
Client
A US based In-vitro diagnostic (IVD) company 

Products
IVD - kit for detection of protein function

Product Categories
Class III In-Vitro Diagnostic 

Country of Interest 
Japan

Solution Offered
 9 In country MAH
 9 Regulatory strategy
 9 Consultation Meeting with PMDA 
 9 Conduct of a local clinical trial.
 9 FMA
 9 QMS conformity assessment
 9 Product registration.
 9 Reimbursement
 9 KOL management
 9 Distributor selection
 9 Market access strategy

Case Study 22:
Regulatory, Clinical & Commercial Support for IVD Company in Japan

Key Highlights:
 9 Centralized Program Management for seamless 

communication, project management, proactive 
document management and milestone-based 
approach.

 9 Wide experience in IVD globally as well as in Japan, 
prior experience registering  similar category of 
products in Japan , consultative approach with PMDA, 
strong pro-qualified distributor network, experience 
in negotiating reimbursement strategy and proven 
regulatory strategy.
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Client Situation

The Client is US in-vitro medical device company that wanted to register its IVD in Japan that is Class III device. There was no 
similar device in Japan, the conduct of a local clinical study was requested by PMDA. Considering the strategic importance 
of Japan as a market, Client needed a partner in Japan who could manage the entire process, define regulatory strategy, 
conduct clinical trial in Japan, perform product registration, perform pharmacovigilance and post-market surveillance 
activities owning complete responsibilities to ensure regulatory and commercial success. 

GRP Solution

GRP understands the complexity Japan as a market can present, not just in terms of complex regulations, the complex 
market structure as well as language as a barrier to entry. These challenges present bottlenecks at every step of product 
commercialization and post marketing. GRP began with accurate classification of the product since the outcomes of the 
diagnostic offered had relatively higher impact life support, thus classified as Class III. GRP further set up a dedicated 
team for client including its regional experts with experience in managing entire life-cycle of IVD products. The team 
used its extensive experience, wide/qualified distributors network, scientific knowledge of biomarker-based protein 
assessment diagnostic devices to formulate a comprehensive strategy and execution plan for the Client. GRP evaluated 
clinical trial outcomes from other countries to identify right key opinion leader (KOL) to be involved in local clinical trials. 
GRP provided complete strategy in terms of number of sites required, number of stored samples and expected duration 
of trial as well as support during the clinical trials. GRP further prepared consultation meeting with PMDA followed 
by Foreign Manufacturer Accreditation (FMA/FMR), setting up pharmacovigilance activities, conformity assessment 
of Quality Management System (QMS), Preparation and Submission of Dossier to MHLW in STED format. GRP further 
prepared a through reimbursement strategy for the product and submitted application to MHLW. Distributors were 
identified from pre-qualified list of companies with GRP to set up distribution process, network for the product in Japan. 
The entire program was managed using centralized Project Management Team at GRP enabling proactive, informed and 
milestones-based approach for success of program.

For additional information, 
please contact us at 

info@globalregulatorypartners.com


