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Increasing patient’s accessibility and affordability to care.
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dosage forms, routes, and products associated with the new RLD.
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submissions. All statistical analyses were conducted using SAS 9.4. a Findings from Cox Proportional models using stepwise selection method with P<0.05, representing factors retained in final models after stepwise selection.

Main Findings Conclusion

« We analyzed a total of 464 RLDs with potential ANDA submission dates after the exclusion criteria.162 RLDs (34.91%) have/had |* Several factors may impact the likelihood of first ANDA
submissions, e.g., sales and PSG availablility appear correlated with

NCE exclusivity. Results from descriptive analyses have shown that number of ANDA submissions per family and sales were
high likelihood of ANDA submissions. Research on standards for

typically higher in NCE group (Figl and 2, respectively).

complex drug products may facilitate ANDA submissions in this

 For NCE group, 53.70% (87/162) ) of RLDs had an ANDA submission occur within the fifth year after RLD approval (Fig 3A). cateqory.
Annual sales were the only factor associated with increased likelihood of occurrence of first ANDA submission (Fig 4A). « Findings support the continuing need for PSG development, as
Specifically, adjusted hazard ratio for RLDs with sales > $250 million was approximately 10 times higher than those with sales availability of PSGs assist applicants with developing generic

<$10 million (HR;10.06, 95%CI:4.27-23.67), suggesting RLDs with higher sales are more likely to have ANDA submissions. products, particularly for complex drug products.

Complex drug product® was associated with decreased events of first ANDA submission (HR;0.52, 95%CI;0.28-0.94), (all P<0.05). .

Interpretation of the impact of variable of PSG availability may be

confounded with other complexity variables (e.g., variables for drug
* For the non-NCE group, around 20% (61/302) of RLDs have an ANDA submission occur within the first year, which is slower than complexity).

NCE-group (Fig 3B). Factors associated with increased likelihood were: annual sales, (adjusted hazard ratio for RLDs with sales >

$250 million was approximately 2.76 times higher than those with sales <$10 million [HR;2.76, 95%CI;1.46-5.25]); having REMS; ofER sobrigsButaneeEnpIaeereaRioy e Ao BudsneesembER T

having PSG; having unexpired patent(s) at the time of ANDA submission ; and having oral or ophthalmic route of administration
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(Fig 4B). Factors associated with decreased likelihood were being complex drug products® and anti-infective/antiviral therapeutic
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