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Introduction

For a medical device, the U.S Food and Drug Administration (FDA) approval process can take
as little as one week to eight months or more. Studies have shown the entire process from
concept to approval can take three to seven years. Launching a medical device into the
market is not a fast process and having the wrong information or partner can cause delay

and extra expense.

EaglePicher's 25 years of experience in medical device battery
development and production has taught us the deliverables
critical to a successful experience in working with the

FDA. EaglePicher partners with numerous medical device

manufacturers to design and build implantable cells and

external battery packs to power life changing medical devices.
Our experience includes medical devices implanted in the body such as
stimulators, neuromodulators or cardiac monitors and batteries powering external

devices like surgical tools and ventilators.
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Getting Started

FDA requirements cover both primary (non-
rechargeable) and secondary (rechargeable)
batteries. These batteries can contain various
chemistries and may consist of single cells or
multiple cells connected in series, parallel or
both. The batteries overall role is to convert
chemical energy into electrical energy by a
chemical reaction while
reducing the risk of
injury to the person
using the device and the
patient.
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The design steps for
building an implantable
or external medical
device can be very
different and uniquely
complex based upon the
application; however,
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the battery design steps are similar in both
scenarios. Starting with the assumptions that
either product requires a full FDA approval,

the battery/power source becomes a key
component and possibly the critical path to
approval. The FDAs 21 CFR sets the requirements
for device approval and includes quality system
regulations, testing requirements, labeling and
device reporting to name a few.

The FDA employs specific power supply experts
throughout their various units. The type of
device will determine which FDA unit will work
with the manufacture or designer during the
approval process. Besides the FDA, EaglePicher’s
experience includes supporting other test
agency suppliers such as TUV, UL, etc.




Navigating the Process

First, the FDA will need to understand the
device's power cell at the most basic level.

This includes the cell chemistry, history of

the chemistry, previous products using the
chemistry, cell modeling data, among other
things. With EaglePicher’s proven experience in
battery development we can easily provide this
type of data.

Second, as you move to the product side, you
will need to provide product design efficacy
materials. This will vary greatly based upon the
type of device, therapy provided, as well as Class
of device (1,11, or 111). You will need to work close
with the FDA to ensure proper data and testing
is completed on the device, including design
traceability. The host device (implantable or
external) will have significant testing required in
order to obtain FDA approval. The cell or battery
pack is key to demonstrating to the FDA that all
safety, design tolerances, and back up or shut
down methods are carefully and thoroughly
designed and tested.

Last, data modeling on the cell is particularly
critical. In some cases, the FDA may ask for up
to three years of actual cell testing data. This
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To help build compliance with the FDA and
other regulatory requirements, EaglePicher
maintains ISO 13485 certification and
guality management system. EaglePicher
understands the needs of the medical
device market and our commitment to

can be problematic when dealing with a new
custom cell. EaglePicher can bridge this gap by
leveraging our years of experience and proven
track record. Another potential bridge is cell
data modeling. This modeling has proven to be
very accurate when based on real-time data
that is extrapolated to future years. Once again
leveraging a partner with this experience can
expedite your process.

qguality ensures our products exceed the
high standards of the FDA. Our mission is to
support our customers in their interfacing
with the FDA. We built our processes and
procedures in support of that mission.
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