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INGREDIENT DATABASE
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 Overview: What is the IID?
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Inactive Ingredient Search for Approved Drug Products
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Introduction to the |ID
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The IID provides
information on
excipients present in
FDA-approved drug
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Using the Inactive
Ingredient Database
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Helpful Resources:
FAQs

v
v Guidance for Industry

Inactive Ingredient Search for Approved Drug Products (fda.gov) |

Inactive Ingredients in Approved Drug
Products Search: Frequently Asked
Questions
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About the Inactive Ingredient Database

1. What is an inactive ingredient?
= What is an active ingredient?

3. What is the purpose of the Inactive Ingredient Database?

Guidance for Industry

DRAFT GUIDANCE
This guidance document is being distributed for comment purposes only.
ents and suggestions regarding this drall document should be subumitted within 90 days of

tion m the Federal Register ol the notice announcing the availability ol the dralt
ce. Submit electronic comments to ]m])s: www restilations. gov. Submit written
———

Using the Inactive Ingredient Database Guidance for Industry | FDA
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https://www.accessdata.fda.gov/scripts/cder/iig/index.cfm
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/using-inactive-ingredient-database-guidance-industry

[Best Practices: How to Use the IID]
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How to Use the |ID
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Download the entire |ID
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Enter any portion of the name of
[ | | an excipient to search (enter at
least three characters)
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https://www.accessdata.fda.gov/scripts/cder/iig/index.cfm

How to Use the |ID (cont.)

. ~ ~ 4 | Maximum Potency per s Maximum Daily Exposure N Record
Inactive Ingredient Dosage Form unit dose (MDE) Updated
CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL VAGINAL GEL HHTO1ZNK31 200mg
CROSSLINKED)
CARBOMER HOMOPOLYMER TYPE B (ALLYL SUCROSE CROSSLINKED) TRAMSDERMAL  GEL, METERED Z135WT9208 1%W/wW
CARBOMER HOMOPOLYMER TYPE C (ALLYL PENTAERYTHRITOL TRANSDERMAL  GEL 4093RCW27E 90mg
CROSSLINKED) Record
CARBOMER HOMOPOLYMER TYPE C (ALLYL PENTAERYTHRITOL TRAMSDERMAL  GEL, METERED 4093RCW27E 1%W/wW
CROSSLINKED)
CARBOMER HOMOPOLYMER TYPE A (ALLYL PENTAERYTHRITOL TOPICAL GEL F68VHTICJC amg
CROSSLINKED)
CARBOMER HOMOPOLYMER TYPE A (ALLYL PENTAERYTHRITOL TOPICAL LOTION FBBVHTICJC 43mg
CROSSLINKED)
CARBOMER HOMOPOLYMER TYPE B (ALLYL PENTAERYTHRITOL TOPICAL CREAM HHTO1ZNK31 214mg
CROSSLINKED) F|ag for
b | cAS = Chemical Ab Service Reqistry Numb new
= Chemical Abstracts Service Registry Number

Displays one row per Unique UNII = Unique Ingredient Identifier assigned by FDA’s [RGSIES
Global Substance Registration System (GSRS)

Inactive Ingredient — RoA — DF combination
www.fda.gov 9




Limitations of the IID

exposure, patient population, and indication(s) for use)

A Does not provide context of use (e.g., duration of

A Does not disclose proprietary excipient information (e.g.,
reference listed drug formulation)

A Does not provide a link between maximum potency
and MDE

A Does not include excipients in Biologics License
Applications and Over-the-Counter monograph products

www.fda.gov *Using the Inactive Ingredient Database Guidance for Industry | FDA 10



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/using-inactive-ingredient-database-guidance-industry

How to Calculate MDE
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Excipient Maximum Daily Exposure

Maximum
Daily
Exposure
(MDE)

\_

J

dosage units

labeling

4 Maximum number of

recommended per day x
based on the product

MDE is also the Maximum

Daily Intake (MDI) for oral

www.fda.gov

drug products

Dosage unit
level of the
inactive
ingredient or
) excipient
Example:

Excipient level is 20 mg per dosage unit
Maximum number of dosage units recommended
per day is 2 (per product labeling)

Then, the Excipient MDE (MDI) is 40 mg

i.e., 2 dosage units * 20 mg/dosage unit = 40 mg

12
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ID Enhancements Under GDUFA

GDUFA 1l (Generic Drug User Fee Amendments) Commitment (Fiscal Years
2018-2022)

@ By October 1, 2020, FDA will complete enhancements to the Inactive Ingredient
Database so users can perform electronic queries to obtain accurate Maximum Daily
Intake and Maximum Daily Exposure information for each route of administration for
which data is available.

@ FDA will update the Inactive Ingredient Database on an ongoing basis and post quarterly
notice of updates made. Such notices will include each change made and, for each
change, the information replaced.

GDUFA Il Continued Commitment (Fiscal Years 2023-2027)

@ FDA will update the Inactive Ingredient Database on an ongoing basis and post quarterly
notice of updates made. Such notices will include each change made during the
previous quarter, the new information, and the information that was replaced.

GDUFA Reauthorization Performance Goals and Program Enhancements Fiscal Years 2018-2022 and Fiscal Years 2023-2027
www.fda.gov 14



https://www.fda.gov/media/101052/download
https://www.fda.gov/media/101052/download
https://www.fda.gov/media/101052/download
https://www.fda.gov/media/153631/download
https://www.fda.gov/media/153631/download
https://www.fda.gov/media/153631/download
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lID Enhancements — Quarterly Change Log
Quarterly Change Log

Inactive Ingredient Search for Approved Drug Products

f Share in Linkedin | % Email | & Print

[About this Database | [lMost Recent Changes to the Database]jl Ingredients Database Download |

Search and Browse by Inactive Ingredient

Search for Inactive Ingredient Name*: Search for Inactive Ingredient Name
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https://www.fda.gov/drugs/drug-approvals-and-databases/quarterly-inactive-ingredient-database-iid-change-log

lID Enhancements — Quarterly Change Log
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Quarterly Change Log

Inactive Ingredient Search for Approved Drug Products
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Search and B EUJ Date

| [ Most Recent Changes to the Data | | [ Ingredients Database Download |
Change Snapshot Inactive Ingredient Route of Dosage Form i i Status
Administration Potency per Daily Daily
Unit Dose Exposurs  Exposure
- - - T UoM -
7598 Q4 2023 SODIUM CHLORIDE TOPICAL SUSPENSION 320 mg C
7598 Q1 2024 SODIUM CHLORIDE TOPICAL SUSPENSION 0.30 %w/w C
9132 Q4 2023 TROMETHAMINE TOPICAL GEL 144 mg C
9132 Q1 2024 TROMETHAMINE TOPICAL GEL 56 mg C
6009 Q1 2024 POLOXAMER 407 TOPICAL SOLUTION 0.20 %w/w D
6022 Q1 2024 POLYCARBOPHIL TOPICAL SOLUTION 0.88 %w/w D
7430 Q1 2024 SODIUM BORATE TOPICAL SOLUTION 0.51 %w/w D
1 967 Q4 2023 CARBOMER HOMOPOLYMER TYPE A (ALLYL PENTAERYTHRITOL CROSSLINKED)  TOPICAL LOTION 0.70 %w/w R
967 Q1 2024 CARBOMER HOMOPOLYMER TYPE A (ALLYL PENTAERYTHRITOL CROSSLINKED)  TOPICAL LOTION 43 mg R
1360 Q4 2023 CITRIC ACID MOMNOHYDRATE TOPICAL GEL 0.56 %w/w R
1360 Q1 2024 CITRIC ACID MONOHYDRATE TOPICAL GEL 1 mg R
1871 Q4 2023 DIETHYL SEBACATE TOPICAL LOTION 2.97 %w/w R
1871 Q1 2024 DIETHYL SEBACATE TOPICAL LOTION 212 mg R
2130 Q4 2023 EDETATE DISODIUM TOPICAL LOTION 0.12 %w /v R
2130 Q1 2024 EDETATE DISODIUM TOPICAL LOTION 4 mg R
Quarterly Inactive Ingredient Database (IID) Change Log | FDA 17



https://www.fda.gov/drugs/drug-approvals-and-databases/quarterly-inactive-ingredient-database-iid-change-log
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Quarterly Updates

DEs from

Newly
Approved
products

Quarterly Updates

Change hot Inactive Ingredi Route of Dosage Form Status
i Date Administration Potency per Daily Daily
Unit Dose Exposure  Exposure
) ~ T = = uoM = =
7598 Q4 2023 SODIUM CHLORIDE TOPICAL SUSPENSION 320 mg c
7598 Q12024  SODIUM CHLORIDE TOPICAL SUSPENSION 0.30 %w/w c
9132 Q4 2023 TROMETHAMINE TOPICAL GEL 144 mg C
9132 Q12024  TROMETHAMINE TOPICAL GEL 56 mg c
6009 Q1 2024 POLOXAMER 407 TOPICAL SOLUTION 0.20 S%w/w D
6022 Q1 2024 POLYCARBOPHIL TOPICAL SOLUTION 0.88 S%w/w D
7430 Q12024  SODIUM BORATE TOPICAL SOLUTION 0.51 %w/w D
967 Q4 2023 CARBOMER HOMOPOLYMER TYPE A (ALLYL PENTAERYTHRITOL CROSSLINKED)  TOPICAL LOTION 0.70 S%w/w R
967 Q1 2024 CARBOMER HOMOPOLYMER TYPE A [ALLYL PENTAERYTHRITOL CROSSLINKED]  TOPICAL LOTION 43 mg R
1360 Q42023 CITRIC ACID MONOHYDRATE TOPICAL GEL 0.56 %w/w R
1360 Q1 2024 CITRIC ACID MONOHYDRATE TOPICAL GEL 1 mg R
1871 Q4 2023 DIETHYL SEBACATE TOPICAL LOTION 2.97 %w/w R
1871 Q1 2024 DIETHYL SEBACATE TOPICAL LOTION 212 mg R
2130 Q4 2023 EDETATE DISODIUM TOPICAL LOTION 0.12 %w/fv R
2130 Q12024  EDETATE DISODIUM TOPICAL LOTION 4 mg R
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FDA BANNING

RED No.3 DYE

Special Considerations

Red Dye No. 3
(also known as Erythrosine)
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ATTENTION

jssstll FD&C Red Dye No. 3 (Erythrosine)

 FDA FRN was posted on January 15, 2025

* FDArevised 21 CFR color additive regulations to remove Red No. 3, and drug

manufacturers have until January 18, 2028, to remove this color additive.

» FDA has taken appropriate actions to address this ban
» Red No. 3 and Erythrosine are no longer listed in the 11D
» Resources:

+ FDA to Revoke Authorization for the Use of Red No. 3 in Food and Ingested Drugs

* Federal Reqister :: Public Inspection: Petition: Color Additive; Center for Science in the

Public Interest, et al.;
* Request to Revoke Color Additive Listing for Use of FD and C Red No. 3 in Food and

Ingested Drugs

www.fda.gov

FDA
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https://www.fda.gov/food/hfp-constituent-updates/fda-revoke-authorization-use-red-no-3-food-and-ingested-drugs
https://www.fda.gov/food/hfp-constituent-updates/fda-revoke-authorization-use-red-no-3-food-and-ingested-drugs
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https://www.federalregister.gov/public-inspection/2025-00830/petition-color-additive-center-for-science-in-the-public-interest-et-al-request-to-revoke-color
https://www.federalregister.gov/public-inspection/2025-00830/petition-color-additive-center-for-science-in-the-public-interest-et-al-request-to-revoke-color
https://www.federalregister.gov/public-inspection/2025-00830/petition-color-additive-center-for-science-in-the-public-interest-et-al-request-to-revoke-color
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ceadine previously reculred. » Gelieiy eodiac] blue, @ b oo deied oo e viodlule e akgee Guelfivnis suphosa,
The FII& has eppraved tha sakar acdnne 1o 1=a 0 ronalcohal e DEVErRgas ond bavarps

“For oo long, some food producers have been Teeding i Ly Lased i basas, fruit dicks. St sToothies, St uees, wapatabin Misas, tary-aased sToalbies, mil
without thair knowladge or consent,” sald HHS Secratary Robort F. Kennady, Jr. “Thass eheivas srvd Nevored milks, yoour driks, milk-based mesl replscement snd nutilicosl

affar na tanafit and pasa raal, maasurable dangers ta cur bavarages, trazkfast ceraal cnalings, har canty, sef sandy and ciesing qum, Arvneed
childran's health and dewalopmant, That ara ks coming o an end. Wa'ra rastaring gold- fraslings, ice cream ard frazen dairy desseds, fazan fts, waier ioes and popsides, goan
standard sclence, applying commaon sense, and beginning to sarm back the public's trust. And dessans, puddings and custercs, and whipped craam. yogurt, Trozen of quk creemers
w're deing It by working with Industry to get these texle dyes out of the foods our families {nziuding nzn daivy altematives), 2nd whipped tappings (nduding nan dary sliemalives). Tae

. peclifign vesse sumittend b {he Prench comgeny Parnenlalc,

sateue[xdgg
https://www.fda.gov/news-events/press-announcements/hhs-fda- https://www.fda.gov/news-events/press-announcements/fda-
phase-out-petroleum-based-synthetic-dyes-nations-food-supply approves-three-food-colors-natural-sources
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Helpful Resources

— Home |

Drug Databases

! Inactive Ingeedienls in Apouoved Doya Products Search

Search and Browse by Inactive Ingredient

[About this Database ] | [ Most Recent Changes 1o the Dzlabase] | [ Ingredients Database Download |

Search for Inactive Ingredient Name*:

Inactive Ingredient Search for Approved Drug Products

f s I Unkeain | Email | i Frint

— T
Inactive Ingredients in Approved Drug
Products Search: Frequently Asked

Changes and Deletions by Inactive Ingredient Name

AMBCDEFGHIIKL

MNOPOQRSTI

Questions

f e K Fout |l Lk W Email | B Pt

www.fda.gov

+ Muost recent changes Lo Uhe d

{(updated 5/6/2019)

About the Inactive Ingredient Database

Using the Inactive

Ingredient Database
Guidance for Industry

DRAFT GUIDANCE

This guidance document is being distributed for comment purposes only.

ents and suggestions regarding this drall document should be subumitted within 90 days of

tion m the Federal Register ol the notice announcing the availability ol the dralt

ce. Submit electronic comments to https:/‘www resulations. sov. Submit written
— —_

1. What is an inactive inzredient?

active

purpose of the Inactive Ingredient Databasze?

Using the Inactive Ingredient Database
Guidance for Industry | FDA

Inactive Ingredients in Approved Drug Products

Search: Frequently Asked Questions
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/using-inactive-ingredient-database-guidance-industry
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/using-inactive-ingredient-database-guidance-industry
https://www.fda.gov/drugs/drug-approvals-and-databases/inactive-ingredients-approved-drug-products-search-frequently-asked-questions#:%7E:text=MDE%20is%20calculated%20as%20the,mg)%20x%20number%20units).
https://www.fda.gov/drugs/drug-approvals-and-databases/inactive-ingredients-approved-drug-products-search-frequently-asked-questions#:%7E:text=MDE%20is%20calculated%20as%20the,mg)%20x%20number%20units).

[ [ID Mailbox & Contact Information ]
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Questions to the IID Mailbox

Ask us! We want to hear from

you!

v Questions about changes in

the 11D listings and reports
of error

v' Requests for clarification of
units or excipient names

v’ General inquiries only
W)
M
S

www.fda.gov

x Acceptability of proposed

We won’t be able to provide an
answer to...

X Questions that may disclose
proprietary information, e.g.,

x What NDA/ANDA a specific
record belongs to

X Reference listed drug
formulation

A

excipient levels




Contact Information

« Questions and concerns about IID entries, send to
l[IDUpdate@fda.hhs.qov

 Nomenclature corrections, questions about excipient names,
and UNII requests, send to FDA-SRS@fda.hhs.gov

« Application-specific questions related to the use of excipients
In generic products under development should be submitted
through the Controlled Correspondence pathway
(https://www.fda.gov/media/164111/download)

www.fda.gov 26
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W

FOOD AND DRUG ADMINISTRATION
CDER’s Office of Generic Drugs
Office of Bioequivalence IID Team & Review Staff
CDER’s Office of Pharmaceutical Quality
FDA's Office of Business Informatics
CDER's Office of Communications

www.fda.gov 27



	Slide Number 1
	Slide Number 3
	Overview: What is the IID?
	Slide Number 5
	Slide Number 6
	Best Practices: How to Use the IID
	Slide Number 8
	Slide Number 9
	Limitations of the IID
	How to Calculate MDE
	Slide Number 12
	IID Program Enhancements
	Slide Number 14
	Increase in Records with MDE
	Slide Number 16
	Slide Number 17
	Quarterly Updates
	Slide Number 19
	FD&C Red Dye No. 3 (Erythrosine)
	Considerations of Additional�Color Additives
	Helpful Resources
	Slide Number 23
	IID Mailbox & Contact Information
	Questions to the IID Mailbox
	Slide Number 26
	Slide Number 27

