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Topicals & Parenterals rank High
Among 505(b)(2) approvals, oral dosage forms account for maxi-
mum approvals followed by parenterals and topicals (refer chart 2).
However, the proportion of topicals and parenterals is higher as com-
paredto their proportion in total products approved with U.S. FDA.

Chart 2:505(b)(2) Product Approvals based on
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Table 2: Average Sales (2008) of Sample 505-(b)(2) Products

Number of Approvals | Sample size Average Sales
considered for 2008 (USD mn)
Sales Data 2008
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17
H

Types of
Modifications

156.19
161.29
16184 -
186.84
10497

New Formulations

‘New Manufacturers

18
13
5

New. Cbm_binatiqns
NMEs
New Derivatives

The average sales of products approved through 505(b)(2)
in 2008 is estimated to be ~ USD150mn. Further, these
products are growing at a high compounded annual growth
rate (CAGR) of 17.8% between the period 2006-08 which is
three times higher than average growth of US
pharmaceutical markets (6.4%). [IMS 2008]
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Analysis of 75 approvals received during last 3 years reveals that
more than 50% of 505 (b) (2) get market exclusivity for a period of 3-7
years based on their chemical type (refertable 3).

Comparative analysis of chemical type shows that majority of the
new formulations have earned exclusivity/patent protection
indicating the need of clinical study. Our study reveals that Usually, a
limited phase-lll and Pharmacokinetic study was carried for these
requirements.). The case is reverse in case of new manufacturer.
Statistical analy5|s of chemical type and formulations establishes
very significant” relatlonshlp between new manufacturer and
parenteral dosage form. Most of these product approvals did not
require any clinical study and thus not protected by
patent/exclusivity. This finding is supported by the fact that
modification in the formulation of paranteral is not permitted in ANDA
and therefore 505(b)(2) is the preferred route to by-pass the
formulation patent of the innovator company.

Opportunity with 505(8)(2) Process

Approval time: Similarto ANDA,
Our analysis identifies that most of the applications received
approval in 1 year time (mode) with mean approval time of 1.56
years which is nearly same as the average approval time of ANDAs
(1.5 years).
Economy of studies reguired
Experts have made it a priority to extract all available public
documents when assembling a 505(b)(2) applications, eliminating
or decreasing the need for studies required for approval. At an
average there are 40,000 published literature formolecules approved
by US.FDA.
Drug Repositioning for new clinical indication: Gould be applied to
the drugs present in the market, drugs discontinued from the market
and also several Investigational New Drugs (INDs) failing in various
stages of clinical trial. This is supported by enormous clinical &
nonclinical data available for such molecules.
Costol filling may be waived (PDUFA)
Study reveals that application is charged only in case when the
product label indicates unique data generated for the approval.
However, firms (including affiliates) with less than 500 employees
havethe options to request for waiver of the fees forfirst submission.
Paotential pathway for Bio-Generics
To date no formal regulatory process exists in US to bring these
drugs to the market as they are considered on case to case basis.
However, all four Bio-Generics (Somatropin, Glucagon, Calcitonin &
Hyaluronidase) approved to date by U.S. FDA have come through
505(b)(2) process.
Summary
» Marketed as branded products ratherthan Generic
> Earns Patent and Exclusivity.
> Unlike ANDA not effected by discontinuation of RLD
> Insulated from high market competition
» Suitable approval pathway for non-infringing products
> Potential route for Bio-Generics.

> Average sales of 505(b)(2) approved products is US$150mn in

..2008. w

India's Scenaris
Indian Pharma Companies has insignificant presence in advanced
formulations and parentrals in U.S. Market. More than 75% of the
products marketed by Indian companies are conventional TABs &
CAPs, [Jena et al, 2009]. In 2009 Aurobindo, Hetero & Emcure
enteredin 505(b)(2) NDA business.

It provides an opportunity for generic firms to innovate and enterin to
branded products with less development costinvolved.

Bibliography:

CDER US FDA Databases

IMS Japan(2008), Press release 17 June

JenaD, Mohan V, Appaji PV. et al., Presence of Indian pharmaceutical
industry in US market: An empirical analysis. Journal of Generic
Medicine (2009),Vol. 6,4, 333-334.

Acknowledgement

Our sincere thanks to Mr. Poduri Balaram, Asst. Director Pharmexcil
for his immense support and contribution to this work.




	NPSCN_001.pdf
	NPSCN_002.pdf
	NPSCN_003.pdf
	NPSCN_004.pdf
	NPSCN_005.pdf
	NPSCN_006.pdf
	NPSCN_007.pdf
	NPSCN_008.pdf
	NPSCN_009.pdf
	NPSCN_010.pdf
	NPSCN_011.pdf
	NPSCN_012.pdf
	NPSCN_013.pdf
	NPSCN_014.pdf

