Special Cases
Due to the lack of a well-defined nomenclature and the existence of many commonly used names, it is often hard to decide on the best preferred term for botanical and nutritional agents, especially those classified as Complementary and Alternative Medicine (CAM).  For this reason, consultation with other EVS Drug Editors and with our PDQ, DCP, and other partners are often important. 
A.  Botanical Products
1. The names adopted by the USP will be used in the preferred name/term to represent botanical dietary products. The Latin name of the botanical product will be represented as a synonym.

2. Authoritative names for botanicals can be found in the following sources:
· http://www.naturalstandard.com/
· http://www.pdrhealth.com/drug_info/nmdrugprofiles/herbaldrugs/index.shtml
3. If a specific form of the botanical product is referenced in a clinical trial, then this information should be reflected in the preferred name/term

· Examples would include: Specific plant parts (root, leaf) or form/formulation (oil)

4.
If a specific component or ingredient of a botanical is being evaluated in a clinical trial, then a separate concept should be created and given a distinct preferred name/term. Additionally, alternative formulations of a botanical (or a CAM agent) should be created as separate concepts and given distinct preferred names. 
Example:
Soy Protein Extract (one concept that reflects a “crude” extract)
Soy Isoflavone (separate concept that reflects a specific or more purified component(s) of Soy)

Genistein (separate concept that reflects a more specific or purified component—a specific isoflavone found in soy)
5.
In cases where a proprietary name represents a multi-ingredient botanical product and where a common name is lacking, the proprietary name should be considered for use as the preferred name/term, unless an alternative concise term that is both meaningful and recognizable can be developed. Proprietary names should also be considered in those cases in which a list of the predominant or active ingredients in the preferred name would loose the intended meaning of the product and/or decrease the recognizability of the term. 
· If a proprietary name is used to create a preferred name/term, a note should be made in the Design Note to indicate that the brand name has been used.

Example:
PC-SPES (which reflects an herbal mixture containing 8 different botanicals)
6. Representation of Extract Preparations: Botanicals that are modified to produce an extract formulation suitable for oral administration contain highly purified concentrations of one or many ingredients. Efforts should be made to determine the specific ingredient (s) of the extract and these ingredients should be included as part of the preferred name.  If the final product is referred to as an extract based on its manufacturing process, then the word extract should be included as part of the preferred name.  As with other multi-ingredient products, the editor may choose to include a list of the ingredients or use a concise and meaningful term when deciding upon a preferred name.

Example:   Coculine Extract (common name; represented as a synonynm)

            Cocculus-Nux Vomica-Tabacum-Petroleum Extract (preferred name)
B.
Nutritional Supplement Products

There is no formal or established nomenclature for the naming of nutritional supplements. However, corresponding USAN and INN names (usually adopted as a USP name) do exist for some drugs which are also marketed as supplements. In the case where an USAN/INN best represents the active ingredient of the nutritional supplement, it should be used as the preferred term.  If an USAN/INN is not available, information from the ingredient list should be reflected in the preferred name.
Example:  Vitamin C (common name for nutritional supplement); Ascorbic Acid (USAN for FDA approved drug)—Ascorbic acid should be the preferred term.
Example:
Zinc Gluconate (nutritional supplement); No INN name available. In this case, include the specific salt form to avoid confusion with other FDA approved nutritional supplements such as zinc oxide, zinc sulfate, etc.
1.
Amino acid enantiomer nomenclature:  Many amino acid nutritional supplements are represented by their specific enantiomers, usually the biologically active “l” isomer; however, this nomenclature is not used by the USAN/INN councils.  If a USAN/INN exists, then this becomes the default preferred term; however, if a USAN/INN does not exist, then the preferred term should include the enantiomer designation. Alternatively, the use of the amino acid term as displayed in the ingredient list or label, could be used as the preferred term.
Example: L-lysine (common ingredient name for nutritional supplement); Lysine (USAN)  
· Lysine or L-lysine would be correct, but both terms should be   

                

reflected as synonyms of each other.
2.    Single “active” ingredient products:  In cases where an USAN name does not exist, a meaningful preferred name/term should be used to reflect the primary active ingredient; if a specific form or formulation is referenced in a clinical trial, then that specific information should be represented in the name.

A list of some active ingredient names can be found in the following sources:

· http://www.naturalstandard.com/
· http://www.pdrhealth.com/drug_info/nmdrugprofiles/nutsupdrugs/index.shtml

3.    Multi-ingredient products: In those cases in which a product contains multiple “active” or “potentially active” ingredients, the brand name could potentially be used for the preferred name/term. Unlike multi-ingredient drug products, in which the active ingredients are well-defined and can be easily recognized by their generic names, multi-ingredient nutritional supplement products may be best represented by their familiar or brand names. However, efforts should be made to create a preferred term that describes the particular product without loosing recognition. The brand name should only be used as a preferred term in those cases where a descriptive name that fully represents the particular product, is not feasible. 
A note should be entered in the Design Note property to indicate when a preferred name represents a specific brand 
4.
If a specific component or ingredient of a nutritional supplement is referenced in a clinical trial, then a separate concept should be created and given a preferred name/term. 
Example:

Shark Cartilage (one concept that reflects the chondroitin sulfate + the less well-defined ‘LMW’ components)

AE-941 (a separate concept that reflects the specific component extracted from ‘raw shark cartilage’ and which appears to have anti-angiogenic activity 2o to its MMP and VEGFR inhibitory effects)
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