Vomaris Innovations, Inc.
3100 W. Ray Rd, Suite 148, Chandler, AZ 85226
www.procellera.com
Phone: 480-921-4948 Fax: 480-921-0948

510(k) Summary for Procellera® Device for Prescription Use
510(k) # K130350
Device Name: Procellera® Antimicrobial Wound Dressing
Trade Name: Procellera®
Common Name: Wound Dressing
Product Code: FRO
Predicate Devices:
Procellera® antimicrobial wound dressing (K081977)
CMB™ antimicrobial dressing (K060237)

Device Description:
Procellera® is a single layer antimicrobial dressing; it consists of a polyester substrate
containing elemental silver and elemental zinc bound to the surface by a biocompatible
binder in a well-characterized dot matrix pattern.
In the presence of a conductive fluid, such as wound exudate or moisture, a small amount
of current is produced at the surface of the device, and it occurs because it is inherent to its
design. The device is self-contained and has no accessories.
Silver and zinc in the dressing produce microcurrent which helps the dressing to be
preserved and to minimize or prevent growth of microorganisms within the dressing.
Procellera® is a primary contact layer dressing and it should be used under a secondary
dressing or bandage, which keeps it in place and helps maintain a moist wound
environment.
Intended Use:
For prescription use, Procellera® antimicrobial wound dressing is intended for the
management of wounds to provide a moist wound environment and is indicated for partial
and full-thickness wounds such as pressure ulcers, venous ulcers, diabetic ulcers, 1st and 2nd
degree burns, surgical incisions, donor and/or recipient graft sites, etc.
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Technological Characteristics:
Procellera® device is identical to the device cleared under 510(k) K060237 and K081977.
Elemental silver and elemental zinc are bound to the surface of a polyester substrate in a
well-characterized dot matrix pattern. In the presence of a conductive fluid, such as wound
exudate or moisture, a small amount of current is produced at the surface of the device, and
it occurs because it is inherent to its design.
Performance Data:
Performance data were gathered through antimicrobial and voltage potential testing.
Antimicrobial testing was performed per method AATCC 100. At 24 hours, the device
demonstrated a log 4 reduction or better against the following organisms: Acinetobacter
Baumannii, Candida Albicans, Clostridium Pefringens, Klebsiella Pneumoniae,
Pseudomonas Aeruginosa, Staphylococcus Aureus (MRSA), Staphylococcus Epidermis,
and Trichophyton Mentagrophytes.
Voltage potential testing was performed in-house and confirmed that a sustained
measurable voltage is generated on the surface of the device for up to 30 days when
immersed in a conductive fluid.
Biocompatibility Data
The device was tested per ISO 10993 and found to be biocompatible. Testing included:
cytotoxicity, irritation, sensitization, pyrogenicity, and 28-day subcutaneous implantation.
Conclusion:
Based on the information provided herein, we conclude that Procellera® device is as safe,
as effective, and performs as well as the predicate devices, which are identical, and thus is
substantially equivalent to the existing legally marketed devices under the Federal Food,
Drug and Cosmetic Act.
Contact:
Jeffry B. Skiba – CTO Vomaris Innovations, Inc.
3100 W. Ray Rd, Suite 148, Chandler, AZ 85226
Phone: 480-921-4948 Fax: 480-921-0948
Date: June 19th , 2013

Page 2 of 2

Vomaris Innovations, Inc.
3100 W. Ray Rd, Suite 148, Chandler, AZ 85226
www.procellera.com
Phone: 480-921-4948 Fax: 480-921-0948

510(k) Summary for Procellera® Device for Over-The-Counter Use
510(k) # K130350
Device Name: Procellera® Wound Dressing
Trade Name: Procellera®
Common Name: Wound Dressing
Product Code: FRO
Predicate Devices:
Procellera® wound dressing (K081977)
CMB™ dressing (K060237)

Device Description:
Procellera® is a single layer dressing; it consists of a polyester substrate containing
elemental silver and elemental zinc bound to the surface by a biocompatible binder in a
well-characterized dot matrix pattern.
In the presence of a conductive fluid, such as wound exudate or moisture, a small amount
of current is produced at the surface of the device, and it occurs because it is inherent to its
design. The device is self-contained and has no accessories.
Silver and zinc in the dressing produce microcurrent which helps the dressing to be
preserved and to minimize or prevent growth of microorganisms within the dressing.
Procellera® is a primary contact layer dressing and it should be used under a secondary
dressing or bandage, which keeps it in place and helps maintain a moist wound
environment.
Intended Use:
For over-the-counter use, Procellera® wound dressing is intended for the management of
wounds to provide a moist wound environment and is indicated for superficial wounds such
as minor cuts, scrapes, irritations, abrasions, blisters, etc.
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Technological Characteristics:
Procellera® device is identical to the device cleared under 510(k) K060237 and K081977.
Elemental silver and elemental zinc are bound to the surface of a polyester substrate in a
well-characterized dot matrix pattern. In the presence of a conductive fluid, such as wound
exudate or moisture, a small amount of current is produced at the surface of the device, and
it occurs because it is inherent to its design.
Performance Data:
Voltage potential testing was performed in-house and confirmed that a sustained
measurable voltage is generated on the surface of the device for up to 30 days when
immersed in a conductive fluid.
Biocompatibility Data
The device was tested per ISO 10993 and found to be biocompatible. Testing included:
cytotoxicity, irritation, sensitization, pyrogenicity, and 28-day subcutaneous implantation.
Conclusion:
Based on the information provided herein, we conclude that Procellera® device is as safe,
as effective, and performs as well as the predicate devices, which are identical, and thus is
substantially equivalent to the existing legally marketed devices under the Federal Food,
Drug and Cosmetic Act.
Contact:
Jeffry B. Skiba – CTO Vomaris Innovations, Inc.
3100 W. Ray Rd, Suite 148, Chandler, AZ 85226
Phone: 480-921-4948 Fax: 480-921-0948
Date: June 19th , 2013
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