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BOILERPLATE STATEMENTS FOR SAFETY ASSESSMENTS OF 
BOTANICAL INGREDIENTS  

 
The following statements may be incorporated, as appropriate (and modified, as needed), into the indicated 

sections (ABSTRACT, DISCUSSION) of safety assessment reports for botanical ingredients to convey the Panel’s 
caveats and concerns about such ingredients, when applicable. 

 
The boilerplate statements under ABSTRACT and CONSTITUENTS, below, may not be needed for cosmetic 

ingredients that are not expected to contain any plant constituents of concern to the Panel because, for instance, (1) the 
ingredients are derived from well-characterized parts of plant species that are commonly used as food or food ingredients in 
which the constituents of concern are known to be absent (e.g., soy beans), or (2) the cosmetic-ingredient manufacturing 
process ensures that the cosmetic ingredients contain no constituents of concern.  For example, the boilerplate statements 
were not needed in the safety assessment report for the Phytosterols. 

 
 

ABSTRACT 
 

CONSTITUENTS AND IMPURITIES 
 
Because formulations may contain more than one botanical ingredient, caution was urged to avoid reaching levels 

of toxicity for constituents.  Industry should use good manufacturing practices to limit impurities. 
 

DISCUSSION SECTION 
 
HEAVY METALS AND PESTICIDES 

 
The Expert Panel expressed concern about pesticide residues and heavy metals that may be present in botanical 

ingredients.  They stressed that the cosmetics industry should continue to use current good manufacturing practices 
(cGMPs) to limit impurities. 
 
AFLATOXINS 
 

Aflatoxins have been detected in [plant (part) where aflatoxins were found].  The Panel believes that aflatoxins 
will not be present at levels of toxicological concern in [botanical ingredient group].  The Panel recognizes the USDA 
designation of ≤ 15 ppb as corresponding to “negative” aflatoxin content. 
 
CONSTITUENTS 
Opening Paragraph 

As botanical ingredients, derived from natural plant sources, are complex mixtures, the Panel expressed concern 
that multiple botanical ingredients may each contribute to the final concentration of a single constituent.  Therefore, when 
formulating products, manufacturers should avoid reaching levels of plant constituents that may cause sensitization or other 
adverse effects. 

 

GENERAL GUIDANCE FOR DEVELOPING ADDITIONAL 
DISCUSSION LANGUAGE FOR BOTANICAL INGREDIENTS 

The Discussion should include a pithy summary of the key issues for the botanical ingredients.  

In general, the discussion section for plant-derived ingredients should be developed in a case-by-case manner to 
present and evaluate cogent information specific for each plant under review. 
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If the boilerplate statements under CONSTITUENTS, above, are applicable to the safety assessment of a 
botanical ingredient or group, then the discussion following these statements should be developed to include the following 
information, as well as other relevant information: 

1. Identity of the constituents of concern to the Panel in the botanical ingredient(s) 
2. Specific adverse toxicological endpoint(s) of concern (e.g., carcinogenicity, neurotoxicity, 

sensitization…) for each constituent of concern 
3. Concentration limits and other relevant qualifications that have been recommended for specific 

constituents of concern in the current or other CIR safety assessments, and the nature or magnitude and 
basis or rationale for each limit or qualification... 

 The Discussion should be clear whether constituents of concern to the Panel were identified by analysis of the 
whole plant/plant part(s) or by analysis of the cosmetic ingredients derived from the plant/plant part(s) (e.g., analysis of the 
oil from pressed leaves or aqueous extracts of the flowers used as a cosmetic ingredient). If the constituents of concern were 
identified by analysis of whole-plant or plant-part samples (rather than by analysis of the cosmetic ingredients), and the 
ingredients may be derived from more than one plant species, then the discussion should (1) specify the constituents of 
concern associated with each species, and (2) note that the levels of constituents of concern in the cosmetic ingredients 
derived from the plant(s) can vary widely, and may even be undetectable in the ingredients, depending on the growing 
conditions of the plant, the methods of manufacturing of the ingredient, and other factors. 


