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Dietary Supplement Identity*  
(Label Identification) 

膳食补充剂的身份*（标签标识） 

• The term "dietary supplement" must be part of the statement of 
identity on the label 

• “膳食补充剂”这个字眼必须包含在标签的产品说明中 
• The term “dietary” may be replaced with name of the dietary 

ingredient, (e.g., calcium supplement) Or,  
• “膳食”这个字眼可以用膳食成分的名称替代（例如：补钙/钙

补充剂），或者， 
• with an appropriately descriptive term indicating the type of 

dietary ingredient(s) in the dietary supplement product (e.g., 
herbal supplement with vitamins). 

• 在膳食补充剂产品上有适当的描述性术语表明膳食成分的类型
（例如，含有维生素的草本补充剂） 

 
*21 CFR 101.3(g) 
*联邦法典第21章第101部分第101.3(g)条 
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Dietary Supplement Labeling Claims 
膳食补充剂标签声称 

• Allowed claims 
• 允许的声称 

– Nutrient content claims 
– 营养成分声称 

Characterizes the level of a nutrient 
描述一种营养成分的程度 

– Structure/function claims 
– 结构/功能声称 

Describes the role of a nutrient or dietary ingredient intended to 
affect the structure or function in humans 

描述一种营养或膳食成分作为影响人体的结构或功能的角色 
– Health claims/qualified health claims 
– 健康声称/合格的健康声称 

Characterizes the relationship of any substance to reducing risk of a 
disease 

描述任何物质与减少疾病风险之间的关系 

www.fda.gov 
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New Dietary Ingredients 
新膳食成分 

• Dietary ingredients not marketed in a dietary supplement in the U.S. 
prior to October 15, 1994 

• 在1994年10月15日前未在美国上市的膳食补充剂中使用的膳食成分 
• Manufacturers must submit a notification to FDA at least 75 days prior 

to marketing 
• 生产商必须在上市前至少75天前向FDA提交通报 
• FDA has 75 days to respond 
• FDA将在75天内作出回复 

 Acknowledgement – not approval 
 确认 ---- 并非批准 
 Objection 
 拒绝 
-Based on identity or safety 
基于其特性或安全性 

• Notification is made public after 90 days 
• 90天后通报将公布于众 
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New Dietary Ingredient (NDI)  
Notification 

新膳食成分（NDI）通报 

• Notification must include 
• 通报必须包含 

– Name and address 
– 企业名称和地址 
– Signature of responsible party 
– 责任方签名 
– Name of the ingredient 
– 成分名称 
– Description of the product(s) containing the NDI 
– 含有新膳食成分的产品的说明 
– Amount of the NDI in product(s) 
– 新膳食成分在产品中的含量 
– Conditions of use 
– 使用条件 
– History of use or other evidence of safety establishing the NDI “will reasonably be 

expected to be safe” 
– 使用历史或其他证明该新膳食成分“按照合理的预期将是安全的”的安全性证据 
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Wrap-Up 
总结 

 

• FDA’s responsibilities largely focused after the product enters the 
marketplace 

• FDA的责任很大程度上是关注产品进入市场后的情况 

• Post-market surveillance includes 

• 上市后监控包括 
– cGMP Compliance 

– 现行良好操作规范合规情况 

– Product Labeling 

– 产品标签 

– Adverse Events 

– 不良反应事件 

www.fda.gov 
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Educational Materials 
学习资料 

• FDA internet site /FDA官网 
 www.fda.gov 
 

• Draft Guidance for Industry: Dietary Supplements: New Dietary Ingredient 
Notifications and Related Issues 

• 行业指南草案：膳食补充剂：新膳食成分通报和相关事项 
 http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegula

toryInformation/ucm257563.htm 
 

• Guidance for Industry: Distinguishing Liquid Dietary Supplements from 
Beverages 

• 行业指南：区分液体膳食补充剂和饮料 
 https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegul

atoryInformation/ucm381189.htm 
 

• Food, Drug and Cosmetic Act (The Act) 
• 食品药品化妆品法 

 https://www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA/Federal
FoodDrugandCosmeticActFDCAct/default.htm 

 
• Code of Federal Regulations 
• 联邦法典 

 www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm 
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