
Forced Air Thermal Regulating Systems: Healthcare Provider Letter - Information About 

Use 

 

AUDIENCE: Surgery, Nursing, Anesthesia 

 

ISSUE: The FDA is reminding health care providers that using thermoregulation devices during 

surgery, including forced air thermoregulating systems, have been demonstrated to result in less 

bleeding, faster recovery times, and decreased risk of infection for patients. 

 

The FDA recently became aware that some health care providers and patients may be avoiding 

the use of forced air thermal regulating systems during surgical procedures due to concerns of a 

potential increased risk of surgical site infection (e.g., following joint replacement surgery). 

After a thorough review of available data, the FDA has been unable to identify a consistently 

reported association between the use of forced air thermal regulating systems and surgical site 

infection. 

 

Therefore, the FDA continues to recommend the use of thermoregulating devices (including 

forced air thermal regulating systems) for surgical procedures when clinically warranted. 

Surgical procedures performed without the use of a thermoregulation system may cause adverse 

health consequences for patients during the postoperative and recovery process. 

 

The FDA will continue to actively monitor this situation and will update this communication if 

significant new information becomes available.     

 

BACKGROUND: Forced air thermal regulating systems, also called forced air warmers or 

forced air warming systems, are devices used to regulate a patient’s temperature during surgical 

procedures. Forced air thermal regulating systems use an electrical blower to circulate filtered, 

temperature controlled air through a hose into a blanket placed over or under a patient. 

 

To determine if there is an increased risk of surgical site infection when forced air thermal 

regulating systems are used during surgery, the FDA collected and analyzed data available to 

date from several sources, including medical device reports received by the agency, information 

from manufacturers and hospitals, publically available medical literature, operating room 

guidelines, and ventilation requirements. 

 

RECOMMENDATION: FDA continues to recommend the use of thermoregulating devices 

(including forced air thermal regulating systems) for surgical procedures when clinically 

warranted. As always, please follow the manufacturer’s instructions for use in the operating 

room/and or the post-operative environment. 

 

Healthcare professionals and patients are encouraged to report adverse events or side effects 

related to the use of these products to the FDA's MedWatch Safety Information and Adverse 

Event Reporting Program: 

 Complete and submit the report Online: www.fda.gov/MedWatch/report 

 Download form or call 1-800-332-1088 to request a reporting form, then complete and 

return to the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178 

http://www.fda.gov/MedWatch/report
https://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm
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https://www.fda.gov/MedicalDevices/Safety/LetterstoHealthCareProviders/ucm573837.htm

