
Client
European Pharmaceutical company 
commercialize a drug in USA for a rare 
disease. The drug was granted ODD in 
2017 and its ODD exclusivity will expire in 
2024. Company was looking for Experts 
to find a new way to extend its exclusivity 
in USA.

Products
Tablets oral dosage form 
Products Category
Treatment of rare disease

Country of Interest 
USA

Solution Offered

 9 US Agent
 9 Gap analysis 
 9 RA Strateparation of IDE application 

Submission of IDE to FDA

Case Study 006:
RA Strategy for a Drug Market Exclusivity in USA

Key Highlights:

 9 GRP’s team has decades of 
experience in developing regulatory 
strategies for requesting new 
exclusivities and extending existing 
exclusivities for drugs and biologics 
to FDA.

 9 Because of GRP Regulatory strategy, 
the client was able to extend its 
current ODD exclusivity by 3 years 
and 6 months in USA (6 months for 
pediatric exclusivity + 3 years clinical 
exclusivity)  in USA and be protected 
from generics till 2028.

Keywords:
Exclusivity in USA, FDA ODD exclusivity, 
FDA Pediatric exclusivity, New clinical 
exclusivity FDA, RA strategy for exclusivity 
extension.

Client Situation

European Pharma company sells a drug in USA that is indicated in the treatment of a 
rare disease. The drug was granted ODD in 2017 and has an ODD exclusivity expiring 
in 2024. The drug lost its patent protection in 2000 and was approved by FDA using 
NDA 505b(2) pathway. The company is at high risk to lose large part of its revenue 
and market share, due to generics entry expected after ODD exclusivity expiration 
in 2024. Company was looking for RA experts to help them find new ways to extend 
their product’s exclusivity in USA in order to protect their US revenue.

GRP Solution

GRP Regulatory Affair team in USA has a lot of experience navigating FDA process and 
advising on the correct pathway to extend products exclusivities in USA.

GRP performed the following activities and tasks:

Gap analysis of post-marketing data collected on the products during last 
3 years.1

Gap analysis of new CMC data related to the new product’s formulation 
developed by the client.2

Based on gap analysis results determine that the client qualifies for an 
additional pediatric Exclusivity of 6 months and new  clinical exclusivity of 
3 years in USA.

3

Preparation and submission to FDA of NDA supplements for new clinical 
data supporting the requests for new exclusivities.5

Obtain FDA approval for additional exclusivities that will expire in 2028.6

Consultation meeting with FDA to get their input on RA strategy for 
exclusivity extension for the drug in USA.4

For additional information, 
please contact us at 

info@globalregulatorypartners.com
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