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Data Governance for SMB
Medical Device Manufacturers

In today’s data-driven healthcare landscape, effective data
governance is crucial for medical device manufacturers of all sizes.
Whether you're a startup or a mature device company managing
multiple datasets across many systems, without effective
governance you are putting your data and your business at risk.

This white paper outlines a practical approach for small to mid-
sized medical device manufacturers looking to implement data
governance structures, along with some of the most common
obstacles to watch out for.

What is Data Governance?

In the simplest terms, data governance is a framework of policies,
procedures, and standards that ensure the effective management,
use, and protection of an organization’s data assets. For medical
device manufacturers, this can mean everything from product data
and clinical trial information to customer records, regulatory
documentation, and employee information.

Why is Data Governance Important?

Data governance is a critical part of any business’s operational
strategy, especially in highly regulated industries like medical device
manufacturing. Manufacturers face many unique challenges,
including strict regulatory requirements, complex supply chains, and
the need for precise product data across the entire value chain.

Effective data governance can help address these challenges by:

Ensuring data accuracy and consistency across the organization
Streamlining regulatory compliance and reporting efficiency
Improving decision-making by ensuring accurate, quality data
Enhancing product quality and safety through data integrity
Optimizing operational efficiency by minimizing overall effort
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Key Components of an Effective
Data Governance Structure

1. Data Governance Team

Start by establishing a cross-functional team responsible for
overseeing your data governance initiatives. For smaller companies,
this might include:

- A senior executive sponsor (e.g.,, CTO or COO)

+ Representatives from R&D, Quality Assurance, Regulatory
Affairs, Finance, and IT

+ A designated Data Governance Lead

It may be necessary to have individual team members represent
multiple functional areas of your organization. What's most important
is that individuals be experts in the data and data requirements they
represent for the governance team.

2. Data Inventory and Classification

You will want to create a comprehensive inventory of your data assets
and classify them based on sensitivity and importance.

For instance, you might categorize data into groups like:
« Critical (e.g., product design specifications, clinical trial data)
« Sensitive (e.g., customer information, pricing data)
« Operational (e.g, inventory levels, supplier information)

There is no one-size-fits-all here. The classifications need to align with
your specific business needs and overall organizational strategy.

3. Data Quality Standards

A critical next step is defining clear standards for data quality, including
accuracy, completeness, and consistency. The importance of this
cannot be overstated.
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An example might be establishing a rule that all product serial numbers
must follow a specific format and be unique across all product lines.
Another might be the adoption of the GSI1 specification for UDI creation.

4.Data Access and Security Policies

It's important to define, document, and implement policies that control
who can access different types of data and how that data is protected.

For instance, you may choose to implement role-based access
controls to ensure that only authorized R&D personnel can modify
product design data, while sales teams can have read-only access
to product specifications and instructions for use.

5. Data Lifecycle Management

Every piece of data in your company has a “useful lifespan.” Be sure to
develop processes for managing data throughout its individual
lifecycle, from creation to archival or deletion.

As an example, you might create a policy that clinical trial data must be
retained for 15 years after product discontinuation, in compliance with
regulatory requirements, but customer data only needs to be retained
for 5 years after their last engagement with your company.

Whatever your policies, take care to ensure they align with all
applicable regulatory requirements.

6. Metadata Management

While it can be easy to overlook, make sure you establish standards for
documenting metadata (data about data) to improve data
understanding and usability.

In practice, this could be as simple as creating a standardized template
for documenting the source, owner, and update frequency of each
dataset in your product lifecycle management system.
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7. Data Integration and Interoperability

Integration drives innovation. You need to ensure data can be
effectively shared and used across different systems and departments,
including clear definition on the rules and standards for those activities.

For instance, you might implement a centralized product information
management system that integrates with your ERP, quality
management, and customer relationship management systems.

Benefits of Implementing Data Governance

1. Improved Data Quality and Reliability

By establishing clear standards and processes, medical device
manufacturers can ensure their data is accurate, consistent, and
trustworthy. For example, implementing data quality checks in your
product database could result in reducing errors in regulatory
submissions, which in turn can accelerate time-to-market.

2. Enhanced Regulatory Compliance

Robust data governance helps ensure compliance with
regulations such as FDA 21 CFR Part 11, EU MDR, and HIPAA. Having
a data governance framework that includes audit trails and
electronic signatures can simplify FDA inspections and reduce
compliance-related issues.

3. Improved Decision-Making

By providing access to high-quality, well-organized data, you enable
more informed business decisions that can drive both growth and
performance. For instance, by centralizing and standardizing clinical
data, you create opportunities to identify overlooked market
opportunities, which could ultimately lead to an increase in sales.
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4.Increased Operational Efficiency

By streamlining your team’s data management processes, you create
opportunities to reduce time spent on data-related tasks. That can
include reducing the time spent on preparing regulatory submissions
or minimizing billing errors, allowing your teams to focus on strategic
initiatives or revenue-generating opportunities.

5. Enhanced Product Quality and Safety

It should go without saying that better data management can lead

to improved product design, better manufacturing practices, and more
effective post-market surveillance. Things like integrating complaint
data with product information creates opportunities to more quickly
identify potential safety issues, allowing you to initiate a proactive field
correction and prevent adverse events, which in turn helps maintain
customer trust.

Common Challenges

No data governance model is without its challenges. Some of
the most common obstacles medical device companies face
can include:

1. Resource Constraints

a. Limited Budget: SMBs often struggle with allocating
funds for data governance initiatives. They typically have
smaller IT budgets, requiring creative thinking when
identifying effective strategies and tools.

b. Lack of Skilled Personnel: Many SMBs cannot afford to hire
dedicated data governance professionals like Chief Data
Officers or data governance specialists. Finding ways to
close the skills gap is key in building an effective program.

2. Technical Challenges
c. Outdated IT Infrastructure: Many small businesses rely
on legacy systems that lack advanced data governance
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features such as data encryption, access control, and
automated compliance checks. Technological constraints
should be addressed head-on to find workable solutions.
d. Data Silos and Fragmentation: SMBs often struggle
with data stored in isolated systems or departments,
preventing effective sharing and use across the business.
Breaking down these silos, integrating systems, and
standardizing data management practices becomes a
critical step in this process.

3. Organizational Challenges

e. Lack of Executive Buy-In: Securing buy-in from key
constituents, especially executive leadership, is crucial
for effecting change. Some SMBs may question the
applicability of data governance to their business,
inhibiting support for implementation.

f. Cultural Barriers and Lack of Awareness: Many small
business owners and managers do not fully understand
the value of data governance or the risks associated with
poor data management. The data governance team
needs to build educational programs to socialize the value
and risks to these audiences.

4.Implementation Challenges

g. Unclear Policies and Procedures: Defining clear and
concise policies and procedures for data governance
can be daunting. Integrating these policies smoothly into
existing business processes requires up front buy-in.

h. Data Quality and Consistency: Ensuring the accuracy,
completeness, and consistency of data is a critical aspect
of data governance. Establishing processes to identify,
monitor, and resolve data quality is key for SMBs.
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Conclusion

Implementing a data governance structure can be a significant
undertaking. Still, it is a critical step for small to mid-sized medical
device manufacturers looking to thrive in an increasingly data-
driven and regulated industry. These guidelines are a good starting
point for establishing a solid foundation to manage your data assets;
a foundation that will lead to improved compliance, magnified
operational efficiency, and super-powered decision-making.

“Without a systematic way to start
and keep data clean, bad data will
happen.” — Donato Diorio
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