Regulatory pathways for VPA sterilization
REVOX TM sterilization process and the medical device regulatory landscape
Q: If I switch to REVOXTM sterilization from my
current sterilization method, will I need new
regulatory clearance (FDA, CE, etc) of my medical
device?
A: Yes, because REVOXTM sterilization is classified as a

“novel” sterilization method, it is likely that a new clearance will be required. For example, one of our clients,
OsteoSymbionicsTM, manufactures a class II implantable
medical device (Clear ShieldTM cranial implant) that already had FDA 510(k) clearance. But to begin manufacturing it using the REVOXTM sterilization method, the company had to reapply for clearance to ensure the full process
for its medical device met all regulatory requirements,
including those associated with the sterilization process.

Q: Does the REVOXTM sterilization system itself
require regulatory clearance?
A: The REVOX system is not required to have a separate

clearance by the largest medical health regulatory bodies,
such as the FDA (US), TGA (Australia), CFDA (China), and
various country agencies within the European Union (EU).
This is because REVOX is not a medical device itself; it is
an industrial sterilizer. Only those sterilization systems
that are specifically designed for use in hospitals and
other health care settings require their own, separate
“medical device” clearances.
While some sterilizers that were designed and FDA 510(k)
cleared for use in health care settings are also being used
for industrial applications, that is irrelevant to the regulatory requirements for industrial use. The controlling FDA
guidance document specifies that “sterilizers intended for
use in hospital facilities require 510(k)s. Industrial sterilizers do not require 510(k)s.” Most global medical device
regulatory authorities also follow this precedent.

Q: If not FDA clearance, what international regulations and standards must the REVOXTM sterilization process comply with?
A: Most countries’ regulatory bodies look to global standard organizations such as AAMI, ANSI, and ISO, which
base their specific guidance on scientific, clinical, and
practical expert information. The ISO 14937 standard provides overarching, yet highly specific recommendations
for sterilization of medical devices.

At present, there are no ISO standards specific to the
vaporized peracetic acid (VPA) process that REVOX uses,
but following ISO 14937 ensures broad adherence to
sterilization requirements. Because the REVOXTM sterilization process may be new to regulatory authorities and/or
notified bodies, it’s important that they understand that
the REVOX system is an industrial sterilizer that is not being used in a health care setting. Despite the existence of
such global standards, we recognize that each country’s
regulatory bodies may have their own additional requirements, and we stand ready to assist manufacturers in
meeting those specific, individual demands.

Q: How does the FDA classify the REVOXTM sterilization process when used in the medical device
manufacturing process?
A: In the United States, the controlling FDA guidance

document (released in early 2016) classifies sterilization
methods according to three categories. REVOX VPA is
currently categorized as a “Novel Sterilization” method.
While the sterilization techniques in this category do not
yet possess a history of comprehensive FDA evaluations,
REVOX VPA has been approved for use as the sterilization method on a FDA 510(k) Class II implantable device.
This represents the first FDA approved device with the
use of a novel sterilization method in more than 20
years. To date, REVOX® PA, the liquid peracetic acid used
by the REVOX machines has received two FDA 510(k)
clearances as a sterilant.
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Technical Specifications
96 cubic ft.

Usable Volume
Physical Dimensions

302 cm x 218 cm x 213 cm
(119”L x 86”W x 84”H)

Net Weight

Approximately 9,520 lbs.

Operational Requirements
None needed

Exhaust

Two 460 VAC 3 Phase 20

Power

16 CFM at 90 PSI

Air

2 GPM

Water
Facility Temperature

18-30°C (65-86°F)

REVOX Process Consumables
Liquid Sterilant

REVOX® PA

Bottle Size

0.94L (1 qt.)

Cycles Per Bottle
Biological Indicators

CI
Filter Life

6-12
Self-contained with
G. stearotherophilus and growth
indicated by color-change
REVOX PA CI – Red to Blue
Indicated and monitored by the
REVOX sterilization equipment
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