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Introduction:

Background:

Challenges Faced:

The Role of MBCA:

RMD, a start-up medical device manufacturer developing its first product, embarked on a journey to establish its 
quality system, audit contract manufacturers, and bolster regulatory support for its medical products. In this case 
study, we explore the pivotal role of MBCA, a globally recognized regulatory compliance consulting firm, in guiding 
RMD through this transformative process. MBCA’s expertise, work ethic, and commitment have proven invaluable 
assets to the organization.

1. Quality System Development 

RMD needed to navigate the intricate landscape of global regulatory 
requirements, adding complexity to their needs while facing limited 
resources as a first-time medical device company.

Auditing several contract manufacturers in the US, Europe, and Asia was 
complex, requiring comprehensive evaluations to ensure adherence to 
quality and compliance standards.

2. Contract Manufacturer Audits:

3. Regulatory Compliance: 

RMD needed to develop a robust quality management system that would 
meet industry standards and align with regulatory expectations.

RMD engaged MBCA to lead these critical endeavors. MBCA’s 
contributions were instrumental in addressing these challenges and 
driving positive organizational change.

1. Quality System Development:
MBCAMBCA began by meticulously analyzing RMD's existing processes, 
identifying gaps, and recommending improvements. She guided the 
team in developing a comprehensive quality management system that 
met industry best practices and aligned with the unique needs of RMD's 
product portfolio.

2. Contract Manufacturer Audits:
MBCAMBCA brought their extensive experience to the forefront in conducting 
audits of RMD's contract manufacturers. MBCA’s systematic approach, 
attention to detail, and communication ability ensured that all findings 
were documented thoroughly. MBCA identified non-compliance issues 
and guided corrective actions, helping RMD and its partners improve their 
manufacturing processes along the way.

3. Regulatory Support:
NavigatingNavigating the complex world of medical device regulations is a 
daunting task. MBCA, however, excelled in this area. The MBCA team 
provided RMD with clear guidance on regulatory pathways, submissions, 
and compliance strategies. Their ability to explain what needed to be 
done, why it was necessary, and how to do it efficiently helped RMD make 
informed decisions.

Results and Impact:
1. A Compliant Quality System:
RMD's quality system is robust, efficient, and compliant 
with industry standards.  They have confidence in their 
ability to ensure consistent product quality and safety.
2. Improved Manufacturing Partnerships:
ContractContract manufacturer audits led to improved processes 
and more robust partnerships, resulting in better product 
quality and reliability.
3. Streamlined Regulatory Compliance: 
RMD is better equipped to navigate the regulatory 
landscape, leading to faster product approvals and 
market access.

Conclusion:
MBCA's involvement with RMD has been nothing short of 
transformational. Their expertise, dedication, and commitment 
to excellence have helped RMD evolve into a more efficient and 
compliant organization. Melita’s patient and instructive 
approach has resolved immediate challenges and empowered 
RMD to address future regulatory and quality requirements 
proactively. RMD is fortunate to have found MBCA.  MBCA’s 
contributionscontributions are highly recommended to start-ups and 
established organizations seeking to excel in the medical device 
industry.

CASE STUDY

RMD recognized the need to implement its quality system and streamline its regulatory processes to ensure 
product safety, compliance, and overall quality. This initiative aimed not only to meet existing regulatory 
requirements but also to future-proof the company's operations.


