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DBMR Assists Leading molecular diagnostic provider to assess sales volume,
regional market share, and installed based to develop PCR reagents, especially
reagents that can be used in open PCR equipment

Introduction

A leading molecular diagnostic provider approached DBMR to conduct a comprehensive analysis of the sales volume, regional
market share, and installed base of PCR (Polymerase Chain Reaction) equipment to help develop specialized reagents compatible
with open PCR platforms. The goal was to expand their portfolio of PCR reagents to cater to a growing market demand, especially
targeting laboratories with existing open PCR systems. Through a strategic market analysis, DBMR provided insights on current trends,
competitor landscapes, potential growth regions, and unmet customer needs. The findings were pivotal in driving the client's decision
to introduce a new line of PCR reagents designed for compatibility with open PCR platforms, which could significantly reduce
operational costs for customers and tap into lucrative market segments.

Background

The increasing demand for accurate and rapid molecular diagnostic tests has fueled significant growth in the molecular diagnostics
market, especially PCR-based technologies. PCR is widely used for various applications such as disease detection, genetic research,
and forensic science. However, many laboratories rely on open PCR systems, which are not always compatible with proprietary
reagents offered by manufacturers of closed PCR systems. Open PCR platforms, which are often more cost-effective and
customizable, present a unique opportunity for diagnostic companies to develop reagents that can serve a broader market. In this
case, a leading molecular diagnostic provider sought DBMR’s expertise to evaluate the potential for creating PCR reagents that could
be used on open PCR systems. The requirements included a detailed analysis of the regional market dynamics, sales volume, market
share, and the installed base of PCR equipment to understand how to position their reagents effectively in a competitive and
fragmented market.

Objectives
Sales Volume Analysis: Quantifying the sales volume of PCR Installed Base Assessment: Analyzing the installed base of
equipment in various regions to assess market size and PCR systems to gauge the potential customer pool for
potential demand for compatible reagents. reagents that could be used on open platforms.
Regional Market Share Evaluation: Identifying key Reagent Development Strategy: Offering insights into the
geographical markets where open PCR systems were specific needs and preferences of laboratories using open
prevalent and understanding their market share relative to PCR systems to develop a targeted reagent portfolio.
closed systems.

Methodology

DBMR utilized a multi-phase research methodology to ensure that the insights provided were both comprehensive and actionable.
The process involved the following stages:

Market Segmentation and Sales Data Collection: DBMR Data Modeling and Market Forecasting: DBMR employed
initiated data collection across several regions, gathering sophisticated data modeling tools to forecast regional
quantitative data on sales volumes, market share, and growth trends, predict demand for open PCR reagents, and
installed base from industry reports, surveys, and interviews estimate the potential return on investment for the

with key stakeholders in the molecular diagnostics sector. diagnostic provider.

Competitive Landscape Analysis: The team analyzed Regulatory and Compliance Assessment: Given the stringent
competitor offerings and identified gaps in the market for regulatory requirements in molecular diagnostics, DBMR
reagents compatible with open PCR systems. This included provided insights into the regulatory hurdles and certification
an examination of the regulatory landscape, product processes necessary for the development and sale of new
offerings, and pricing strategies. reagents.

Customer Interviews and Focus Group Interviews: DBMR
conducted interviews with laboratory managers,
technologists, and procurement officers to understand their
challenges and needs. Focus groups were also organized to
evaluate user preferences for PCR reagents.

Key Findings

1. Sales Volume and Market Potential:

The global market for PCR reagents and consumables was analyzed, with significant growth projected in the next seven years.
However, a large portion of this market was dominated by closed PCR systems, limiting the reach of open PCR reagents. DBMR's
research revealed that open PCR systems had a rapidly expanding presence, especially in emerging markets and academic
research laboratories. Key regions with the highest sales volume of open PCR systems included North America, Europe, and parts of
Asia-Pacific. North America accounted for major share of the global market share in PCR equipment, with Europe following closely
behind. The Asia-Pacific market, particularly China and India, was experiencing the fastest growth due to increased research funding
and a large installed base of open PCR systems in academic and clinical laboratories.

2. Regional Market Share:

Open PCR systems were gaining traction in various regions, with a particularly strong presence in low- and mid-income countries.
These regions typically favored open PCR systems due to their lower upfront costs and the ability to use third-party reagents. The
market share analysis indicated that:

North America: Closed systems had a Europe: The market was highly Asia-Pacific: Emerging markets,
dominant presence, but the demand for | fragmented, with both open and closed particularly in China and Indiqg, exhibited
open systems was rising in academic PCR systems being equally popular. a significant shift toward open PCR
and reseadrch institutions, driven by However, regulatory challenges were platforms due to cost-consciousness
cost-efficiency and flexibility. more pronounced in the EU, requiring and the increasing adoption of genetic
careful attention to compliance testing.
standards.

3. Installed Base and Reagent Needs:

The installed base of PCR systems worldwide was substantial, with over a million units in operation. Laboratories using open PCR
systems were more likely to seek third-party reagents, as these systems did not have exclusive partnerships with reagent
manufacturers. This was a critical insight, as it meant that the diagnostic provider could potentially reach a large customer base by
offering reagents that were compatible with these open platforms.

Through customer interviews, DBMR identified several key requirements for open PCR reagents:

Cost-Effectiveness: Performance and Quality: Customization: Open PCR Ease of Use: Laboratories
Laboratories were Despite cost considerations, systems allowed for greater needed reagents that were
particularly sensitive to users emphasized the customization, and users easy to integrate into their
reagent costs, making them importance of reagent preferred reagents that existing workflows. Time-
more likely to choose third- quality. High sensitivity, could be tailored to their saving features, like pre-
party options for open PCR accuracy, and specific needs, whether for dispensed reagents and
systems. reproducibility were pathogen detection, genetic simple protocols, were a

essential for diagnostic testing, or other specialized major consideration.

accuracy, particularly in applications.

clinical and research

applications.

4. Competitive Landscape and Market Gaps:

DBMR’s competitive analysis revealed that while many companies provided reagents for closed PCR systems, few offered reagents
designed specifically for open PCR platforms. This gap in the market represented a substantial opportunity for the client. Companies
like Thermo Fisher Scientific, F. Hoffmann-La Roche AG, and Abbott dominated the closed system space, but smaller players had the
chance to carve out a niche by focusing on open PCR reagents. Moreover, d lack of high-quality, customizable reagents for open
systems left a significant portion of the market underserved. This was particularly evident in regions like Asia-Pacific, where
laboratory needs varied significantly based on local research and clinical demands.

5. Regulatory and Compliance Considerations:

Regulatory challenges were a major consideration for reagent development. Reagents for PCR systems must comply with stringent
regulations set by bodies such as the FDA (U.S.), EMA (Europe), and NMPA (China). DBMR helped the client navigate these challenges
by outlining the certification processes required for reagents in each key region. This included understanding the local regulatory
environment and the steps necessary to ensure product safety and efficacy.

Recommendations

Based on DBMR's findings, several strategic recommendations were made to the molecular diagnostic provider:

. Development of Cost-Effective and High-Quality Reagents: To cater to the large customer base using open PCR systems, the
client should prioritize the development of affordable yet high-quality reagents. These reagents should meet the performance
standards expected by laboratories while also reducing the operational costs for customers.

. Targeted Regional Expansion: The client should focus its efforts on regions like Asia-Pacific, where the demand for open PCR
systems and third-party reagents is growing rapidly. Tailoring marketing efforts to regional preferences and compliance
requirements would help gain a competitive edge.

. Partnerships with Laboratories and Research Institutions: Establishing partnerships with key laboratories and research
institutions could help promote the new line of reagents. Collaborative research studies and validations would further build trust
in the products.

=  Customization and Adaptability: Offering customizable reagent solutions that allow users to tailor PCR assays to their specific
research or diagnostic needs would set the client apart from competitors. Providing easy-to-use, pre-dispensed reagents for
open PCR systems would also enhance user satisfaction.

. Regulatory Readiness: Ensuring that the reagents meet global regulatory standards and obtaining necessary certifications
should be a priority, as non-compliance could hinder market entry and growth.

Conclusion:

By leveraging DBMR's insights, the leading molecular diagnostic provider successfully positioned itself to tap into the growing
demand for PCR reagents compatible with open PCR platforms. The comprehensive market analysis, regional insights, and
understanding of customer needs helped the client develop a reagent portfolio that met market demands while offering cost-
effective, high-quality solutions for laboratories worldwide.
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