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FD&C Red No. 3

• The FDA will no longer allow for 
the use of FD&C Red No. 3 
in food and ingested drugs. 

• On January 15, 2025, the 
FDA issued an order to revoke 
these authorizations. 
Manufacturers who use FD&C 
Red No. 3 in food and ingested 
drugs will have until January 
15, 2027 or January 18, 2028, 
respectively, to reformulate 
their products.
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=74.303
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?fr=74.1303
https://www.federalregister.gov/public-inspection/2025-00830/petition-color-additive-center-for-science-in-the-public-interest-et-al-request-to-revoke-color


PART 74—Listing of Color Additives Subject 
to Certification
Regulations to be revoked

Subpart A - Foods
• § 74.303 FD&C Red No. 3.

(c) Uses and restrictions. FD&C Red No. 3 may be safely used for coloring foods generally 
(including dietary supplements) in amounts consistent with good manufacturing practice except 
that it may not be used to color foods for which standards of identity have been promulgated under 
section 401 of the act unless added color is authorized by such standards.

Subpart B - Drugs 
• § 74.1303 FD&C Red No. 3.

(b) Uses and restrictions. FD&C Red No. 3 may be safely used for coloring ingested drugs in 
amounts consistent with good manufacturing practice.

3ecfr.gov/current/title-21/part-74

http://www.ecfr.gov/current/title-21/part-74
http://www.ecfr.gov/current/title-21/part-74
http://www.ecfr.gov/current/title-21/part-74
http://www.ecfr.gov/current/title-21/part-74
http://www.ecfr.gov/current/title-21/part-74


What governs 
color additives in 
drugs? Color additives used in drugs must be listed 

in and conform to FDA’s color additive 
regulations.*

If FDA changes the color additive regulations 
(e.g., removing a color additive), drug 
products that no longer comply with the 
regulations must be updated to conform 
with the regulations.

If FDA removes a color additive from the 
regulations, any drug product containing 
that additive will be considered adulterated 
and cannot be marketed.

*The color additive regulations are found in 21 CFR parts 70-71, 73-74, and 80-82. 
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FD&C Red No. 3
Applicants and manufacturers must remove or replace 
FD&C Red No. 3 in drug products by January 18, 2028.

Products under development, new applications and 
reformulated products in supplements should not propose 
to use FD&C Red No. 3.  

New submissions in which FD&C Red No. 3 is proposed for 
commercial marketing will not be approved.*
*See 21 CFR 314.127(a)(8)(i)(A)

Products such as OTC monograph drugs that are marketed 
without an application have the same deadline for removal 
or replacement of FD&C Red No. 3. 
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New guidance allows for 
expeditious replacement 
of color additives.

Prior approval 
supplements are 

generally needed for 
formulation changes.

Major Change*

Color additive 
changes can be filed 

as CBE-30 
supplements.

Moderate Change**

New 
Policy

*See § 314.70(b)(2)(i) and 21 CFR 314.97(a).  **See § 314.70(c), Changes Being Effected in 30 days 6



Information to be provided* when replacing 
color additives in drugs

Manufacture one batch 
at pilot scale or larger

Perform pharmaceutical 
development studies 
and dissolution or in 
vitro release testing 

studies (as applicable)

Submit release test data 
and batch records

Provide 3 months of 
stability data at 

accelerated and long-
term stability conditions 

at filing 

Update and validate 
analytical methods, as 

appropriate. 

7* Manufacturers of OTC monograph drug products should retain the information described at the manufacturing facility.



Color Additives in the News
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Consumer Reports June 17, 2025



Challenge Question: 

Can the 4 new natural dyes FDA approved in 2025 be used in drugs?
How would you find out? 

21 CFR 73.167 Galdieria extract blue, a blue color derived from the 
unicellular red algae Galdieria sulphuraria

21 CFR 73.69 Butterfly pea flower extract, a blue color that can be used to 
achieve a range of shades including bright blues, intense purple, and 
natural greens

21 CFR 73.80 Calcium phosphate, a white color

21 CFR 73.168 Gardenia (Genipin) Blue
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