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Disclaimer
This presentation reflects the view of Author and should 

not be considered to represents Cosette’s views or policies.
The views expressed in this presentation do not necessarily 

reflect the official policies of the regulatory agencies.
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Outlines

Why: IID and MDD are bottlenecks

What: FDA initiatives, Key Challenges and Root Causes 

How: Artificial Intelligence(AI) Bridges Critical Gaps
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Why IID & MDD Are Bottlenecks

IID: Inactive Ingredient Database
MDD: Maximum Daily Dose
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FDA Initiatives to Mitigate Key Challenges of IID Database
Populate Maximum Daily Exposure 

(MDE) Information

Update IID database on an ongoing 
basis and publish quarterly notice of 
updates

Searchable quarterly change logs

Adoption of new data standards 

https://www.fda.gov/drugs/drug-approvals-and-databases/questions-answers-regarding-
enhancements-inactive-ingredient-database-iid
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Key Challenges of IID Database* and MDD
IID Database

 Lack of context for specific use

 Absence of Maximum Daily Exposure (MDE) 

for many entries (>50%) 

 Inconsistent naming conventions

* Using the Inactive Ingredient Database Guidance for Industry | FDA 

MDD
 Manual and time-intensive MDD calculations 

prone to inconsistency

 Ambiguous dosing instructions across multiple 

labeling sources

 Lack automated cross-referencing with approved 

reference standards
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Root Cause Analysis for Key Challenges 

Unstructured historical data

Heavy reliance on PDF-based labeling

Manual interpretation of dosing instructions 

Lack of system integration to manage high volume database 

(>9000 IID database value)
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Conceptual Future-State Vision

The following example is conceptual mock-up intended to illustrate 
how AI-enabled regulatory intelligence may support IID and MDD 
evaluation workflows. These examples do not represent actual FDA 
systems or regulatory decisions.
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 High dependance on source data quality 

 Standardized criteria for the AI tool teaching

 Limited Availability of Contextual Regulatory Data

 Validation and Continuous Maintenance

 Integration with the constantly updated published data

 Novel Excipients and New Formulation Approaches

 Challenges
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Key Takeaway

The status quo is unsustainable

AI can bridge critical efficiency and consistency gaps

Human oversight remains essential for regulatory compliance
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Thank You
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