
 
 
          September 15, 2025 

RE: Scientific Information on Unapproved Uses Communication to Healthcare 
Providers Regarding the O?-Label Use of the Orca Foam® Absorbable Gelatin 
Sponge Hemostat, U.S.P., an FDA-Cleared Product   

Dear User of Orca Foam® Absorbable Gelatin Sponge Hemostat, U.S.P.: 

This Scientific Information on Unapproved Uses (SIUU) communication is consistent with 
the recommendations in FDA’s Guidance Communications From Firms to Health Care 
Providers Regarding Scientific Information on Unapproved Uses of Approved/Cleared 
Medical Products; Questions and Answers issued in January 2025, and is for the purpose of 
providing healthcare providers (HCPs) with scientific information about known oQ-label 
uses of Orca Foam® Absorbable Gelatin Sponge Hemostat, U.S.P. (ORCA FOAM). 

Recent observations and reports have indicated an increased interest in the use of ORCA 
FOAM outside its original cleared intended use1, prompting further evaluation and 
discussion within the clinical community.  

The current intended use of ORCA FOAM is “to control minimal bleeding by tamponade 
eQect, blood absorption and platelet aggregation following [Otolaryngology] ENT surgery” 
and is indicated for use “during and after ENT procedures in intra cranial, middle ear, intra 
oral, intra nasal, laryngeal, and head & neck soft tissue procedures to achieve hemostasis 
by tamponade eQect.” 

Any other uses of ORCA FOAM have not been cleared or approved by FDA. 

ORCA FOAM is contraindicated for those who have known allergies to porcine products 
and should not be used to in closures of skin incisions, as it may interfere with healing.  

ORCA FOAM should not be used: 

• if the package has been opened or damaged; 
• with antibiotics in infected wounds 
• embedded in a contaminated wound without drainage; 
• for controlling postpartum bleeding or menorrhagia; 
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• in bleeding from large arteries to avoid embolization.  

Anticoagulants may extend time to hemostasis and ORCA FAOM should not be re-sterilized 
since it is intended for single use only. 

This communication is not intended to endorse or promote the use of ORCA FOAM outside 
of its cleared Intended Use, but in alignment with FDA, Orca Products, LLC, recognizes the 
importance of disseminating accurate and scientifically sound information to HCPs so they 
can better exercise comprehensive clinical judgment. While the safety and eQectiveness of 
ORCA FOAM for uncleared uses has not been established, Orca Products, LLC, oQers real 
world data (RWD) and real-world evidence (RWE) supporting its safety and eQectiveness for 
oQ-label uses in surgeries outside of ENT procedures. 

RWD are data relating to patient health status and/or the delivery of health care routinely 
collected from a variety of sources, and RWE is the clinical evidence about the usage and 
potential benefits or risks of a medical product derived from analysis of RWD.2, 3  

Orca Products, LLC remains committed to transparency and patient safety; an extensive 
literature search including FDA’s Manufacturer and User Facility Device Experience 
(MAUDE) database and other available databases, no adverse events (AEs) have been 
reported related to the use of ORCA FOAM on- or oQ-label since its clearance in 2006. 

We would like to take the opportunity to provide HCPs with truthful and non-misleading 
scientific and medical information to assist in making more informed decisions on whether 
to use or prescribe ORCA FOAM for an uncleared use based on your medical judgment. We 
believe that sharing well-substantiated information regarding potential uncleared uses may 
be valuable for advancing medical knowledge and improving outcomes. It is in this spirit of 
collaboration and commitment to real world evidence (RWE)-based practice that we 
provide the following information for your consideration.  

Again, this communication and the attached Appendices are not intended to influence 
clinical practice decisions on conclusions about the safety or eQicacy of ORCA FOAM uses 

 
2 Real-World Evidence | FDA  
3 Use of Real-World Evidence to Support Regulatory Decision-Making for Medical Devices | FDA 

https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-real-world-evidence-support-regulatory-decision-making-medical-devices


 
 
outside of ENT surgeries but rather to inform you on the RWD and RWE that can inform your 
decisions, and we hope you find it helpful to that end. 

 

___________________________________ 
Dr. Craig Schmidtke 
CEO ORCA Products, LLC 
100 Metro Drive 
Dothan, Alabama  36303 
 

___________________________________ 
Benny Graham 
ORCA Products, LLC 
100 Metro Drive 
Dothan, Alabama  36303 

 

 

 

 

 

 

 

 

 

 

 



 
 
 

Appendix A 
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doi: 10.1080/13696998.2018.1513261.  

Saif R, Jacob M, Robinson S, Amer A, Kei-Hui D, Sen G, Manas D, White S. Use of fibrin-
based sealants and gelatin-matrix hemostats in laparoscopic liver surgery. Surg Laparosc 
Endosc Percutan Tech. 2011 Jun;21(3):131-41. doi: 10.1097/SLE.0b013e31821db688. 
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particles for superior rectal arterial embolization of chronic hemorrhoidal bleeding: 
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Published Clinical Reference Resources 
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