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Outline

Overview of the inactive ingredient database (IID)

Overview of the IID’s 3-prong process approach

Consideration of AI-powered Automation Tools
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1 What is the Inactive Ingredient Database (IID)? 

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

Helpful Resources:
 FAQs
 Guidance for Industry

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

www.fda.gov
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Formula: 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
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Gap Analysis: Road to Desired State

Develop AI-
powered 

Automation Tools 
as part of the IID 

program 
enhancements



AI and Program Enhancements
• AI-powered automation tools significantly transform IT systems and 

programs across multiple dimensions by
• Reducing the burden of repetitive, manual and labor-intensive tasks
• Relieving staff to focus on higher-value strategic work
• Creating a more proactive, intelligent, and efficient approach to addressing 

challenges within systems
• For the IID program:

• AI tools hold a strong potential to modernize and streamline review processes 
and internal stakeholder interactions.
o AI tools can reliably extract inactive ingredient information directly from the approved 

RLD labeling and drug reviews; thus, reducing manual data entry, repetitive tasks, and 
associated human error.

•  Apply a proactive, intelligent, and efficient approach to address challenges 
within the systems.

Automation
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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 
   



Transition Slide

Now, I would like to turn it over to Dr. Wang for her presentation
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