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Plan on teaching a color additive 
course?

Please appropriately acknowledge/referencePlease appropriately acknowledge/reference 
this Webinar and supporting publications

Brenda Seidman, M.S., Ph.D., RAC
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Interstate CommerceInterstate Commerce

• Section 201(b) of FFDCA (21 USC 321(b))Section 201(b) of FFDCA (21 USC 321(b))
• "(1) commerce between any State or Territory 
and any place outside thereof, andand any place outside thereof, and
(2) commerce within the District of Columbia 
or within any other Territory not organized 
with a legislative body."

• "Interstate commerce" applies to all steps in a 
product's manufacture, packaging, and 
distribution
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AdulterationAdulteration
How does the law define this for color additives?

Adulterated:
U f S ti 721( ) f FFDCA (21 USC §379 )• Unsafe per Section 721(a) of FFDCA (21 USC §379e); 
not otherwise compliant with the FFDCA or FDA’s regs 
(e.g., A product can be considered “adulterated” 
b it t i l dditi th t i t b t hbecause it contains a color additive that is not batch 
certified by FDA (FFDCA Sec 303)

• Other reasons device can be considered adulterated 
– FFDCA Sec. 501 (21 USC Sec 351)
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UnsafeUnsafe

• Color additives are considered “adulterated” ifColor additives are considered  adulterated  if 
they are “unsafe” [per 21 USC 379e(a), FFDCA Section 
721(a)]( )]

• Per Delaney Clause (carcinogens) [21 USC 
379e(b)(5)(B)]

• Defined in terms of “safe” [21 CFR §70.3(i)] –
“convincing evidence that establishes withconvincing evidence that establishes with 
reasonable certainty that no harm will result 
from the intended use of the color additive.”from the intended use of the color additive.
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MisbrandingMisbranding
• See  FFDCA Sec 502 (21 USC §352, especially  21 USC §352 (m))
• Misbranding: A drug or device shall be deemed to be misbranded 

(a) if its labeling is false or misleading in any particular; (b) if in 
package form unless it bears a label containing (1) the name and 
place of business of the manufacturer packer or distributor; and (2)place of business of the manufacturer, packer, or distributor; and (2) 
an accurate statement of the quantity of the contents in terms of 
weight, measure, or numerical count; (c) If any word, statement, or 
other information required by or under authority of the Act to 

th l b l i t i tl l d th ith happear on the label is not prominently placed thereon with such 
conspicuousness and in such terms as to render it likely to be read 
and understood by the ordinary individual under customary 
conditions of purchase and use... p

(http://www.fda.gov/forconsumers/consumerupdates/
ucm268130 htm)ucm268130.htm)
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21 USC §379e21 USC §379e

• http://www gpo gov/fdsys/pkg/USCODE‐http://www.gpo.gov/fdsys/pkg/USCODE
2010‐title21/pdf/USCODE‐2010‐title21‐chap9‐
subchapVII‐partB‐sec379e pdfsubchapVII partB sec379e.pdf
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Critical Legislative/Regulatory Milestones in Medical 
Device HistoryDevice History
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Delaney Clause
(b)( )( )21 USC § 379e(b)(5)(B) 
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21 USC §379e(b)(5)(A)21 USC §379e(b)(5)(A)

• Congress noted relevant factors FDA needs toCongress noted relevant factors FDA needs to 
consider in determining safety of a color 
additive for its proposed use e gadditive for its proposed use, e.g.,
– Exposure information
Safety factors (expert opinion)– Safety factors (expert opinion)

– Appropriate analytical methods for 
determinations of identity and quantity of puredeterminations of identity and quantity of pure 
dye (and its intermediates and impurities 
contained in the color additive))
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Legislative Color Additive MilestonesLegislative Color Additive Milestones
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FFDCA definition of “Medical Device”FFDCA definition of  Medical Device

“… instruments, apparatus, and contrivances, including 
their components, parts and accessories, intended (1) 
f i th di i iti ti t t tfor use in the diagnosis, cure, mitigation, treatment, or 
prevention of disease in man or animals; or to affect the 
structure of any function of the body of man or otherstructure of any function of the body of man or other 
animals.” FFDCA, 1938, P.L. 75‐717.
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Substantial Equivalence
per FDA regsper FDA regs 

(21 CFR Part 807 Subpart E)  
A device is substantially equivalent if, in comparison to a 

predicate it:
• has the same intended use as the predicate; and
• has the same technological characteristics as the predicate;has the same technological characteristics as the predicate; 

or
• has the same intended use as the predicate; and
• has different technological characteristics and the• has different technological characteristics and the 

information submitted to FDA; 
– does not raise new questions of safety and effectiveness; and

demonstrates that the device is at least as safe and effective as– demonstrates that the device is at least as safe and effective as 
the legally marketed device.

Seidman. SOT‐MDCPSS. Color Additives. 
06.24.2015 14



1976 Medical Device Amendments to 
l ddFFDCA: Color Additives Language
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“Color Additive” vs. “Colorant”

• A personal pet peeveA personal pet peeve
• “Color additive” does not have the same legal 
or regulatory definition as “Colorant”or regulatory definition as  Colorant

• FDA’s regs use the term “colorant” to colors 
dd d f d i l (S 21added to food contacting polymers (See 21 
C.F.R. § 178.3297(a) (2014) (describing 
“ l f l ”) l 21 C F R §“colorants for polymers”); see also 21 C.F.R. §
314.420 (Drug Master File “excipient”)
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21 CFR §70.3(f) 
f l ( )Defn almost ID to 721(a) FFDCA
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21 USC § 321(t)
l t h d i 1976language was not changed in 1976
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