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Overview: What is the IID?

www.fda.gov



5www.fda.gov
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Introduction to the IID 

Inactive Ingredient Search for Approved Drug Products (fda.gov)   |   Using the Inactive Ingredient Database Guidance for Industry | FDA 

The IID provides 
information on 
excipients present in 
FDA-approved drug 
products.

Helpful Resources:
 FAQs
 Guidance for Industry

www.fda.gov

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
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Best Practices: How to Use the IID

www.fda.gov
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How to Use the IID 

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

Enter any portion of the name of 
an excipient to search (enter at 
least three characters)

Download the entire IID

www.fda.gov

https://www.accessdata.fda.gov/scripts/cder/iig/index.cfm
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How to Use the IID (cont.) 

CAS = Chemical Abstracts Service Registry Number
UNII = Unique Ingredient Identifier assigned by FDA’s 
Global Substance Registration System (GSRS)

Maximum Potency 
per unit dose 

Displays one row per unique 
Inactive Ingredient – RoA – DF combination

Maximum Daily 
Exposure (MDE)

Record

www.fda.gov

Flag for 
new 

records



10

Limitations of the IID

Does not provide context of use (e.g., duration of 
exposure, patient population, and indication(s) for use)
Does not disclose proprietary excipient information (e.g., 
reference listed drug formulation)
Does not provide a link between maximum potency    
and MDE
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 

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

www.fda.gov
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Excipient Maximum Daily Exposure

Maximum 
Daily 

Exposure 
(MDE)

Maximum number of 
dosage units 

recommended per day 
based on the product 

labeling

Dosage unit 
level of the 

inactive 
ingredient or 

excipient

MDE is also the Maximum 
Daily Intake (MDI) for oral 

drug products

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

www.fda.gov



13

IID Program Enhancements

www.fda.gov
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GDUFA II (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 III 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..

IID Enhancements Under GDUFA

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

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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Increase in Records with MDE

www.fda.gov
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Quarterly Change Log

IID Enhancements – Quarterly Change Log 

www.fda.gov

https://www.fda.gov/drugs/drug-approvals-and-databases/quarterly-inactive-ingredient-database-iid-change-log
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IID Enhancements – Quarterly Change Log 

Quarterly Inactive Ingredient Database (IID) Change Log | FDA

Quarterly Change Log

www.fda.gov

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

www.fda.gov

Quarterly Updates
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Special Considerations
Red Dye No. 3 

(also known as Erythrosine)

www.fda.gov
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FD&C Red Dye No. 3 (Erythrosine)
• FDA FRN was posted on January 15, 2025

• FDA revised 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 IID

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

• Federal Register :: 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

https://www.fda.gov/food/hfp-constituent-updates/fda-revoke-authorization-use-red-no-3-food-and-ingested-drugs
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Considerations of Additional
Color Additives

https://www.fda.gov/news-events/press-announcements/hhs-fda-
phase-out-petroleum-based-synthetic-dyes-nations-food-supply

https://www.fda.gov/news-events/press-announcements/fda-
approves-three-food-colors-natural-sources
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Helpful Resources

www.fda.gov
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Helpful Resources

Using the Inactive Ingredient Database 
Guidance for Industry | FDA 

Inactive Ingredients in Approved Drug Products 
Search: Frequently Asked Questionswww.fda.gov

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).
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IID Mailbox & Contact Information

www.fda.gov
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Questions to the IID Mailbox

 Questions about changes in 
the IID listings and reports 
of error 

 Requests for clarification of 
units or excipient names

 General inquiries only

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

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

What NDA/ANDA a specific 
record belongs to
Reference listed drug 
formulation

Acceptability of proposed 
excipient levels

Ask us! We want to hear from 
you!

www.fda.gov
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• Questions and concerns about IID entries, send to 
IIDUpdate@fda.hhs.gov 

• 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)

Contact Information

www.fda.gov

mailto:IIDUpdate@fda.hhs.gov
mailto:FDA-SRS@fda.hhs.gov
mailto:FDA-SRS@fda.hhs.gov
mailto:FDA-SRS@fda.hhs.gov
https://www.fda.gov/media/164111/download
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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
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