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Model-Informed Drug Development
• “Development and application of pharmaco-statistical models of drug 

efficacy and safety from preclinical and clinical data to improve drug 
development knowledge management and decision-making” (Lalonde)  

• FDA identified MIDD as an important pathway for lowering drug attrition 
and dealing with regulatory uncertainty 4

Lalonde 2007 [PMID 17522597] | Milligan 2013 [PMID 23588322]
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https://www.fda.gov/drugs/development-approval-process-drugs/drug-development-tools-fit-purpose-initiative



Generic Drugs in the United States

Orally inhaled drug products (OIDP)

No Generics

First Generic for OIDP
(approved Jan 30, 2019)

Poly-(lactic-co-glycolic acid) (PLGA) microspheres
Long-acting injectable products

https://accessiblemeds.org/sites/default/files/2020-09/AAM-2020-Generics-Biosimilars-Access-Savings-Report-US-Web.pdf
GDUFA: Generic Drug User Fee Amendments
* https://www.fda.gov/downloads/ForIndustry/UserFees/GenericDrugUserFees/UCM525234.pdf

Generic Drugs:

• 90% of prescriptions

• 20% of prescription 
drug spending

~30% are Complex 
Products
Per GDUFA II
Commitment Letter 
Definition*

www.fda.gov

Topical drug products with generics 
available < 40%

Ophthalmic products with generics 
available < 50%
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Overall Drug Products

https://accessiblemeds.org/sites/default/files/2020-09/AAM-2020-Generics-Biosimilars-Access-Savings-Report-US-Web.pdf
https://www.fda.gov/downloads/ForIndustry/UserFees/GenericDrugUserFees/UCM525234.pdf


Thank you!
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