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FORTIFICATION OF “ORGANIC” OR “MADE WITH ORGANIC...” PRODUCTS
Certified manufacturers who plan to fortify certified organic processed products with nutrients must comply with the National Organic Program, section 206.605(b), specifically, the fortification program must be in accordance with 21 CFR 104.20, Nutritional Quality Guidelines for Foods. When submitting organic fortified products for approval please use the following criteria:

1. Which Nutrients May be used in Organic Products? 

a. “Nutrients” may be classed as vitamins or minerals that appear on table 104.20(d)(3), OR 

b. They may be other nutrients (sometimes referred to as “accessory nutrients”) that are allowed by other FDA regulations. Section 104.20(f) provides that nutrients may be added to foods as permitted or required by applicable regulations established elsewhere by the FDA; for example 21 CFR Part 107, Infant Formula. “Accessory nutrients” may include DHA/ARA oils, nucleotides, and certain amino acids. 

c. Nutrients must be non-agricultural in order for their use to be covered under the National List, 205.605. Agricultural nutrients must be organically produced, if used in a product making an “organic” claim, unless they are listed on 205.606 and are found to be commercially unavailable in organic form.

2. What written justification is required? Manufacturers will need to provide in writing:

a. The specific paragraph(s) of 21 CFR 104.20 that supports the fortification of their product, and explain how the fortification of their product meets the requirements as stated in the regulation. 

b. Manufacturers using Section 104.20(f) as justification for fortification (see #1(b) above) will need to submit a copy of the excerpt from Chapter 21 that details the FDA requirements for fortification for their particular product.

c. If justifying the addition of nutrients under sections 104.20(b) –(d), but the specific nutrients are not listed on the table in paragraph (d)(3), the manufacturer will need to demonstrate that the nutrients are either classed as vitamins or minerals by the FDA, or that they are nutrients permitted or required by applicable regulations established elsewhere by FDA.

d. Manufacturers will need to provide a brief justification for how the fortification of the product meets paragraph (g).

3. What other supporting documentation must be submitted? Vitamins, minerals, and accessory nutrients must not contain Genetically Modified Organism’s (i.e., GMO’s produced through excluded methods
). In addition, every effort must be made to source vitamin, mineral, and nutrient ingredients that have not been produced using GMO’s in the production process, e.g., as processing aids or substrate. QAI’s Nutrient GMO Affidavit is available for obtaining necessary information from suppliers of nutrients, vitamins, and minerals. Documentation of the attempts to source non-GMO derived ingredients must be maintained and available for the inspector to review.

� Excluded methods. A variety of methods used to genetically modify organisms or influence their growth and development by means that are not possible under natural conditions or processes and are not considered compatible with organic production. Such methods include cell fusion, microencapsulation and macroencapsulation, and recombinant DNA technology (including gene deletion, gene doubling, introducing a foreign gene, and changing the positions of genes when achieved by recombinant DNA technology). Such methods do not include the use of traditional breeding, conjugation, fermentation, hybridization, in vitro fertilization, or tissue culture.
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