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The Vital Role of Materiovigilance in Orthopedic Practice

Sachin Kale"?, Deepak Langade®, Vaishali Thakare?, Ashok Shyam**

In the evolving landscape of modern medicine, the role of
medical devices is becoming increasingly central, especially in
orthopedic surgery. From implants and prosthetics to advanced
diagnostic tools, orthopedic surgeons rely heavily on an array of
medical devices to deliver high-quality care. However, with the
rising complexity of these devices comes the risk of adverse
events that can potentially harm patients. This is where
Materiovigilance — the systematic monitoring and reporting of
adverse events related to medical devices - plays a critical role.

Launched in 2015 under the guidance of the Indian Health
Ministry, the Materiovigilance Programme of India (MvPI) has
been designed to ensure that medical devices used in healthcare
are safe, effective, and monitored continuously for any adverse
events. Orthopedic surgeons, who work closely with a vast array
of implants, joint replacement devices, and surgical instruments,
are uniquely positioned to contribute to and benefit from the
MvPI. Their engagement in the program is not only crucial for
patient safety but also for enhancing the quality of care across the
field of orthopedics.

Why Materiovigilance Matters in Orthopedics

Orthopedic surgeries often involve the use of sophisticated and
high-stake medical devices, such as joint replacements, plates,
screws, and spinal implants. These devices, while designed to
improve mobility and quality of life, come with their own set of
risks. Failures, malfunctions, or unexpected complications with
these devices can lead to severe patient outcomes, including

revision surgeries, infections, or even permanent disability. It is
imperative for orthopedic surgeons to be vigilant about such
issues.

The Materiovigilance Program allows surgeons to report any
adverse events associated with the use of these medical devices,
ensuring that potential issues are documented, analyzed, and
corrected in the broader system. This proactive approach allows
manufacturers to rectify design flaws, alert the medical
community about potential risks, and ultimately help to prevent
the recurrence of similar incidents.

The Role of Orthopedic Surgeons

Orthopedic surgeons play a pivotal role in the successful
implementation of the MvPI. Their familiarity with the devices
used during procedures, coupled with their insights into patient
outcomes, makes them key contributors to materiovigilance
efforts. By actively participating in reporting adverse events,
orthopedic surgeons help build a robust database that can
identify patterns of device failure, leading to enhanced patient
safety protocols and improved device design.

Despite the clear benefits, however, there remains a significant
gap in the awareness and practice of materiovigilance among
healthcare professionals in India. Studies have shown that a lack
ofawareness, insufficient training, and misconceptions about the
reporting process contribute to underreporting of adverse events
related to medical devices. For orthopedic surgeons, who often
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manage complex cases involving multiple devices, this lack of
reporting represents a missed opportunity to enhance patient

safety.

Strengthening Materiovigilance in Orthopedics

To bridge this gap, concerted efforts are needed to raise
awareness of the MvPI among orthopedic professionals.
Continuing Medical Education programs, workshops, and
training sessions focused on materiovigilance should become
integral to the education and professional development of
orthopedic surgeons. These initiatives can demystify the
reporting process, emphasize its importance, and encourage
surgeons to contribute actively.

Furthermore, hospitals and healthcare institutions need to
create a culture that encourages reporting, without fear of
repercussions or legal action. Surgeons should feel confident
that their reports will be used to improve device safety, not to
assign blame. Transparency, collaboration, and a shared
commitment to patient safety will be key to making
materiovigilance aroutine part of orthopedic practice.

Conclusion: A Call to Action

For orthopedic surgeons, the MvPI is more than just a
regulatory requirement — it is a tool to safeguard their patients
and improve the quality of care. By actively participating in this
program, surgeons can help to ensure that the medical devices
they rely on are safe, effective, and continuously improved.

As orthopedic surgery continues to advance, with newer and
more innovative devices entering the market, the role of
materiovigilance will only grow in importance. Orthopedic
surgeons must lead the charge in adopting this practice,
contributing to a safer and more reliable healthcare
environment for all. The future of orthopedic care depends not
only on the skills of the surgeon but also on the collective
responsibility to monitor and improve the tools they use.

In embracing the principles of materiovigilance, orthopedic
surgeons have the opportunity to not only enhance patient
safety but also contribute to the long-term success and
innovationin theirfield.
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