)).
iii. Be substantiated ((101.93(a)(3)).[footnoteRef:2]  [2:  See Guidance for Industry: Substantiation for Dietary Supplement Claims Made Under Section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act.] 

b. If a claim is made on the product label, the product should contain the dietary ingredient or proprietary blend in a quantity equivalent to the substantiated quantity.
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