























Dietary Supplement Identity*
(Label Identification)

R AN TEFIHI B (BREARIR)

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

o  “BEEANTEAN XN FIR A S ERRSS P T B

* The term “dietary” may be replaced with name of the dietary
ingredient, (e.g., calcium supplement) Or,

o “BEET ZATIRFT AR RE RO AR A (e k0 /4
hIEFD B

* with an appropriately descriptive term indicating the type of
dietary ingredient(s) in the dietary supplement product (e.g.,
herbal supplement with Vitamins)

o LRI R TR LA A R AR T R R
T R e e g A

*21 CFR 101.3(g)
*ERIVE L 21858101385 5101.3(g) %




Dietary Supplement Labeling Claims

il R AN FEFURRRE R

o Allowed claims
o JUVFII R
— Nutrient content claims
— BIRST R
» Characterizes the level of a nutrient
> IR — e 57 Al AR S
— Structure/function claims
— S5H [ THREFE R
» Describes the role of a nutrient or dietary ingredient intended to
affect the structure or function in humans

> IR — ME TR R B o T R AR B 4 AL B T BE Y A £
— Health claims/qualified health claims
— @ REFERR /S A% H A R AR
> gharacterizes the relationship of any substance to reducing risk of a
isease

> TR AR AR J5 55 9D 50 A 2 T 5K &
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New Dietary Ingredients

BT B

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

{£19944E10 A 15 H A AR LESE [ LT R b 7 51 o 4 F O JRe 62 il oy

Manufacturers must submit a notification to FDA at least 75 days prior
to marketing

A7 T L AHE BT EY 22207 5K BT [ FDASE A2 18 i
FDA has 75 days to respond
FDAKAE7 SR NAEH 15

= Acknowledgement - not approval

= B - JRARSILTE

= QObjection

= {4

-Based on identity or safety

2 R e e of
Notification is made public after 90 days
90K Je R A AT T 4K
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New Dietary Ingredient (NDI)
Notification

HEERRS (NDD) @Rk

. Notification must include

. l_itliﬂ‘
Name and address
— ARk
— Signature of responsible party
- TREITEA
— Name of the ingredient
—  JRIr R
— Description of the product(s) containing the NDI
— AR R P Y T
— Amount of the NDI in product(s)
— BRI Er RS E
— Conditions of use

— A

— History of use or other evidence of safety establishing the NDI “will reasonably be
expected to be safe”

— (AP S AR UE I R B iy« IS B TR e 2 a7 1) PR UL
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Wrap-Up
Bg

* FDA's responsibilities largely focused after the product enters the
marketplace

o FDAR) TR RFEEE L& = it N T3 J5 ) i
 Post-market surveillance includes

« bRk
— cGMP Compliance

— BT R AE e & S O
— Product Labeling

— FEEREE
— Adverse Events

— AR
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Educational Materials

F A FR

FDA internet site /FDAE ¥
» www.fda.gov

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

ke s BRI B R I AR ST

» http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegula
toryInformation/ucm257563.htm

Guidance for Industry: Distinguishing Liquid Dietary Supplements from
Beverages

frlbdam: DX IRE B 4N T A A DR

> https: //wwwfda ov/Food/GuidanceRegulation/GuidanceDocumentsRegul
atoryInformation/ucm381189.htm

Food, Drug and Cosmetic Act (The Act)
1 I 24 At

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

Code of Federal Regulations
BRI
» www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

14


http://www.cfsan.fda.gov/
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm257563.htm
http://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm257563.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm381189.htm
https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/ucm381189.htm
https://www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA/FederalFoodDrugandCosmeticActFDCAct/default.htm
https://www.fda.gov/RegulatoryInformation/LawsEnforcedbyFDA/FederalFoodDrugandCosmeticActFDCAct/default.htm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

