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Biolife, LLC        June 11, 2023 
c/o Karen O'Toole 
Manager, Quality Assurance and Regulatory Affairs 
1235 Tallevast Road 
Sarasota, Florida 34243-3271 
 
 
Re:  K070520 

Trade/Device Name: PRO QR (Quick Relief)® Powder  
Regulatory Class:  Unclassified 
Product Code:  QSY 

 
Dear Karen O'Toole: 
 
The Food and Drug Administration (FDA) is sending this letter to notify you of an administrative change 
related to your previous substantial equivalence (SE) determination letter dated October 23, 2007 and 
correction letter dated November 6, 2007. Specifically, FDA is updating this SE Letter because FDA has 
better categorized your device technology under product code QSY. 
 
Please note that the 510(k) submission was not re-reviewed. For questions regarding this letter please contact 
Julie Morabito, OHT4: Office of Surgical and Infection Control Devices, 240-402-3839, 
Julie.Morabito@fda.hhs.gov. 
 

Sincerely, 
 
 
 
Julie Morabito, Ph.D.  
Assistant Director  
DHT4B: Division of Infection Control 
    and Plastic Surgery Devices 
OHT4: Office of Surgical 
    and Infection Control Devices 
Office of Product Evaluation and Quality 
Center for Devices and Radiological Health 

 
 







510(k) Premarket Notification

5 10(k) Number (if known):

Device Name: PRO QR (Quick Relief)® Powder

(for Minor External Bleeding From Wound &
Procedures)

Indications for Use:

PRO QR Powder is intended for use to stop minor bleeding and to absorb body fluidin traumatic superficial lacerations or wounds. Once exudation and bleeding havestopped, a protective dressing can be applied. It is intended to be distributed as a
Professional Use (Non-Prescription) Device.

Prescription Use OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office ofDE) Page -of_

(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices

510(k) Number. 1Jc lqo
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510(k) Premarket Notification

OCI 23 2007

SECTION 5: 510(k) SUMMARY

5.1 Sponsor

Biolife, LLC

1235 Tallevast Road

Sarasota, FL 34243

Telephone: 941-360-1300

Fax: 941-355-2187

Registration Number: 1066421

Contact Person: Karen O'Toole

5.2 Date Summary was Prepared

February 15, 2007

5.3 Device Information

Proprietary Name: PRO QR (Quick Relief) ® Powder
(for Minor External Bleeding From Wounds
and Procedures)

Common Name: Powder Wound Dressing

Classification Name: Dressing, Unclassified

5.4 Predicate Device

Hemostace, LLC; Sorbastace (K965034)
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jzlo x]5 510(k) Premarket Notification

5.5 Device Description

Components - The PRO QR product is composed of two main

components: potassium iron oxyacid salt and a hydrophilic polymer.

Mechanism of Action - The PRO QR achieves its principle intended

action (hemostasis) by creating a physical barrier or seal to the blood

flow.

5.6 Intended Use

PRO OR Powder is intended for use to stop minor bleeding and to

absorb body fluid in traumatic superficial lacerations or wounds. Once

exudation and bleeding have stopped, a protective dressing can be

applied. It is intended to be distributed as a Professional Use (Non-

Prescription) Device.

5.7 Substantial Equivalence

PRO QR has identical claims to the Sorbastace (K965034) predicate,

in that it is intended to be applied to traumatic, superficial lacerations or

wounds to absorb body fluid and stop minor bleeding for Over the

Counter (OTC) use. The subject and predicate device are made from

materials which have demonstrated satisfactory biocompatibility, are

highly absorbent for collecting body fluids, and are sterile, single use

devices.

5.8 Performance Testing

Biocompatibility- Cytotoxicity, Sensitization, Irritation, Acute Systemic

Toxicity, Ames Mutagenicity

In vitro Testing-Absorption Study, Acid Base Interaction Study,

Scanning Electron Microscopy (SEM) Analysis, Potassium (K) and Iron

(Fe) Extraction

Animal Study- A swine model of lethal, arterial extremity injury
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5.9 Conclusion

PRO QR Powder has the same intended use as the predicate device

and differs only in the composition which has been shown to be

biocompatible (based on the data in the submission) and raises no

issue of safety or effectiveness. Both products arrest the flow of body

fluids or blood by fluid dehydration (polymeric component) and protein

coagulation or agglomeration (aluminum oxyacid salt versus potassium

iron oxyacid salt).

Biolife, LLC believes that, as a result of the biocompatibility testing, in

vitro testing, and the animal study, PRO QR is safe and effective for

the control of bleeding wounds, absorption of body fluids and performs

in a manner equivalent to the predicate.
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