Clearance for Medical Rehabilitation
Product Sale




INTRODUCTION

The medical rehabilitation industry has seen
significant advancements in recent years, with
new technologies and devices aimed at
improving patient outcomes. However, the
process of bringing these products to market

requires careful adherence to regulatory
requirements.




Background on Medical Rehabilitation
Products

Medical rehabilitation products are devices
designed to aid in the recovery of individuals
suffering from physical disabilities or injuries.
These products may include items such as Bionic
Hand, Dental Bite Force, therapeutic
equipment, and assistive devices




Purpose of the Report

The purpose of this report is to provide insights into the
regulatory Clearance process for medical rehabilitation
products. It is intended to guide manufacturers through
the steps required to obtain approval from regulatory
authorities, focusing primarily on the India Food and
Drug Administration and its role in ensuring product
compliance with relevant laws and standards.



Overview of Regulatory Bodies

The primary regulatory authority in the India
responsible for overseeing the safety and effectiveness
of medical devices. Other relevant bodies may include
the Indian Medicines Agency for markets within the
Indian, as well as national regulatory agencies in other
countries .That all medical devices, including
rehabilitation products, meet safety, performance,
and quality standards.



Pre-submission Meetings and Guidance

Before formally submitting a product for
clearance, manufacturers may request a pre-
submission meeting with the This meeting offers
an opportunity to discuss the regulatory pathway,
requirements, and potential challenges. It can be
particularly helpful in clarifying questions about
classification and testing requirements



Classification of the Device

Medical devices are classified into three categories based
on the level of risk they pose to patients and users:

Class |: Low-risk devices that generally do not require
pre-market approval.

Class Il: Moderate-risk devices that require pre-market
notification (510(k)).

Class lll: High-risk devices that generally require
pre-market approval



Example of Classification of the Device




Review Process and Timeline

Once the receives a 510(k) submission, it typically takes
90 days to review the application. However, this timeline
can vary depending on the complexity of the device

and the quality of the submission.

The will either clear the device for marketing or request
additionalinformation. If the device is cleared, the
manufacturer can proceed with commercialdistribution.



Testing and Validation Procedures

Device testing is crucial to demonstrate compliance with
regulations. This includes:

0 Biocompatibility Testing: To ensure that materials used
in the device do not cause adverse reactions.

0 Electrical and Mechanical Testing: For devices that
involve electrical components or mechanical functions,
safety tests must be conducted

0 Software Validation: For devices involving software,
validation against guidelines is necessary.



Example of Testing and Validation Procedures

» Biocompatibility Testing:- 1.Vitro cytotoxicity
2.5ensitization
3.Geno toxicity
4.Systemic toxicity
 Electrical and Mechanical Testing:- 1.Chemical Analysis
2.Fatigue Testing
3.Fracture Mechanics

 Software Validation:- 1.Compliance with regulations
2.Integration testing

3.Insulin pumps
4.Electronic health records (EHRs)




Examples of Successful Clearance

Example 1: A company that developed a wearable robotic
exoskeleton for rehabilitation submitted a 510(k) application
demonstrating substantial equivalence to an existing
exoskeletondevice. The product was cleared after undergoing
extensive mechanical and clinical testing.

Example 2: A company producing a smart orthopedic brace
utilized performance data from pre-clinical and clinical trials to
demonstrate the devices safety and effectiveness, leading to
successfulclearance.



THANK YOU
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